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Aspiration Catheter
Instruction for Use

(Please read this Instruction for Use carefully before use, paying particular attention to the various warnings and

precautions)

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

Aspiration Catheter
[Respectfully]

® This product has been sterilized with ethylene oxide.

® This is a single-use product, do not re-sterilize or re-use.

® Do not use if the package is opened, cracked, leaked or beyond the sterilization expiration

date before use.
® This Instruction for Use must be read carefully before use.
® This product should only be used by professionally trained physicians.
[Packing List]

® Aspiration catheter

® Extension tube

® Inner catheter

[Structure and composition]

Aspiration Catheter consists of Aspiration catheter, Extension tube and Inner tube. Aspiration catheter includes the
accessories: Shaping Needle, Protective Sheath and Rotating Hemostasis Valve. The Inner catheter includes the
accessory, Inner catheter Shaping Needle. Aspiration catheter is made of braided tube, Handle, Stainless steel
Diffusion Tube and Heat shrinkable tube. The distal outer layer of Aspiration catheter is coated with hydrophilic
coating to reduce the friction when the catheter moves in the blood vessel. The extension tube is composed of long
high-pressure braided Tube, short high-pressure braided Tube, sliding switch, connecting tube and Luer Locking
Fittings. The inner catheter consists of Handle, Diffusion Tube, and a sheath. The specific structure of Aspiration
Catheter is shown in Figure 1.

Extension tube (Figure 1.2) is for connecting aspiration catheter and HeartCare Aspiration Pump and controlling
the aspiration switch; Protective Sheath (Figure 1.1.3) protects the tip of aspiration catheter when delivering
aspiration catheter into the puncture sheath, which can be peeled away after use. Shaping Needle (Figure 1.1.2) can
shape the tip of aspiration catheter when needed. Rotating Hemostasis Valve (Figure 1.1.4) is for connecting other
surgical instruments and hemostasis; Inner catheter (Fig. 1.3.1) is for guiding aspiration catheter. Inner catheter
Shaping Needle(Figure 1.3.2) is for shaping the tip of Inner catheter when needed. The assembly diagram of
Aspiration Catheter is shown in Figure 2.
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Figure 1.1.1 Schematic diagram of the structure of the aspiration catheter

Braided Mesh Tubing; 2. Stainless Steel Diffusion Tube; 3. Heat Shrink Tubing; 4.Handle; 5.Marker;
6.Hydrophilic Coating
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Figure 1.1.2 Schematic diagram of the Shaping Needle
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Figure 1.1.3 Schematic diagram of the Protective Sheath
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Figure 1.1.4 Rotating Hemostasis Valve

Figure 1.1 Schematic diagram of the aspiration catheter, the

Figure 1.2 Schematic diagram of the extension tube structure

7. Male taper luer locking fitting; 8. Slide switch; 9. Connecting sleeve; 10. Long high pressure Braided Tube; 11.
Short high pressure Braided Tube; 12. Female taper luer locking fitting
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Figure 1.3.1 Schematic diagram of the structure of the inner catheter
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Shaping
i Needle

13.Handle;14 Diffusion Tube;15.Sheath tube;16 Marker
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Figure 1.3.2 Inner Catheter Shaping Needle
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Figure 1.3 Schematic diagram of the Inner catheter

Figure 1. Schematic diagram of the Aspiration Catheter
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Fig. 2 Schematic diagram of the assembly of Aspiration Catheter

Table 1 aspiration catheter specification dimensions table

Adapted
e | Toul | Efectie e
Model length length OD1(mm) 1D1(mm) Annex
ons of the L2(cm) L1(cm) Length
Inner 11(cm)
Catheter
WM*ASC-8F080 88 80
Rotating
WM*ASC-8F095 103 95 Hemostasis
* _ Valve
WMZASC-8F105 | 0751535 113 105 2.65 2.23 40 Shaping
WM*ASC-8F115 123 115 Needle
* _ Protective
WM*ASC-8F125 133 125 Sheath BF
WM*ASC-8F130 138 130
WM*ASC-7F095 103 95 Rotating
WM*ASC-7F105 113 105 He\”/‘;l‘f/‘:‘s's
WM*ASC-7F115 | N069153S 123 115 2.40 2.10 40 Shaping
WM*ASC-7F12 133 12 Needle
B S o Protective
WM*ASC-7F132 140 132 Sheath 8F
WM*ASC-6F115 113 115 Rotating
Hemostasis
WM*ASC-6F120 123 120 Valve
- N059153S 2.10 1.80 40 Shaping
WM*ASC-6F125 133 125 Needle
« ) Protective
WM*ASC-6F132 140 132 Sheath BF
WM*ASC-5F125 133 125 Rotating
WM*ASC-5F127 135 127 Hemostasis
i N049153S 1.80 1.40 40 Valve
WM*ASC-5F132 140 132 Shaping
Needle
WM*ASC-5F139 147 139 Protective
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Sheath 6F
Rotating
Hemostasis
Valve
WM*ASC-4F153 / 161 183 125 0.9 40 Shaping
Needle
Protective
Sheath 4F
Table 2 Extension Tube Specification dimensions Table
specifications and models | Effective length L3 0OD2 1D2
WM*ASC-T290 290cm 4.8mm 2.2mm
Table 3 Inner Catheter Specification dimensions Table
Effective H)gggt?;"“c
Model/Spec length OD3(mm) | ID3 (mm) Lengtr? Annex
L4(cm) 12(cm)
Inner Catheter
N049153S 153 1.20 0.54 Shaping Needle
Inner Catheter t
N059153S 153 1.47 0.54 w Shaping Needle
Inner Catheter
N069153S 153 1.70 0.69 Shaping Needle
Inner Catheter
NO075153S 153 1.85 1.0 Shaping Needle

Table 4 Shaping Needle specification dimensions table

Needle

Name Effective length Diameter
Shaping Needle L5:70mm 1.0mm
Inner Catheter Shaping L6:70mm 0.45mm

[Indications]
Aspiration Catheter

The Aspiration Catheter is indicated for use in the revascularization of patients with acute ischemic stroke

secondary to intracranial large vessel occlusive disease (within the internal carotid, middle cerebral-M1 and
M2 segments, basilar, and vertebral arteries) within 8 hours of symptom onset. Patients who are ineligible for
intravenous tissue plasminogen activator (IV t-PA) or who fail IV t-PA therapy are candidates for treatment.

Extension Tube

As part of the Aspiration Catheter, extension tubing is indicated to connect the Aspiration catheters and the

medical negative pressure aspiration pump of our company.

[Contraindications]
No contraindication.

[Potential Complications]

[

® |Infection

® Hematoma at the puncture site
® Distal Embolization

® Thrombosis

Potential complications include, but are not limited to.
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® \ascular stripping
Pseudoaneurysm formation
Acute vascular occlusion
Blood clot formation
Bleeding from the puncture site
Intracranial hemorrhage
Arterial rupture
Stroke and death
Unable to remove the clot completely
[Compatibility and required accessories]
7F or 8F specifications are compatible with 8F or larger puncture sheaths;
4F is compatible with 6F guide tube;
5F is compatible with 7F guide tube;
6F is compatible with 8F guide tube;
5F, 6F, 7F, 8F specifications aspiration catheter is compatible with. 035 " guide wire
4F aspiration catheter or internal conduit compatible with. 014 " micro guide wire;
® HeartCare Aspiration Pump;
[Warning]
® This product must be used by a physician trained in appropriate interventional neurosurgical
endovascular techniques and in the treatment of acute ischemic stroke.
® This is a single-use product and should not be reused. The structural integrity and/or
functionality of the product may be compromised during reuse or cleaning.
® If there is significant resistance to the product during introduction into the body, the catheter
should not be forcibly advanced or reversed without careful assessment of the cause of the
resistance using fluoroscopy. If the cause cannot be determined, the catheter must be
withdrawn. Forced advancement may result in damage to the vessel or the catheter itself.
® If the flow of fluid in the Inner Lumen is obstructed, do not clear the Inner Lumen by
instillation, as this may cause catheter rupture, which could result in vascular compromise.
If fluid flow in the Inner Lumen is obstructed, remove and replace the catheter.
® To minimize the risk of complications due to Hydrophilic Coating dislodgement, the
following operational recommendations need to be followed.
> Before inserting the catheter into the puncture sheath, moisten the catheter with saline;
when the catheter is introduced into the puncture sheath, it is necessary to introduce the
tip of aspiration catheter coaxially into the Protective Sheath to avoid scraping of the
distal Hydrophilic Coating at the puncture sheath peeling area.
» During catheter advancement, the catheter should be advanced as gently and slowly as
possible, as rapid advancement may result in kinking of the catheter body.
> If the body of the catheter breaks during use, the catheter must be replaced with a new
one.
® Fluoroscopy is required to ensure that the catheter port is aligned with the thrombus and not
the vessel wall to avoid damage to the vessel.
[Notes]
® The product should be stored in a cool, dry place, away from direct sunlight.
® If the package is damaged, use is prohibited.
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The product should be used within the effective date.

When removing the product from the package, it should be carefully inspected to ensure that
the catheter is intact.

Do not expose catheter to solvents.

Use this product in conjunction with fluoroscopy and appropriate anticoagulants.

Twisting of the product while the catheter is Bending can result in breakage of the catheter,
which in turn can result in breakage of the catheter body.

If a device becomes lodged in the catheter, or if a serious Bending situation occurs with the
catheter, all devices(aspiration catheter, guidewires, and devices)should be withdrawn
together.

To avoid the formation of blood clots, the formation of contrast crystals, or the introduction
of air into the catheter, maintain a steady and continuous flow of appropriate flushing
solution into the catheter.

When suctioning, make sure that the extension tube switch is open for no longer than the
minimum time required by the Thrombectomy, and do not over-suction or fail to turn off the
extension tube switch when suctioning is complete.

The total time limit for completing revascularization for patients using the Aspiration
Catheter is 120 minutes.

Aspiration Catheter applies to negative pressure range of 0~- 92 + 7kPa;

[Instructions for use]

To determine the vessel diameter, select the appropriate dimensions and effective length of
aspiration catheter(see Table 1).

Before withdrawing the catheter from the coil, flush the lumen of the coil with heparinized
saline.

Flushing the lumen of the catheter with heparinized saline.

If necessary, the attached Shaping Needle can be used to change the shape of the aspiration
catheter tip. The shaping position is 1-2.5cm away from the steam source, and the shaping
time is about 20-30s. If the distance is too short or the time is too long, the end of the
conduit head may be damaged. If damaged, please replace it before use;

Connect the attached Rotating Hemostasis Valve to aspiration catheter Handle;

Using tearable Protective Sheath, Aspiration catheter is slowly inserted into Protective
Sheath, then Protective Sheath and aspiration catheter are slowly threaded together into the
guide Inner Lumen, and after threading, Protective Sheath is removed from the puncture
sheath and removed after tearing.

Using conventional catheterization techniques under fluoroscopic guidance, the aspiration
catheter is slowly advanced into the target vessel with the assistance of an appropriately
sized Inner Catheter and guidewire and the port of the aspiration catheter is placed proximal
to the thrombus; the aspiration catheter is then placed into the target vessel.

After the aspiration catheter is slowly advanced to the intended target, the guidewire and the
inner catheter are withdrawn from the inner lumen of the aspiration catheter; the guidewire
and the inner catheter are withdrawn from the inner lumen of the aspiration catheter.

If the tip of the inner catheter needs to be shaped, the tip is shaped under steam using
Shaping Needle supplied with the inner catheter, the procedure is the same as aspiration
catheter.
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Connect the extension pipe to the collection tank of HeartCare Aspiration Pump, and open
HeartCare Aspiration Pump. Before use, HeartCare Aspiration Pump should run stably for at
least 1 min, and ensure that the sliding switch on the extension pipe is in the position of
OFF(to close).

Connect the extension tube to Rotating Hemostasis Valve side hole(, if not use Rotating
Hemostasis Valve, directly connect to the Handle of Aspiration catheter);

The aspiration catheter is gently pushed forward so that it is gently inserted into the
thrombus.

Start aspiration, open the sliding switch on the extension tube to the position of ON (to
open), and aim the tip of aspiration catheter at the thrombus for suction;

Stop aspiration, close the sliding switch on the extension pipe to the position of OFF (and),
and close the pumping pump;

If necessary, further retrieve the clot at the discretion of the physician.

Use a 5ml or 10ml syringe to draw about 5ml of blood from aspiration catheter to remove
any thrombus that may remain in the catheter;

Contrast agent was injected through a guide catheter to obtain angiographic images after the
surgery.

Upon completion of the procedure, the product may be potentially bio-Hazard, and the
product and packaging should be disposed of in accordance with hospital or administrative
regulations or local government policy.

[Sterilization]

Aspiration Catheter, extension tube and inner catheter were sterilized by ethylene oxide.
[Storage conditions]

The product should be stored in a cool, dry, clean, well-ventilated, non-corrosive gas environment.
[Conditions of transportation]

Packaging and transportation requirements in accordance with the provisions of the order contract and the
number of layers of transportation stacking, should be prevented from heavy pressure, direct sunlight and rain and
snow soaking.

[Date of manufacture, date of use]

See package label.

[Expiry date]

Aspiration Catheter, extension tubes are valid for 3 years under conditions consistent with storage regulations.

[Symbol Description]
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[After-sales service]

Shanghai Heartcare Medical Technology Co., Ltd. (here in after referred to as "Heartcare ")is committed to
providing high quality, high performance medical products for the field of neurointervention. Heartcare guarantees
that our products will be free from material or manufacturing defects when received by the customer, and any
remaining questions regarding the products should be directed to the company.

[Solemn declaration]

Shanghai Heartcare Medical Technology Co., Ltd. (hereinafter referred to as "Heartcare ")expressly specifies that
"Aspiration Catheter" produced by our company is for single-use, and shall not be reused. Repeated use is not
permitted. Heartcare will not be responsible for any damage to the product or failure of the procedure due to
improper product Model selection, incorrect operation or any other man-made accidents Events. Regarding the
reusability of the system, Heartcare does not recommend, indicate or imply in any way, and is not responsible for

Title

Do not re-use.

Refer to Instruction
for Use

r .
2l - "

,77 - Keep away from
1\\ sunlight

L e

T Keep dry
g Use-by date
Batch code

Catalogue number

Sterilized using
ethylene oxide

Date of manufacture

Do not use if the
package is damaged.

Do not resterilize

any accidents or product damage caused by reuse.
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Manufacturer: Shanghai Heartcare Medical Technology Corporation Limited

Address: Building 38, N0.356 Zhengbo Road, LIN-GANG Special Area, China (Shanghai) Pilot Free Trade Zone,
201422 Shanghai, China.

Tel./ Fax:: +86-021-58975055
Post Code: 201201

File No.: ASC-SMS-002 (BY)/Rev.D
Date: 2025-10-13
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ACIIMpPallMOHHBIA KaTeTep

NHcTpyKUMS 10 NPUMEHEHUI0

(BHnMartesibHO MpouMTAaliTe JAHHYI0 HHCTPYKIMIO IO NPUMEHEHHIO Nepejl HCI0Ib30BaHueM, o0pamias 0cofoe BHUMAaHHe HA

Pa3/IM4YHbIe Mepbl NPeJOCTOPOKHOCTH U MPABUJIA TEXHUKH 0€30I1aCHOCTH)

«[Manxait XaptKsa Meaukan Texuonomku Ko., JIta.» (Shanghai HeartCare Medical Technology Co., Ltd.)
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[HammeHOBaHUe U3aeaus]
AcCTMpaIIMOHHBIN KaTeTep
[[Ipenynpeskaenus|
® JlanHOe u3Nenre CTEPUIN30BAHO ATUIICHOKCHIOM.
® JlanHoe wu3meNME€ NpPEIHA3HAYEHO JUIi  OJHOKPAaTHOrO IPUMEHEHHUs, IOBTOpHAas
CTEpUIN3AIMS WX MOBTOPHOE UCTIOJIb30BAHUE 3aIPEIICHBI.
® He wucnonb3yiiTe, €ciy yINakoBKa BCKPBITA, IMOBPEXICHA, MPOTEKAET WJIM HCTEK CPOK
TOJTHOCTH CTEPUIIN3ALMNH TIEPE]T NCITOIB30BAHUEM.
® [lepen nmpuMeHeHHMEM HEOOXOAMMO BHHUMATEIIBHO IPOYUTATh JAHHYK) HHCTPYKIUIO I10
MIPUMEHEHUIO
® JlanHOoe WM3jeIHe JOHKHO MPUMEHATHCS MCKIIOUUTEIBLHO MPO(EeCCHOHATLHO O0YyYECHHBIMHU
Bpadyamu.
[VnakoBouHbIH JiHCT]
® AcnupalMOHHBIN KaTeTep
® VuiuHUTEIbHAs TPyOKa
® BHyTpeHHUH KareTep
[KoncTpykumst u cocTas]
AcTMpaIiioHHBIN KaTeTep COCTOUT M3 acIUPAIMOHHOTO KaTeTepa, YAJIMHUTEIBHOW TpyOKH U BHYTPEHHEH TPYOKH.

ACTIMpAaIOHHbIH KaTeTep BKIIIOYACT IMPHHAIICKHOCTH: (OPMUPYIOIIMH MaHIpPEH, 3aIIUTHYI0 OOOJOUKy U
BpAIIAONINNCS TeMOCTaTHYCCKUN KianaH. BHyTpeHHWil kateTep BKIIOYACT MPUHAUIC)KHOCTH: (OPMHUPYIOMINI
MaHJpeH BHYTPEHHETO KareTepa. ACHUPAIMOHHBIA KaTeTep W3TOTOBICH M3 TPYOKH C OIUIETKOH, PYKOSTKH,
TUhPY3UOHHON TPYyOKHM W3 HEpIKABEIONICH CTAM W TEPMOYCAIO4HOW TpyOKH. JIMCTanmbHBIH HapyKHBIA CIIOM
aCTIMPAIlMOHHOTO KaTeTepa MOKPHIT THAPOMWIGHBIM HOKPBITHEM MJIsl YMCHBIICHUS TPEHHS IIPH IBIDKCHUU
KaTeTepa 1o cocyay. YUIMHUTENbHAS TPyOKa COCTOUT U3 IIJIMHHOW BEICOKOHATIOPHOHN TPYOKH C OTUIETKOM, KOPOTKOM
BBICOKOHAIIOPHOW TPYOKH C OIUICTKOW, ABWXKKH, COCOMHHUTECIBHOM TpyOkm m amantepa Jliospa. BHyTpeHHHMit
KaTeTep COCTOUT W3 PYKOATKH, Tu(Py3noHHON TpyOKH u 00070ukn. KOHKpeTHass KOHCTPYKINS acIUpaliMOHHOTO

KareTepa IpeACTaBlIcHa Ha PUCYHKe 1.

YanunurensHas TpyOka (Pucynok 1.2) mpenHa3zHaueHa AJis MOAKIIIOYEHMS aclUpPallMOHHOTO KaTeTepa K Hacocy
HeartCare u ympaBiieHus mepekirouaTelieM acnupauuy; 3aumurHas oOosouka (Pucynok 1.1.3) 3zamminaer
JUCTaJIbHBIN KOHELl aclIMpallMOHHOIO KaTeTepa NMpU BBEJICHUH KaTeTepa B MyHKIHMOHHYIO 000JI0YKY U MOXKET ObITh
ylIaieHa mocie ucrons3oBanus. ®opmupyronmid Manapen (Pucynok 1.1.2) ucnonesyercs s npuaasus GopMbI
KOHYMKY aclUpalMOHHOTO KaTeTepa mpu HeoOxoaumocTu. Bpamarommiics remocratuueckuid kiamnan (PucyHok
1.1.4) npenHa3Ha4yeH A NOKIIOYEHUS IPYTUX XUPYPrUUECKUX HHCTPYMEHTOB U I'éMOCTa3a; BHYTPEHHUI KaTeTep
(Pucynok 1.3.1) wucnonp3yercs Ui HampaBleHHUA acCHUPAalUMOHHOro Karerepa. DopMHPYOLIIUI MaHIpeH
BHyTpeHHero katerepa (Pucynok 1.3.2) npumensiercs ais npuaanus GopMbl KOHUMKY BHYTPEHHETO KaTeTepa Mpu

HeoOxoauMocTu. CxeMa cOOpKH acIMpallMOHHOTO KaTeTepa MpelcTaBiieHa Ha Pucynke 2.
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Pucynok 1.1.1 Cxema KOHCTpYKLMHU aCIMPALMOHHOIO Karerepa

TpyOka ¢ ceruaToit oruteTkoit; 2. Juddy3nonHas TpyOka u3 Hepkaseromien ctany; 3. Tepmoycagounas TpyOka; 4.
PyxosTka; 5. Mapkep; 6. ['mapodunsHoe mokpeITre

| L5 |

i

o1

Pucynok 1.1.2 Cxema opmupyroiero MmanapeHa

Pucynok 1.1.3 Cxema 3anuTHOM 000I0YKH

|
|

Pucynoxk 1.1.4 Bpamaromuiics TeMOCTaTUIECKUN KIlanaH

Pucynok 1.1 Cxema aciupaiimoHHOTO KaTerepa
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Pucynoxk 1.2 Cxema KOHCTPYKIHH YIUIMHUTENBHON TPyOKH

7. Amantep Jlroapa ¢ HapyXHBIM KoHycoM; 8. JIBmkka; 9. CoequanrensHas BTynka; 10. mnHAAs BRICOKOHATIOpHAS
TpyOKa c omeTtkoii; 11. KopoTkas BeicokoHamopHast TpyOka ¢ oretkoi; 12. Axganrep Jlto3apa ¢ BHyTpeHHIM

KOHYCOM

15 16

oD3
/ § f 1— ID3

| 12
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L4

Pucynox 1.3.1 Cxema KOHCTpYKIIMM BHYTPEHHETO Karerepa

13. Pyxkositka; 14. Iuddys3uonnas tpyoka; 15. O6onouka; 16. Mapkep

| L6 |

|

Pucynox 1.3.2 ®opmupyroluii MaHApPEH BHYTPEHHETO KaTerepa

Pucynok 1.3 Cxema BHyTpEHHETO Karerepa

Pucynok 1. Cxema acnupaiiuoHHOTO KareTepa

/ o

Ve nsias TpyGKa

/ Ve as TpyGka

Dopmupyiouuii Manper . Samwias oSonouka
Acnupatonmbiii Katerep /

e 2

Pucynok 2. Cxema cOOpKH acCIHPaMOHHOTO KareTepa

Tabmuua 1. Pazmeps! u crienudukanuy aclupamoHHOTO KaTteTepa

TToxxomur
K Oo6mas PaGouas A
Monenb cneﬁ;ﬁlﬂxa uHa L2 umiHa L1 HIL (vm) BA1 (vm) rrp:)ﬂgggi?f:; IIpunoxenue
BHYTpPEHHET &) (&) 11 ((I:)M)
0 Karerepa
WM*ASC-8F080 88 80
WM*ASC-8F095 103 95 Bpamaioiics
TE€MOCTaTHYECKHIt
WM*ASC-8F105 113 105
N075153S 2,65 2,23 40 Goprpysouui
WM*ASC-8F115 123 115 Marpen
3amuTHas
WM*ASC-8F125 133 125 oGoroua 8F
WM*ASC-8F130 138 130
_ 103 95 Bpamiaroruiics
WMZFASC-TFO09 | 0691535 2,40 2,10 40 remocTaTHuecKHii
113 KJiaraH
WM*ASC-7F105 105 Sopppongai
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123 MaHJIpeH
WM*ASC-7F115 115 B
WM*ASC-7F125 133 125 oonorika 8F
WM*ASC-7F132 140 132
WM*ASC-6F115 113 115 Bpamaioniics
. . 123 120 TEMOCTaTHYECKHI
WMZASC-6F120 | \0591535 2,10 1,80 40 Gopupyromui
WM*ASC-6F125 133 125 MaHpeH
3anurHas
WM*ASC-6F132 140 132 o0onouka 6F
WM*ASC-5F125 133 125 Bpamatoniics
FCMOCTHTI/I‘{CCKHﬁ
WM*ASC-5F127 135 127
N049153S 1,80 1,40 40 Gopupyromui
PMUPY O]
WM*ASC-5F132 140 132 Marpen
3amurHas
WM*ASC-5F139 147 139 oBomouxa 6F
Bpamarommuiics
TeMOCTAaTHYECKUI
WM*ASC-4F153 / 161 153 1,25 0,9 40 Gopumpyromui
MaH}lpCH
3anurHas
obonouka 4F

Tabmuua 2. Pasmeps! u ciienuuKanyuy yTHHATEIBHON TpyOKn

Crermdukammu u Mmogenu | Pabouas mmnHa L3 HJI2 BJ12
WM*ASC-T290 290 cM 4,8 MM 2,2 MM

Tabnuna 3. Pasmeps! U cienupuKanuy BHYTPSHHETO KareTepa

Mopenb/cienupuKanun

Jnuna [Ipunoxenue

B3 (MM TAIPOGUITEHOTO
AMHA HI3 (mm) B ey n(f)quf),ITI/m 12

L4(cm) o)

N049153S 153 1,20 0,54 Dopmupyrommii
MaHJpeH
BHYTPEHHETO
KaTeTepa
N059153S 153 1,47 0,54 DopmMupyomui
MaHIpeH
BHYTPEHHETO
40 Karerepa
N069153S 153 1,70 0,69 Dopmupyromuii
MaHJIpeH
BHYTPEHHETO
KaTeTepa
NO075153S 153 1,85 1,0 Dopmupyromuit
MaHIpeH
BHYTPEHHETO
Karerepa

PaGouas

Tabnuua 4. Pasmeps! u crienudukanuu GopMHUPYIOLIETO MaHAPEHA

Nwms, bamuust Paboyast jyinHa Huamerp
DopmMupyoLmii MaHaApeH L5: 70 mm 1,0 MM

DopMHUPYIOIIUI MAaHIPEH L6: 70 mm 045 M u
BHYTPEHHEro Karerepa ) '

[IIoka3aHus K NPUMEHEHHIO]
AcmipalioHHBIN KaTteTep
ACHI/IpaI_II/IOHHHﬁ KaTeTCp NMpEAHA3HAYCH AJId NPUMCHCHUA IMPU BOCCTAHOBJICHHU KPOBOTOKA Yy IMAIIMCHTOB C

OCTPBIM HMIIEMHUYCCKUM UHCYJIIBTOM,
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BTOPUYHBIM 10 OTHOIICHHIO K OKKJIIO3MH KPYNHBIX BHYTPHUMO3TOBBIX COCYJOB (BHYTPEHHSSI COHHAs apTepus,

CErMEHTBI CpeiHel MOo3roBoi aprepuu M1 u

M2, 6a3wispHas ¥ TO3BOHOYHBIC apTEPHUN) B TEUCHHUE 8 YaCOB C MOMEHTA TOSIBJICHUS CUMIITOMOB. [lariieHTs!,
KOTOPBIM IPOTHUBOIIOKA3aHa

BHYTPHMBEHHAs TE€PAIHsI TKAaHEBBIM aKTUBaTOpoM IutazmuHoreHa (IV t-PA), win manuenTs! ¢ HedpPEeKTUBHOM
IV t-PA tepanmeii, MOT'yT OBITh KaHAWAATAMHU HA JICUCHHE.

VIIUHATEIbHAS TPyOKa

B cocraBe acmupanmMOHHOTO KareTepa YMIMHUTENIbHAs TpyOKa IpeqHa3HadeHa M ITOJKITIOYCHIS
acTIMpaImoHHOTO KareTepa K Hacocy HeartCare u ynpaBiieHHUs IepeKiIiouaTeneM acupanny.

[[IpoTuBONOKA3aHUA|
[IpoTuBONOKa3aHUi HET.

[Bo3MoskHbBIE 0CI0KHEHMS |

® Bo03MOXHEIC OCI0KHEHUS BKJIKOYAKOT, B YUCJIC IIPOYECTO, CICAYIOIICE:
Nudexuus
I'emaTromMa B MecTe IMIYHKOHUH
JucranpHas sMO0mus
Tpom603
Otcroenne cocyaa
OO6pa3oBaHue JIOXKHOW aHEBPU3MBI
OCTpaﬂ OKKJIIO3UA COCYAO0B
OO0pa3oBaHue CryCcTKa KPOBH
KpOBOTC‘ICHI/Ie N3 IIYHKOUOHHOT'O OTBCPCTHA
BuyTpuuepennoe KpoBOU3IUSIHUE
Pa3zpeIB apTepun
HHCcynsT 1 cMepTh
® HeB03MOXHOCTH ITOJTHOTO yYAaJICHUS CTYCTKaA

[CoBMecTUMOCTDH U TpedyemMble MPUHAIIEKHOCTH |

Acniuparnonnsie katetepbl 7F wim 8F coBMecTHMBI ¢ MyHKIIMOHHBIMH 0oOonoukamMu 8F u
BBIILIE;
4F coBMECTHM ¢ HarpasJstonel Tpyokou 6F;
SF coBmecTuM ¢ HampaBisroliei Tpyokoi 7F;
6F coBmecTuM ¢ HampaBisitolei Tpyokou 8F;
Acnuparmonnsie karerepsl SF, 6F, 7F, 8F coBMecTumbl ¢ npoBoaHukom 0,0357’;
AcnupannoHHbii karerep 4F uin BHYyTpeHHSsT TpyOKa COBMECTHUMBI C MUKPOIPOBOJTHUKOM
0,014>;
® Acnupanuonssiii Hacoc HeartCare;
[[Ipeaynpexaenue]
® J[aHHOE M3IeHNe JOHKHO HCIOJIb30BATHCS TOJNBKO BpauoM, 00yUYE€HHBIM COOTBETCTBYIOLIUM
MHTEPBEHIIMOHHBIM HEHPOXUPYPTUYECKUM SHIOBACKYISIPHBIM METOAAM U JICUEHUIO OCTPOTO
UIIEMUYECKOTO WHCYIIBTA.
® JlaHHOE wu3JENME SBIACTCA W3ACTUEM Ui OAHOKPATHOTO MPHUMEHEHHUS;, IOBTOPHOE
UCTIOJIb30BaHUEe He JomyckaeTcs. [loBTOpHOE HCMONb30BaHHME WM OYHCTKA MOTYT
HETaTUBHO OTPA3UThCS HA IEIOCTHOCTH KOHCTPYKIIUH W/ MU (PYHKIIMOHUPOBAHUH U3/ICTIHSI.
® [lpu 3HaAUUTENHHOM CONPOTHBIICHWM KaTreTepa MpH BBEICHUM B OpPraHU3M HE CIEAyeT
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MPUMEHSTh CHITy; HEOOXOAMMO ONPEICIIUTh IPUYUHY COMPOTHUBICHUS C IOMOIIBIO
PEHTTEHOCKOIIMU. Eciu mpuYrHA CONPOTHBIICHUS HE OIpenaescHa, KareTep HeoOXOIuMo
n3BIeYb. [IpUHYIUTEIIEHOE TPOJIBMKCHHE MOXKET MPUBECTH K MOBPEKICHUIO COCyIa HIIN
KaTerepa.

Eciii OoTOK »HIKOCTH BO BHYTPEHHEM IIPOCBETE 3a0JIOKUPOBAH, HE MBITAHTECh IPOYUCTUTH
€ro IMyTeM BBEACHHS KUIKOCTH, TAK KaK 3TO MOYKET BBI3BATh Pa3phIB KaTeTepa U HAPYyIICHUE
COCYIUCTOrO KpoBOTOKAa. [IpW 3aKkymopke BHYTPEHHErO IMPOCBETa KaTeTep HEOOXOIMMO
3aMEHHTD.

YToObI CHU3HUTH PUCK OCIIOKHEHHUH, CBSI3aHHBIX C MOTEpel THAPO(UIBLHOTO MOKPBITHS, TIPU
IIPOBEACHHUH OTePAllii HEOOXOIMMO COOJIIOAATh CIICAYIOIINE PEKOMEH IAIINH.

» llepen BBeaeHHEM KaTeTepa B MyHKIIMOHHYIO 000JI0YKY CMOYHTE €ro (hPU3HOJIOTHYSCKUM
pacTBOpPOM; TpH BBEJACHHHM KaTeTepa HEOOXOAMMO HAIPABIIATh JHCTAJIbHBIA KOHEI
ACIUPALMOHHOTO KaTeTepa KOAKCHAJIbHO B 3aIUTHYK OOOJIOYKY, YTOOBI H30€kKaTh
cockpeOaHus TUAPOPUIBHOTO IOKPBITHA B 00JaCTH OTCIAMBAHMS ITYHKIIMOHHOMN
000JI0YKH.

» llpu npoIBMKEHHM KaTeTep CIIEAYeT IMepeMellaTh MaKCHMAaJIbHO MSATKO M MEICHHO,
pEe3KOe MPOJIBHKCHUE MOXKET IMPUBECTH K IIeperuly Tesa Karerepa.

» llpu MOBpeXICHHM Teja Karerepa BO BpPEMs HCIIOJb30BaHUSA HEOOXOIUMO 3aMCHHTH
KaTeTep Ha HOBBIM.

PenTrenockonus HeoOXoauMa Jijisi KOHTPOJIS TOro, 4TOOBI MOPT KaTeTepa ObUT BHIPOBHEH C
TPOMOOM, a He C COCYUCTON CTEHKOM, YTOOBI H30€KaTh OBPEXKICHUS COCY/IA.

[[Ipumeuanusn]

W3nenue crnenyer XpaHUTh B MPOXJIAJHOM, CYXOM MECT€, 3alIMIIEHHOM OT MPSMBIX
COJTHEUHBIX JIy4eH.

[Ipu nmoBpex1eHUH YIaKOBKH MCTIOIb30BAHUE 3aIMPEIEHO.

W3nenue ciemyet ncnoiab30Barh B Mpeieiax Cpoka TOMHOCTH.

[Ipn u3BneueHun W3aeNUs U3 YHAKOBKH HEOOXOAMMO TIHIATEIBHO MPOBEPUTH LIETOCTHOCTH
KaTterepa.

He noaseprars kareTep BO3ACHCTBUIO paCTBOPUTEIIEH.

Hcnonp3oBaTh H3/l€THE COBMECTHO C PEHTICHOCKONHMEW U COOTBETCTBYIOIIUMU
AQHTHKOATYJISTHTaMHU.

CkpyurBaHUe U3JIeNus MU neperude karerepa MOXKET MPUBECTH K MOBPEXKICHUIO KaTeTepa,
YTO, B CBOIO OU€pe/lb, MOXKET BbI3BaTh pa3phIB TeJa Karerepa.

Ecnu ycTpoiicTBO 3aCTpsiHET B KaTeTepe WM MPOM30MIET CUIBHBIN Meperud karerepa, Bce
yCTpOiicTBa (acHHMpAIMOHHBIN KaTeTep, HANpaBISIONINE MPOBOJOKH U APYTUE MPUOOPHI)
JOJKHBI OBITH U3BJIE€YEHBI COBMECTHO.

Jlns mpenotBpaiienus o0pa3oBaHus CTYCTKOB KPOBHU, KPUCTAJUIOB KOHTPACTHOTO BEIECTBA
WIM TONaJaHus BO3/lyXa B KaTeTep, ClelyeT MOAAep>KUBAaTh PABHOMEPHBII 1 HEMPEPHIBHBII
MOTOK MOAXOASIIEro IPOMBIBOUHOTO PAacCTBOpa B KaTreTep.

[Ipn oTcacweiBaHuM YOeIUTECh, YTO MEPEKIIOYaTeNb YATUHUTEIFHOM TPYOKHM OTKPHIT HE
JOJIbIIE MHUHMMAIFHOTO BpPEMEHH, TpeOyeMoro ajsi TPOMODKTOMHH, M HE TPOU3BOAUTE
Yype3MepHOe OTcachlBaHHWE, a Takke O0S3aTeNbHO BBIKIIOYANTE MEpeKIIoYaTenb
YIUIMHUTENBHON TPYyOKH MOCIIe 3aBEPIICHHS OTCAChIBAHUA.

Oo1ee Bpemsi, OTBEICHHOE Ha BOCCTAHOBJIEHHE KPOBOTOKA Y MAIMEHTOB C UCMOIb30BAaHUEM
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aCMHPAIIMOHHOTO KaTeTepa, He TOJDKHO MPEeBhIATh 120 MUHYT.
AcnHpalMOHHBIN KaTeTep MpeaHa3HadeH A paboThl B AMana3oHe HUKHEro naBieHus ot 0
no —92 + 7 klIla.

HNHcTpykuus mo npuMeHeHUI0

Jnsa  ompeneneHuss  AuaMmeTrpa  cocyaa  BeIOEpUTE  acUPAIMOHHBIM  KaTeTep
COOTBETCTBYIOILIECTO pa3Mepa U padoueit muHbI (cM. Tabmwuiy 1).

Ilepen  u3BneueHueM  Karerepa M3  KATyIIKM  [POMOMTE  MPOCBET  KaTyLIKU
rernapuHU3UPOBAHHBIM (PU3UOIOTUYECKUM PACTBOPOM.

[IpoMbiBKa mpocBeTa KaTeTepa renapuHU3UPOBAHHBIM (PU3HOIOTMYECKUM PACTBOPOM.

[Ipn HE0OXOAUMOCTH MPHUIIOKEHHBIA (POPMUPYIOUIHI MAaHAPEH MOXKET HUCHOIb30BATHCS IS
u3MeHeHus: popMbl KOHUMKA acUPAMOHHOTO KaTeTtepa. [lomoxxenune hopMupoBanus — Ha
paccrostHUM 1-2,5 ¢cM OT HCTOYHMKA Tapa, BpeMs GopmupoBanus cocTaniseT okono 20-30 c.
Ecnu paccTosiHue CIMITKOM Majio WM BPEeMs CIUIIKOM BEJIHKO, AUCTAIBHBIN KOHEI TPYOKHU
MOJKET OBITh MOBpEkIeH. [Ipu moBpexx1eHnu 3aMeHUTE KaTeTep rnepesl UCHOIb30BAHUEM.
[loncoenuuuTe npuIararOUIMiicss BpallaloIIMiiCS TeMOCTaTHUECKHI KiamaH K pPYKOSITKE
aCIHUpPalMOHHOTO KaTrerepa.

Hcnonb3yst pa3phlBHYIO 3alIUTHYIO OOOJIOUKY, AacCNUpAIlMOHHBIM KareTep MeJIeHHO
BBOJIUTCSL B 3aIIUTHYIO OOOJIOYKY, 3aT€M 3alllUTHas 000JIOUKAa U acMUPAIlMOHHBIM KaTeTep
MEJIEHHO TPOJBUTAlOTCS BMECTE BO BHYTPEHHUN MPOCBET HANPABISIOLICH, MOCIE Yero
3amuTHas 000JI0YKa yIaIseTcsl U3 MyHKIIMOHHOW 000JI0UKH ITyTeM pa3phiBa.

C wucnonp3oBaHHEM CTaHAAPTHBIX KATETEPU3AIMOHHBIX TEXHUK TIOA  KOHTPOJIEM
PEHTTEHOCKONTMHM aCMUPAIMOHHBIA KaTeTep MEAJIEHHO MPOJIBHUraeTcs B IENEBOH COCyd C
MOMOIIIbI0 BHYTPEHHETO KaTeTepa COOTBETCTBYIOIIETO pa3Mepa W MPOBOJHUKA, MPU ITOM
MOpPT aCMUPALMOHHOTO KareTepa pa3MellaeTcs MPOKCUMaNbHO K TpPoMOy; IMOcjie 3TOro
acIHUpallMOHHBIN KaTeTep yCTaHABIUBAETCS B IIEIEBON COCY/.

[Tocne Toro kak acmMpalMOHHBIN KaTeTep MENJICHHO MPOIBUHYT IO IEJIEBOTO MeECTa,
OPOBOJHUK ¥ BHYTPEHHUH KareTep M3BJICKAIOTCS M3 BHYTPEHHETO IPOCBETa
aCIHUpallMOHHOTO KaTeTepa.

Eciu weoOxogumo mpupath (GopMy KOHUMKY BHYTPEHHEro KareTepa, (OopMUpOBaHUE
POBOJIUTCS TOJ] BO3IEHCTBHMEM TIIapa C UCHOJIb30BaHHEM (OPMHUPYIOIIETO MaHApEeHa
BHYTPEHHET0 KareTepa; Mpoleaypa Takas ke, Kak U JJis aCHUpPallMOHHOTO KareTepa.
[ToncoenuuuTe yIIMHUTENBbHYIO TPYyOKy K Oaky acmupanuoHHoro Hacoca HeartCare u
BKItounTe Hacoc. [lepen ucnonb3oBanueMm Hacoc HeartCare momxeH paboTaTh cTaOMIBHO
HEe MeHee | MHHYTHI, yOeIuTeCh, YTO JBIDKKA Ha YIJIMHUTENBHON TpPyOKE HaxXOIUTCA B
nonokeann BBIKJIL. (3akpeITo).

[ToncoenuuuTe YyATUHUTENBbHYIO TPYOKY K OOKOBOMY OTBEPCTHIO BpalllaloOlIErocs
reMOCTAaTHYECKOTO KJamaHa (eclu  BpallaloIIUNACi TeMOCTAaTUYECKUH KlamaH He
UCTIOJIb3YyeTCs, OAKIIOUNTE HETIOCPEICTBEHHO K PYKOSITKE aCIUPAIIMIOHHOTO KaTeTepa).
AcCTHMpalMOHHBIN KaTeTep aKKypaTHO MPOABUTaeTCs K TPOMOY.

HaunuTe acnmpanuio, OTKpoiiTe ABMKOK Ha YIJTUHHUTENbHOU TpyOke B monokenue BKIL
(OTKpBITO) M HaMpaBbTe KOHUMK ACMIUPAIIMOHHOTO KaTeTepa Ha TPOMO JJisi OTCAChIBAHHS.
OcTaHOBHTE acCHUpAlMIO, 3aKpOTEe OBMKOK Ha YAJUHUTEIHLHOM TpPyOKE B TOJNIOXKEHHE
BBIKJI (3akpsiTO) 1 3aBepimTe paboTy Hacoca.

[Tpu HEOOXOIMMOCTH Bpad MOKET IOTOJHUTEIHHO U3BIIEYb CTYCTOK.
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® lcnonw3yiite mmpuir Ha 5 wmur wiad 10 My, 9ToOBI OTKayaTh OKOJO 5 MJI KPOBH W3
acCIHUpallMOHHOTO KaTeTepa U yAaJIuTh OCTaTKU TpoMOa B KaTeTepe.
® Uepe3 HampaBIAOMIUNA KaTeTep BBOAMWTCS KOHTPACTHOE BEIIECTBO JJISl TOJTYYECHHS

aHruorpaduyeckux U300pa>keHuil mocjue npoueypsl.
® J[locne 3aBeplieHUs NPOLEAYPHI H3JAEIUE MOXKET OBbITh MOTEHLHAIHLHO OHOJIOTHYECKH

ONACHbIM; M3JCJIME M YIAKOBKAa MOMJICKAT YTUIM3AMM B COOTBETCTBUU C IIpaBUJIAMH
OOJILHUIIBI, AJIMUHUCTPATUBHBIMA HOPMAaMH HJIM MECTHBIMH 3aKOHOIATEILHBIMU aKTaMH.

[Crepuan3aumus|

AcTMpallMoOHHBIA KaTeTep, yAIMHUTEIbHAS TPyOKa M BHYTPEHHHMH KaTeTep OBUIM CTEpPHIIM30BAHBI OKCHIOM
OTHUJICHA.
[YenoBusi xpanenusi|

I/IBI[GJ'H/IG CJIEAYCT XpaHUTb B IMPOXJIAAHOM, CYXOM, YHUCTOM, XOpPOIIO MPOBETPHMBACMOM MECTC, BAAJIM OT
KOpPPO3NMOHHO-aKTUBHBIX I'a30B.
TPAHCIIOPTUPOBKH ]|

VmakoBka u TPAHCIIOPTUPOBKa JOJDKHBI COOTBETCTBOBATH YCJIOBUAM JOroBOpa IOCTaBKU U Tp€60BaHI/I${M 10
VKJIaJIKe U YUCITy CIIOEB TPAHCIIOPTUPOBKH; CIIEAYET M30eraTh Ype3MEpPHOTO JAABICHHS, MIPSAMBIX COTHEYHBIX JTy4ei
u BOS}IGI‘/’ICTBI/IH JOXOS U CHETra.
[AaTa mpou3BOACTBA, CPOK UCIIOJIb30BAHMS |

CM. DTHKETKY Ha YIIaKOBKe.
[Cpoxk ronnocTu]

ACTIMpaniOHHBIA KaTeTep ¥ YMIMHUTEIbHBIC TPYOKM TOOHBI K HCIIONB30BAHHMIO B TEUCHHWE 3 JIET TIPH
COOJTIO/ICHUY YCIIOBUI XpaHEHMUS.

[Ilosicnenne 0003HAYEHMI]

r al

® He ucnosb30BaTh NOBTOPHO.
L -
r 1

CM. MHCTPYKUHI0O 10 NPUMEHEHHI) WJIH CM.
[:E_] 31eKTPOHHYI0
HHCTPYKUMIO M0 NPUMEHEHUIO.

F 4

M

. (v

//l —~ He noaBeprarb BO31eiiCTBHIO NPAMBIX COJHEYHBIX

/\\\ Jydei

a
% 7
« t"“.

? He nmoaBeprars Bo31€iicTBHIO BJIaru
L <
r A

g Cpok roqHoctu
t |
r |

LOT Kox naprun
- 5

REF Homep no karasiory
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r 1
@ CTepnnmonaHo ITHJICHOKCHAOM
L |

Jara nmpou3BoacTraa

-
He HCIMOJb30BaTh, €CJIM YHNAKOBKa IIOBPCKACHA, H
OﬁpaTI/[TLCSI K HHCTPYKIUHU MO MPUMECHEHUIO.

-

r
L
He CTCPUJIU30BATH NOBTOPHO

[[TocaenponaskHoe o0cay:KuBaHue|

Kommanus «[anxait XaprKsa Menukan Texnomomku Ko., JIta.» (Shanghai HeartCare Medical Technology Co.,
Ltd.) (manee — «HeartCare») CTpeMHTCS MPEIOCTaBISATh BBICOKOKAYECTBEHHBIE U BBICOKONPOHM3BOIUTEILHbIC
MEIMILMHCKUE U3eHs s 00JacTH HEBPOJIOTHUECKOro BMeniaTensctTea. HeartCare rapanTHpyeT, 4TO H3CIUs He
UMEIOT Je(DeKTOB MarepHaia WM HM3TOTOBJICHUS IIPU IMOJYYCHHH 3aKa34UKOM, a BCE BOIPOCHI, KaCaOIIHUecs

I/I3I[CJ'II/H>'I, JOJDKHBI HAIIPAaBJIATHCA B KOMIIAHUIO.

[OduumnanbHoe 3asiBIeHUeE]

Kommnanust «Illanxait XaptKaa Meaukan Teknonomxu Ko., JIta.» (Shanghai HeartCare Medical Technology Co.,
Ltd.) (mamee — «HeartCare») 3asiBIsieT, YTO «ACHHPALMOHHBIN KaTeTep», MPOU3BECHHbIN HAlllell KOMITaHHEH,
npeqHa3HauyeH i OJHOKPATHOTO HCIOJB30BAaHUS M HE MOMICKHT MOBTOPHOMY NpHUMeHeHHIo. IToBTOpHOE
ucrnone3oBanue 3anpeieHo. HeartCare He HeceT OTBETCTBEHHOCTH 32 TMOBPEXKICHHE H3ICTUS WM HEyAady MpH
NPOBEJCHUU ONEpaliK BCICACTBUE HEMPABUIILHOIO BHIOOpA MOAENH, HEKOPPEKTHON SKCIUTyaTalldH WM HHBIX
olMOOK uenoBeka. YUTO KacaeTcs BO3MOXKHOCTH MHOTOKPAaTHOTO HCMONb30BaHus wusnenus, HeartCare He
PEKOMEHAYET, HE YKa3bIBaeT U HE MOJApa3yMeBaeT B Kako-minbo GopMe Takoe MHOTOKpPATHOE HCIIONB30BAHKE, U
KOMIIaHHMSI HE HECET OTBETCTBEHHOCTH 3a HECUYAaCTHBIC CIIy4al WJIM TOBPSKACHUS H3ACNHS, BBI3BAHHBIC

MHOT'OKPAaTHBIM HCIIOJIb30BAHUEM.
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MpousBoautenn: «Illanxaii XaptKsa Memukan Teknomomxu Ko., JIta» (Shanghai HeartCare Medical
Technology Co., Ltd.)

MecToHaxoxKIeHHe 3aperucTpUpPoBaHHOli kKoMnanuu: 31anue 38, Ne 356, Uxoan60 Poyn, CnennanbHbIA palioH
Jlunabran,

Kuraiickas (Illanxaiickas) muioTHas 30Ha CBOOOTHOW TOPTOBIIH.

Ten./ ®ake: +86-021-58975055

ITouToBrIii nuaekc: 201201

No paiiia : ASC-SMS-002 (BY) / Pex. D
Hata: 13.10.2025
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SM*DMC-27160 160
SM*DMC-27150 150
SM*DMC-27135 135
1.02 0.92 0.68/0.027"
SM*DMC-27105 105
SM*DMC-27090 90
SM*DMC-27075 75
SM*DMC-21170 170
SM*DMC-21153 153
SM*DMC-21135 135
0.86 0.80 0.53/0.021"
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I 30 7).
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e FERIRE TR AR FE RS RS B RUEIE NS % .

RS 3R ARAKE L1 (cm) HBUE (mD
SM*DMC-27160 160 0.70£0.2
SM*DMC-27150 150 0.66+0.2
SM*DMC-27135 135 0.59+0.15
SM*DMC-27105 105 0.46+0.15
SM*DMC-27090 90 0.39+0.1
SM*DMC-27075 75 0.33+0.1
SM*DMC-21170 170 0.50+0.2
SM*DMC-21153 153 0.45+0.2
SM*DMC-21135 135 0.39+0.15
SM*DMC-21105 105 0.30+0.15
SM*DMC-21090 90 0.26+0.1
SM*DMC-21075 75 0.22+0.1
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Mukpokarerep

NHcTpyKUMS 10 IPUMEHEHUI0

(ﬂepez] HCIOJIb30BAHUEM BHUMATEC/IbBHO O3HAKOMBTECH C lIaHHOﬁ l/IHCprKH“eﬁ, OﬁpaTI/IB 0c000e BHUMaHHeE HA Bce

NPeAYNPEKIEHHs] M MePbl NPEI0CTOPOKHOCTH)

«Illanxait XaptKsa Menukan Texnonomku Ko., JIta.» (Shanghai HeartCare Medical Technology Co., Ltd.)
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@ DIFETT
HeartCare
[ HaumenoBanue uznenus )

Muxkpoxkarerep

[ Mpenynpexnenne]

I[aHHOG nU3aCIME CTCPUITU30BAHO OKCHUIOM 3THIICHA.
Wznenue npeaHasHa4C€HO JI1 OAHOKPATHOI'0 MPHUMCHCHUA. HOBTOpHaﬂ CTepUJiM3aliusl MU IOBTOPHOC

UCIIOJIb30BAHUE 3aIPEIICHBI.
He wncnonesyiite m3menme, eciy mepex NMPUMEHEHHEM OOHApYKCHBI NMPHU3HAKKA BCKPBITHS YIAKOBKH, €&

MOBPEXKIEHU, pa3pbiBa UM €CIIM UCTEK CPOK FOJHOCTH CTEPUIIM3ALINM.

Hepea HCII0JIb30BaHUECM HCOGXOZ[I/IMO BHUMATCJIIbHO O3HAKOMMUTECA C HaCTOSIH.[eI)i PIHCprKL[HeI?I.

I/I3)16J'II/I6 npeaHasHa4YCHO MJI UCTIOJIb30BAHHWS TOJIBKO CIICIUAJIBHO 06y‘leHHLIM MEANIIUHCKUM IIEPCOHAIOM.

[ Komnaexramus )

® MukpokareTep - | KOMIUIEKT

® [HCTpyKUUS O NPUMEHEHUIO - 1 3K3eMIULIp

[ Homep perncrpannonnoro yaocroBepenusi MeIHIHHCKOrO M3/1e/1us )
loc. men. per. Ne 20243030121

[ Homep rexunueckux tpedoBanuii K usnesuio )

Toc. men. per. Ne 20243030121

[HOMep JIMIIEH3UH Ha I[pOI/BBO)ICTBO]

[anx. ymm. Ha p-Bo Ne 20202735
[ Koncrpyknus u cocran]

MHUKpOKaTeTep COCTOMT M3 CaMOr0 KaTeTepa M BCIOMOIaTelbHON Hribl Jias (GopMoBKH. KOHCTpYKIus
MHKpOKAaTeTepPa BKIIFOYAET TPYOKY C OIJIETKOM, MAHKETY, BHELIHIOK TPYOKY ISl PACIIPEAEIICHHS HAMPSKEHUS 1

BHYTPEHHIOIO TPYOKY IUTS pacrpeelicHHs HapsDKeHus. J{UCTaTbHEIA OTIEN MUKpOKaTeTepa UMeeT THApodribHOe

nokpeiTHe. KOHKpeTHast KOHCTPYKIMS MUKpOKaTeTepa rmoka3zana Ha Pucynke 1.

/‘I‘i 1 [ 2 3 [ 4

—
L
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-1-OD1

b B
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&) LIEEST
HeartCare
Puc. 1.1 Cxema KOHCTPYKIHUHU MHUKPOKATETEpa

1. Mamnxera; 2. Bremnss tpyOka pacnpeneneHus HanpshkeHus; 3. BHyTpeHHss TpyOKa pacrpeneneHus

HanpsokeHus; 4. TpyOka c omreTkoif; 5. PeHTreHOKOHTpacTHBIN MapKep.

Puc. 1.2 Cxema uriusl ast GOpMOBKU

Puc. 1. Cxema Mukpokarerepa

Tabnuua 1. Mozpenu u cnenupuKanuu MUKPOKAaTETEPOB

HapyxHblit
HapyxHbiii
auamerp BuyTpennui
Pagouas AuaMeTp
AUCTATBHOIO AuamMeTp
Mogaeb/Tun ATMHA NPOKCHMAJILHOTO
KOHIIA KaTeTepa
L1(cm) KOHIIa KaTeTepa
KaTerepa 1D (Mm/mr0iim)
OD1(mm)
OD2(mm)
SM*DMC-27160 160
SM*DMC-27150 150
SM*DMC-27135 135
1.02 0.92 0.68/0.027"
SM*DMC-27105 105
SM*DMC-27090 90
SM*DMC-27075 75
SM*DMC-21170 170
SM*DMC-21153 153
SM*DMC-21135 135
0.86 0.80 0.53/0.021"
SM*DMC-21105 105
SM*DMC-21090 90
SM*DMC-21075 75

[ O6aacte npumenennsn ]
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&) LIEEST
HeartCare
,Z[aHHOG n3aeane NpeaHasHa4CHO MAJId MOABCACHHUA HHTCPBCHUHUOHHBIX HWHCTPYMCHTOB HWJIM BBCIACHUSA

AUArHOCTUYCCKUX MATEpUaAJIOB (TaKI/IX KaK KOHTPACTHOC CpeI[CTBO) B HeﬁpOBaCKYHHpHI)Ie, nepml)epnqecxne n

KOPOHApHBIE COCY/IBI.
[porusonokaszanusn]

He ycTanoBnensr.

[ HorenumanbubIe oca0xHeHNs )
K IOTCHIMAJIBbHBIM OCJIOKHCHHUAM OTHOCATCA, HO HC OFPaHI/IIH/IBaIOTCﬂ:

HucranbHas sMO0nus (BO3ILyIIHAS, HTHOPOIHBIM TEJIOM, TKAaHEBAs WM TPOMOOTHUYECKAs)
I'emaToma

KpoBoreuenne

Nudexuus

Nmemus

Boire B MecTe BBegeHnsa

Hespoumoruuecknii 1e(puUInT, CHOCOOHBIH IPUBECTH K HHCYNIBTY U JICTATEHOMY UCXOIY

Bazocnasm, paccioenue, nepgopanus Wi noBpexiaeHue cocyia

[ CoemecTumocTs U HeoOXoaMMOe BenomMorartesibHoe 06opyaoBanue )

® JlaHHBII MHMKpOKAaTeTep COBMECTUM M MpeAHa3HaueH A paboTsl ¢ MukponpoBomHukoMm 0.014 mroiima,

MPOMEXKYTOYHBIM KateTepoM SF min 6F, a Takxke Y-00pa3HbIM COSTUHUTEIBHBIM KITalTaHOM.
(Hpe)lynpeme}me]

® J[anHOE U3/IeNINE CTEPIIIN30BAHO OKCHJIOM ITHJICHA.

® I3menue mnpenHa3HAYEHO JJIs OJHOKPATHOTO MpuMeHeHHs. [loBTOpHas cTepuiu3aius W TOBTOPHOE
WCTIOJIb30BAHKE 3aTIPEIICHEI.

® He ucnosnp3yiiTe W3aeane, eclid Tepea MPUMEHEHHEM OOHApy)KEHbI MPH3HAKK BCKPBITHS YIIAKOBKHU, €€
TTOBPEKJICHUS, pa3phIBa WM €CJIM UCTEK CPOK T'OJHOCTH CTEPUITH3AIIH.

® Ha moBepxHOCTH KaTeTepa HaHeceHO ruapoduiIbHOE MOKphITHE. BO BpeMsi UCTONB30BaHUS M30eraiTe ero
MEXaHUYECKOTO MOBPEXK/ICHHSI M KOHTAKTa C OPTraHWYECKUMHU PACTBOPUTENISIMHU, TAKUMH KaK CIHUPT, YTOOBI
MPEIOTBPATHTh PAa3pylICHHE THAPOPUIBHOTO CIIOS.

® [lepen UCMOB30BaHUEM HEOOXOAMMO BHUMATEIBHO 03HAKOMHUTBLCS C HACTOSIICH HHCTPYKIIMEH.

® I3nenve mpeaHa3HAuEHO IS UCIIOJIb30BaHUSI TOJIBKO CIIEIUAIBHO 00YYEHHBIM MEIUITUHCKUM ITEPCOHAIIOM.

® JlanHOe WU3JENWE TMpPEeIHA3HAYeHO [UIsi OAHOKPATHOTO TIPUMEHEHUS M HE TMOJJIEKHUT MOBTOPHOMY
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ucnonbp3oBaHuto. llociae OIHOKPAaTHOTO MPUMEHEHHS W3JeNhe JOJDKHO ObITh YTHIM3UPOBAHO B
YCTaHOBJIIEHHOM Topsiike. CTpyKTypHast HEIOCTHOCTh U (PYHKLIMOHATIBHOCTD U3/IENUS MOTYT OBITh HAPYIIEHBI
IIpU NIOBTOPHOM MCIIOJIB30BaHUU WK ouucTKe. [locne BBeneHUsI MUKpOKaTeTepa B OPraHU3M 4ejloBeKa ero
IIPAKTUYECKH HEBO3MOXKHO IIOJHOCTBIO OYMCTUTh. [IOBTOpHOE HCHONB30BaHUE MOXKET IPUBECTU K
HEPEKPECTHOMY 3aPAKCHHUIO.

IIpu BBeneHHM KaTeTepa B Cllydyae BO3HUKHOBEHHS 3HAYUTEIBHOTO COINPOTHBIICHUS 3amperiaeTcs
NPUHYIUTENFHO TPOABHUIATh WM IIPOBOPAYMBATH MHKpOKaTeTep Oe3 TINATENbHOW ONCHKH IPHYHHEI
COIIPOTHUBJICHUS C TOMOILIBIO (roopockonuy. Eciy mpuunHy HEBO3MOXKHO YCTAaHOBUTH, MHKpPOKATETEp
cienyer usBiedb. [[pUHYAUTENbHOE TPOJBHKEHHE MOXKET MPUBECTH K MOBPEKACHUIO COCYJa WM CaMOro
MHUKpOKaTteTepa.

IIpu HapylieHurn NPOXOAMMOCTH IPOCBETA KaTeTepa 3alpellaeTcsl IPUMEHITh JaBI€HUE ISl €T0 OUUCTKH.
OT0 MOXKET IPUBECTH K Pa3phIBy KaTeTepa U, Kak CIEeICTBHE, K MOBPEXKIECHUIO cocyia. B ciyyae Hapyiienus
MIPOXOAUMOCTHU KaTeTep NOJKEH ObITh yAaleH U 3aMEHEH.

IIpu BBemeHMH MHKpOKaTeTepa cieqyeT COOMIOAAaTh 0COOYI0 OCTOPOXKHOCTh BO H30€KaHUE MOBPEKIACHUS
cocynoB. Karetep MOXkeT BBI3BAaTh OKKIIFO3HIO MAJIBIX COCYIOB; HEOOXOIUMO N30eTraTh MOIHOTO MpeKpaIieHuUs
KpPOBOTOKA.

JanHOe u3nenye He MpeJHa3HauYeHO I UCIOJIb30BAHUS aBTOMATHU3UPOBAHHBIM MHBEKIUSAM IO BBICOKHM
JaBJICHUEM.

3anperaeTcs UCNOIb30BaTh alnapaThl 1J1s1 BICOKOCKOPOCTHOM MHBEKIIHH.

W3nenve HEeCOBMECTHMO C JUMETHIICYTb(HOKCHIOM.

[ Meps1 npenocroposkunocTn ]

Wsnenue cnemyer XpaHUTh B MPOXJIaTHOM, CyXOM M 3alllUIIEHHOM OT CBETa MecTe, u30eras MomagaHus
MPSIMBIX COJTHEUHBIX JTyUei.

3anperaeTcs UCIOIb30BaHHUE B CIIyyae HapYIIEHUs LEIOCTHOCTH YIIaKOBKHU.

3amperiaeTcst UCIIOIB30BAHNE IPU H3THOE HITH IOBPEKICHHHA MUKPOKATETEPA.

W3nenve 10/KHO OBITH HCIIONB30BAHO 0 UCTEYCHHS CPOKA TOIHOCTH.

IIpu wucmonmp30BaHUM HW3JENUS HEOOXOAWMO TMPHUMEHATh  (UIIOOpOTpaduuecKoe HUCCIEOBaHUE W
COOTBETCTBYIOIIYIO aHTUKOATYJISHTHYIO TEPAIIHUIO.

[lepen mpumMeHeHNEM YOCIUTECH, YTO MOJICNb, CHCIU(BHKAINY U pa3MephI U3IEIIHS TOIXO/IST ISl KOHKPETHOMH
MIPOIEAYPHI.

W3Biiekas n3enue u3 ynakoBKH, THIATEIBHO MPOBEPHTE €0 IETOCTHOCTb.

Bo wuzbexanune o0pa3oBaHUs TPOMOOB WM KPHCTAJUIM3AIMH KOHTPACTHOTO BEIIECTBA HEOOXOIUMO
OCYIIECTBIATH HEMPEPBIBHYIO IMOIATy (PH3HOIIOTHISCKOTO PACTBOPA B TOCTATOYHOM 00BhEME JJIsI POMBIBAHUS
IIPOCBETa MUKpOKATeTepA.

IToBOpOT MUKpOKaTETEpa MOKET BBI3BATh €TI0 M3TUO WM PAcCIOCHUE; B CIIyyac 3HAYUTEIBHOHN e opMaIun
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KaTeTepa BCE MHCTPYMEHTBI JOJIKHBI OBITh U3BJICUCHEI.
® HOBpe)KI[eHHI)II\/‘I WM HCHOJIb30BaHHBIN MHUKPOKATETEPp MNOMJICKUT YTUIM3AIMU B Ka4Y€CTBE MCEIULIMHCKHUX

OTXOOO0B B COOTBETCTBHU C YCTaHOBJICHHI)IM HOp}II[KOM.
[ PykoBoacrBo no sxcmryaranun )

® [loxgbepuTe MHKpOKATETEp COOTBETCTBYIOMIEH MOZENH W CHEHU(HKAIUN B 3aBHCUMOCTH OT OOIacTd
BMENIATEIbCTBA U pa3Mepa cocyaa.

®  BckpoliTe BHYTPEHHIOI YIAKOBKY M MU3BJIEKUTE MOTHBIA KOMILJIEKT MUKPOKATETEPA.

®  ViepXKuBas MEKpPOKaTeTEp 32 MAHKETY, aKKyPaTHO M3BIEKUTE €T0 U3 OIUCTEPHOH YIIaKOBKH.

® BHUMaTenTFHO OCMOTPHUTE KaTeTep Ha MpeaMeT W3THOOB WM MHBIX HoBpexneHud. [lpm nx oOHapyxeHHH
3aMEHUTE KaTeTep.

® JlucranbHOMY KOHIY MHKpOKaTeTepa MOKHO MpUIaTh Tpebyemyro (opMy; KOHKPETHBIH OPSA0K NeHCTBHIA
TPUBEICH B HHCTPYKIMH K UTJIE TS (POPMOBKH.

® [Ipucoenuaure Y-00pa3HBIi KiamaH K MAamKeTe MHKpOKareTepa W IPOMOHTE IIPOCBET KaTeTepa
renapuHU3UPOBAHHBIM (PU3HONIOTHYECKUM PACTBOPOM.

® C uCrnoJbp30BaHUEM CTAaHAAPTHON METOIUKHU U YPECKONKHON UMIUTAHTAITMOHHON TEXHOJIOTHH OCYILECTBIISETCS
YCTaHOBKa COCYIUCTOrO I0CTyIIa.

® (CHauaia MUKPOIIPOBOIHHK BBOIUTCS B MEKPOKATETEP, IIOCIIE YeT0 MUKpOKaTeTep uepe3 Y -00pa3Hbli KiamnaH
IIPOBOJIUTCS B HAIIPABJIAIOIIMN WK IIPOMEKYTOUHBIA KaTeTep.

® Jlox peHTI€HOCKONUYECKUM KOHTPOJIEM, II0 YCTaHOBJIEHHOMY COCYAUCTOMY JOCTYILy U IIOJ IPOBOAHUKOBBIM
KOHTPOJIEM MHKPOKATETEP MPOIABUTACTCS K IEIEBOMY YUaCTKy COCYIa, TIOCIIE YeTo ¢ MOMOIIBI0 Y -00pa3Horo
KJIaraHa MUKpOKaTeTep (PUKCHPYETCs] H MUKPOIIPOBOJHHUK U3BICKACTCS.

® 3ateM B IPOCBET MHKpPOKATETEpa BBOAUTCS TEPANCBTUYECKUII HHCTPYMEHT (HampuMep, CTEHT) WX
JIMarHOCTUYECKUN MaTepual.

® [lo OKOHYaHUH MPOIETYPH MUKPOKATETEP M3BICKACTCS M MOIICKUT Y THITA3AIIHH.
PykoBoOACTBO 10 IKCIUIyaTALUM UTJIbI 1JI (POPMOBKH

st coxpaHeHHs IIeJIOCTHOCTH MHKpOKareTepa M CTa0WIBHOCTH pa3Mepa ero BHYTPEHHEro JuaMerpa

PEKOMEHyeTCs COOMI0AATh CIeayIoIIee:
Mpenynpexnenne! Urna ansg popMoBKH He peAHA3HAUCHA ISl BBEJCHUS B OPTaHU3M YETIOBEKa.

Mpenynpexnenne! IlpunaBats TpeOyemyto GOpMy AUCTATLHOMY KOHIY MHKPOKATETEpa JIOIMYCKAETCS TOJIBKO C

IIOMOIIBIO Imapa. Hcnons3oBanue APYIrux HCTOYHHUKOB TEILJIAa 3alIPpCUICHO.

Ipenynpexnenue! Ilepen ncronb30BaHUEM MPOBEPHTE TUCTATBHBINA KOHEI] KATETEPa Ha HATHYHUE MTOBPEKICHUH,
KOTOpbIE MOTJIM BO3HUKHYTh B TIporecce (popMOBKH. 3amperniaercs UCIOIb30BATh MUKPOKATETEP C JIIOOBIMU

BHUAUMBIMU NOBPEIKACHUAMHA, TaK KaK BO BpEMA MPHUMCHCHUA HOBpe)KI[CHHLIﬁ KaTe€TCp MOXCT pa3opBaTbCs, 4YTO
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HeartCare
MNPUBEACT K TpaBME COCYyZla WIN OTACICHUIO AUCTAJIBHOI'O Y4aCTKa KaTeTepa.

1. UzBnekwure uriy amst GopMOBKH M3 KOHTEHHEpa U BBEIUTE €€ B IUCTATHHBIA KOHEI KaTeTepa.

2.  AxKypaTHO IpuJaiiTe TUCTATLHOMY KOHITy MHKPOKATeTepa BMECTE C UTIIOW TpeOyemyro ¢hopMy. YUUThIBas
YOPYTYIO OTAaYy MUKpOKaTeTepa, aMIUIUTYJa H3ru0a MOXKET MOTpeOOBaTHCS HECKOJIBKO OouiblIe TpeOyeMoil.

3. PacnonoxuTe y4acTOK MHKpOKaTeTepa, MoJyIekaruii GopMOBKe, Ha PACCTOSHUU MPHOIU3UTEIBHO 1 JTH0HM
(2,5 cm, HO He MeHee 1 cM) OT McTOYHMKA Tapa. Bpems tepmodopMoBKHu cocTaBisieT okoiio 20 cekyHa (He
6omnee 30 cexyH).

4. Tlepen u3BiedeHueM UIIIBI T (GOPMOBKHU JalTEe AUCTATHHOMY KOHILy MUKPOKATETEPa OCTHITh Ha BO3YXE HIIH
B (DU3HOIOTUYECKOM PacTBOpE.

5. Uspnekure wurimy mis (OPMOBKM U3 MHKpOKaTeTepa U yTwim3upyiite ee. IloBropHas ¢opMoBka
MHUKpOKareTepa (>2 pa3) He peKOMEHIYETCS.

6. IlpoBepbTe MUCTANBHBIN KOHEII MHUKpOKATeTepa Ha HAJMYHE BO3MOXKHBIX MOBPEKICHUH, KOTOPHIC MOTIIU
BO3HHKHYTh B Tmporecce (GopmoBku. [Ipu oOHapykeHUH KaKHX-THOO TMOBPSKIACHUI HE HCIONB3YHTE
MHUKpPOKATeTeP.

[Ipumeuanue: B npuBeneHHON HIKe TAOIHUIIE YKa3aHBI 3HAUCHIS 00beMa IS Pa3InIHbIX TUIIOPa3MEPOB JTAaHHOTO

nu3aeimrsd B CIIPAaBOYHBIX LEIIAX.

Pabouas pmHa
Monaens/Tan O6béMm (M)
L1(cm)
SM*DMC-27160 160 0.70+0.2
SM*DMC-27150 150 0.66+0.2
SM*DMC-27135 135 0.59+0.15
SM*DMC-27105 105 0.46+0.15
SM*DMC-27090 90 0.39+0.1
SM*DMC-27075 75 0.33+0.1
SM*DMC-21170 170 0.50+0.2
SM*DMC-21153 153 0.45+0.2
SM*DMC-21135 135 0.39+0.15
SM*DMC-21105 105 0.30+0.15
SM*DMC-21090 90 0.26+0.1
SM*DMC-21075 75 0.22+0.1

[ Crepumzanmsn)

MukpokareTep CTEpUIN30BaH OKCUIOM dTUJICHA.
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@ DIFETT
HeartCare
[ Ycaosus xpanenus ]

XpaHUTH B IPOXJIATHOM, CYXOM MECTE B YUCTOM, XOPOIIO BEHTHIHPYEMOM IOMEIIECHUN €3 KOPPO3HOHHBIX

Ta30B.
[ Ycaosus tpancnopruposku ]

HpI/I TPaHCIIOPTUPOBKE CJIICAYECT H30eraTh CHILHOIO CAaBJIMBAHUs, IPAMOTO BO3JIEUCTBUS COTHEUHBIX ny‘{eﬁ

U nornagaHus aTMOC(l)epHI)IX 0CaAKOB.
[ 1ata npousBoncTBa, cpok roqHocTn ]
CM. Ha yIIaKOBOYHOI STHKETKE.
[ Cpoxk roanocrn]
IIpu COOMIOIEHNH YCTAHOBIECHHBIX yCIOBHI XPAaHEHHs! CPOK TOJHOCTH M3/IENHUs COCTABIISET 3 TO/IA.

[ O6o3nauenust u cumBOIBI )

1 ® IToBTOPHOE HCIOJIb30BaAHHE 3ATIPEIIEHO
2) [Iﬂ CM. MHCTPYKIHIO 10 MPUMEHEHU IO
3) /:/.\ili\ Bepeds 0T COJTHEYHOTO CBETA
4) T Bepeub ot Baru
5) | g j Cpoxk roanocru
6) ”’ Homep nmapruu
7) _j Mogaeas/Tunopa3zmep (koa ToBapa)
8) CTepuIM30BaHO OKCHIOM 3THJIEHA

) i i He ucnonp30BaTh NPpH HAPYUIEHUH LEJIOCTHOCTH
? @ YHAKOBKH
10) @ KoumnuecTBo n3aeanii B ynakoske: 1
11) “ ITpousBoauTED
12) @ IloBTOpHAs1 cTepUIM3ALMSA 3aNIPELeHA
13) d, JlaTa MpoOU3BOACTBA

,_
L
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[ Odpuumanshoe 3assiaenne]

Shanghai HeartCare Medical Technology Co., Ltd.. macrosium 3asBisieT, YTO MPOU3BOAUMBIN €FO
MHKpOKATETEP MPEIHa3HAUYeH HMCKIIOYUTENBHO I OIHOKPATHOrO NPUMEHEHUsS W HE TOIUIEKHUT IIOBTOPHOMY
UCIIONb30BaHm0. KoMIaHus He HECeT OTBETCTBEHHOCTH 3a YIuepO, BBI3BAHHBIA HENPABUIBHBIM MOJ00POM
THITOpasMepa M3Ieus, OMMOKAMH B OJKCIUTyaTalldd, WHBIMH JIEHCTBUAMH TEPCOHANA WM HWHIMICHTAMH,

MPUBEAIINMUA K NOBPEIKACHUIO U3ACIINA WJIN HEYAa4u€ MPOLCAYPhI.
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HaumenoBanue aepkarens perucrpaloHHoro ynocrosepenus: «lllanxai XaptKaa Menukan Texnonomxku Ko.,
JItn.» (Shanghai HeartCare Medical Technology Co., Ltd.)

AJlpec MeCTOHaXOXJEHMs JepiKaressl perucTpallMOHHOro yaocToBepeHus: zganue 38, Ne 356, Uxoanbo Poyn,
CriennanbHbiid paiion Jluaeran, Kuraiickas (I1lanxatickas) muaoTHas 30Ha CBOOOIHOM TOPTOBIIH.

CepBuchas cnyxb6a: «lllanxaii XaptKsa Menukan Texnonomku Ko., JIta.» (Shanghai HeartCare Medical
Technology Co., Ltd.)

Tenedon/Pakc: 021-37526556

Hanmenosanue npomsogutens: «lllanxait XaprKsa Menukan Teknomomku Ko., JItn.» (Shanghai HeartCare
Medical Technology Co., Ltd.)

Anpec npomsBomutens: 3manue 38, Ne 356, UxdnO0 Poya, Cnenwmanbublii paiioH Jluabran, Kutaiickas

(IIanxaiickast) MUJIOTHAsE 30Ha CBOOOIHOM TOPTOBJIH.
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Mukpokarerep

NHcTpyKUMS 10 IPUMEHEHUI0

(ﬂepez] HCIOJIb30BAHUEM BHUMATEC/IbBHO O3HAKOMBTECH C lIaHHOﬁ l/IHCprKH“eﬁ, OﬁpaTI/IB 0c000e BHUMaHHeE HA Bce

NPeAYNPEKIEHHs] M MePbl NPEI0CTOPOKHOCTH)

«Illanxait XaptKsa Menukan Texnonomku Ko., JIta.» (Shanghai HeartCare Medical Technology Co., Ltd.)
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@ DIFETT
HeartCare
[ HaumenoBanue uznenus )

Muxkpoxkarerep

® [Mpenynpexnenne]

®  JlaHHOE U3JeIHe CTEPUIM30BAHO OKCHIOM STHIIEHA.

® I3genve mnpegHasHa4eHO IJIS ONHOKPATHOTO NpMMeHeHHWs. I[IOBTOpHAs CTEpUIM3alusd U IIOBTOPHOE
HNCIIOJIB30BAHHUC SaHpemeHLI.

[ He I/ICHOJ‘H)?)yI\/IITe u3acianue, €CiIin Hepeﬂ HpI/IMeHeHI/IeM O6Hapy>I<eHI>I HpI/ISHaKH BCKpBITI/Iﬂ yHaKOBKI/I, eé

HOBPEXKIEHHS, PA3PhIBa UK €CJIM UCTEK CPOK TOJHOCTH CTEPHIIN3ALIUH.

Ilepen ucnonb30BaHMEM HEOOXOIMMO BHUMATEIBHO O3HAKOMMTBCS C HACTOSLIEN HHCTPYKIHUEN.

I/ISI[GJ'II/IG HpeﬂHa3Haqu0 JUJ1 UCITOJIB30BaHUS TOJIBKO CIICLIHMAJIBHO O6yquHLIM MCOAULIMHCKUM HepCOHaJ'IOM.

[ Komnaexkranusn )
Muxkpoxkarerep - | KoMIIeKT

MHcTpyKIus 10 NpUMEHEHUIO - 1 3K3eMIULIp

CepTudukar cOOTBETCTBUSA — | SK3eMILIAP

[Homep perncrpanuonnoro yanocropepenusi MeAMIHHCKOrO n3ensi ]

Toc. men. per. Ne 20233030295

[ Homep Texumuecknx TpedoBanuii Kk uzesnuo )

Toc. men. per. Ne 20233030295

[ Homep smuensuun na npoussoacreo ]

[anx. ymm. Ha p-Bo Ne 20202735
[KOHCprKuuﬂ U cocTaB )

MuxpokareTep COCTOUT M3 CaMOro KaTeTepa M BCIIOMOTaTeIbHBIX KOMIIOHEHTOB: (POPMHUPYIOIIETO MaHIpeHa
U BBOTHOTO dexia. KOHCTpYKIHsS MHKpOKareTepa BKIIOYAaeT TPYOKY C OIUICTKOH, MAamXeTy U TPYOKy st
pacrnpeneneHus HamnpsokeHWs. TpyOKka ¢ OIJIETKOW TpeACTaBiIsieT COOOW OJHOMPOCBETHBIM KaTeTep ¢
apMHUPOBaHUEM HHUTHWHOJIOBOM MPOBOJIOKON M MEPEMEHHOM KECTKOCThIO, HA TUCTAILHOM KOHIIE M HAKOHEYHHKE
KOTOPOM PacIoIOAKEHBI 2 PEHTT€HOKOHTPACTHBIX MapKepa AJisl BU3yalu3aluy BO BpeMsl poLeaypbl. JucTaibHbIi
OTJeNl MHKpPOKATeTepa ¢ BHEIIHEH CTOPOHBI MMeeT TuApodMIbHOe TOoKphITHe (mo3. L1 Ha Puc. 1), cHmxkaromee
TpeHHEe TpU TIepEeMEIIeHUN KareTepa B TIPOCBeTe cocyna. BcmomoratenbHas (QopMHPYIONUI MaHApEH
UCTIONB3YeTCsl Al MpHUIaHus TpeOyemoil (GopMBl HAKOHEYHHKY IO YCMOTPEHHIO Bpada, a BBOJHBIN UYeXoi
MpeIHa3HaueH Ul OOJICTYeHUs] BBEIACHUS HAKOHEYHHKA IMPH WUCIIONB30BAaHHHM MHKpokareTepa. Cxemarnieckoe

I/I306pa>KCHI/Ie KOHCTPYKINU MUKPOKATCTEPA MMPEACTABICHO HA PI/ICYHKC 1.
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1. Mamxera ; 2, TpyOka pacrnpeaeneHus HanpsbkeHus ; 3. PeHTreHOKoHTpacTHbIe Mapkepsl ; 4, TpyOka ¢ orieTkoi

Puc. 1a) Cxema KOHCTPYKITUM MUKpOKaTeTepa

Puc. 1b) Cxema koHCTpYKIIMH (HOPMHUPYIOIIECTO MaHIPEHA

Puc. 1¢) Cxema KOHCTPYKIMU BBOAHOTO YeXJIa

Puc. 1 Cxema KOHCTPYKITUH U3AETUS

Tabnuma 1. Mozpenu u cnennpuKanyu MUKPOKaTETEPOB

Pabouas Hapy»xHslit nuamerp Hapy»xHblit nuametp BryTtpennuit
Kondurypamus
Mopgens/Tun qumHa L JMCTATBHOTO KOHI[A MPOKCHMAIEHOTO JHaMEeTp
HaKOHEYHUKA
Cem) OD1 (mm) konna OD2 (mm) d(mm)

XW*EMC-SS00 150 0.60 0.68 0.43 [Tpsmo
XW*EMC-SC45 150 0.60 0.68 0.43 [Mox yriom 45°
XW*EMC-SC90 150 0.60 0.68 0.43 Iox yrmom 90°
XW*EMC-BS00 150 0.65 0.77 0.43 [Ipsimo
XW*EMC-BC45 150 0.65 0.77 0.43 Iox yrmom 45°
XW*EMC-BC90 150 0.65 0.77 0.43 Iox yriom 90°

[ O61acTs npumenenns ]
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,Z[aHHOG n3aeInMe MpeAHa3sHa4YCHO 1A CEJIEKTUBHOM J1OCTaBKHU TCPANICBTUYCCKUX MHCTPYMCHTOB (TaKI/IX KakK

CHI/IpaJ'II/I) U JHUArHOCTHYCCKHUX MATCpHUAIOB (TaKI/IX KaK KOHTpAaCcTHOE BeHIeCTBO) B nepn(bepnquKHe n

HEHpOBacKyJIIPHbBIE COCYABI.

[porusonokaszanusn]

[IpumeHeHne B KOpPOHApHBIX COCYJax IMPOTHBOIIOKA3aHO.

HpOTHBOHOKaSaHO HCIIOJIB30BAHUE, KOI'JIa II0 MHCHUIO Bpada IIpouecaypa MOXKET IPEACTABIIATE OIIaCHOCTD JJIA

MalMeHTa.

IIpoTuBonokazaHo i MPUMEHEHHS Y HOBOPOKACHHBIX U B MIEAMATPUUECKON IIPAKTUKE.

[ IToTeHuHaAbLHBbIE 0CJI0KHEHUS )

K IIOTCHIUAIIBHBIM OCJIOKHCHHUAM OTHOCATCA, HO HEC OTPaAaHUYNBArOTCA

I'emaTtoma B MeCT€ IMyHKIIMU

CocymucTelit TpoM003

Ilepdoparnms cocyna

DOMOomus BCleACTBUE (PparMeHTalu Tpomba

Bazocmasm

Hesponoruueckuit 1euIuT, BKIOYas HHCYIIBT U JICTATBHBIA UCXOJT
KpoBoreuenne

Nmemust

Boinb 1 60s1e3HEHHBIE OIIYIICHUS

[ CosmecTrumocts u HeoGxoquMoe Becnomoraresibuoe oGopyaoBanue ]

JlaHHBINT MUKpOKaTeTep COBMECTHM W MpelHa3HaveH Juisi paboThl ¢ MuKponpoBoanukoM 0.014 mroiima,
JucTanbHBIM KaTeTepoM SF wim 6F, a Takoke cimpansmu ¢ HapykHbIM quamerpoM (OD) < 0.015 mroiima.
Heo0xommmoe BcriomMorartesnsHOe 000pyIOBaHHE JUIS MCIIONB30BAHMSI MHKpPOKAaTETepa BKIIOUACT HIITY IS
(hOPMOBKH ¥ BBOJHBIH YEXOIL.

[ Mpenynpexnenne]
JlaHHOE M3/1eN1e CTePHIIN30BAHO OKCHIOM STHIICHA.
W3nenwe mnpenHa3HAYeHO M OJHOKPATHOTO MpuMeHeHHs. [loBTOopHas cTepuiu3aius W TMOBTOPHOE
WCIIOJIb30BAHUE 3aIPELICHBI.
He wucrnonp3yiiTe u3menwe, eciu Imepel NMPUMEHEHHEM OOHAPY)KEHBI IPU3HAKH BCKPBITHS YIAaKOBKH, ©&
MIOBPEKICHHS, Pa3phIBa WIN €CIIH UCTEK CPOK TOHOCTH CTEPIIIU3AIINH.
Ha moBepxHOCTH KaTeTepa HAHECEHO THAPOQMIFHOE HMOKPHITHE. Bo BpeMs MCHonb30BaHus M30EraiTe ero

MCXaHUYCCKOI'0 MOBPEKACHUA W KOHTAKTAa C OPraHUYCCKUMHU paCTBOPUTEIISIMU, TAKUMU KaK CIHPT, YTOOBI
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IPEIOTBPATHTH Pa3pyIICHUE THIPOPUIHLHOTO CIIOSL.
[epen ncrnonp3oBaHueM HEOOXOAMMO BHUMATEIFHO O3HAKOMUTHCS ¢ HACTOAIICH MHCTPYKIIACH.
W3znenve npenHa3zHaueHO VIS HCIIOIB30BAHIS TOIBKO CIICIIMATEHO 00YICHHBIM MEAUITTHCKAM IIEPCOHATIOM.
[TpumeHeHe JTaHHOTO U3IETHS OITyCKAeTCsl TOIBKO BpadyaMu, IPOLISAIINMH CIEIHATBHYIO TOATOTOBKY IO
COOTBETCTBYIOIINM UHTEPBEHIIMOHHBIM TEXHOJIOTHSM.
JanHoe wu3menue MNpeAHa3HAYeHO Ui OJHOKPAaTHOTO MpPHMEHEHUs W He IMOMISKUT TOBTOPHOMY
ucronp3oBaHuio. Ilocime OmHOKpaTHOTO TPUMEHEHHS M3IENUe JODKHO OBITh YTWIM3HPOBAaHO B
YCTaHOBJIEHHOM mopsiake. CTpyKTypHas ETOCTHOCTh U (PYHKIIMOHATEHOCTD U3IETHS MOTYT OBITH HAPYIICHBI
P MTOBTOPHOM MCIIOJIB30BaHUU WM OYUCTKe. [locnie BBeIeHUs] MUKpOKATeTepa B OPraHU3M YeJloBeKa ero
MPAKTUYECKH HEBO3MOXKHO TIOJHOCTBIO OYHCTUTh. [lOBTOpHOE HCMONB30BaHUE MOXET IPHUBECTH K
MePEKPECTHOMY 3apasKEHHIO.
I[Ipu BBemeHmm KaTeTepa B CIydae BO3HUKHOBCHHS 3HAUUTENFHOTO COMPOTHBIICHUS 3aIpeIacTcs
MPUHYAUTENBHO TPOABUTaTh WJIM IPOBOPAYMBATH MHUKpOKaTeTep Oe3 TIIATeNbHOW OLIEHKA MPUYHMHBI
COTPOTHUBJICHUS C TMOMOIIBIO (IIOOPOCKONUU. Eciau MpUYMHY HEBO3MOXKHO YCTaHOBUTH, MHUKpPOKATETEp
CllefyeT W3BJeub. [IpuHyIUTENbHOE MPOABIKEHNE MOXKET MPHUBECTH K HMOBPEXKICHHUIO COCYNa WM CaMOTO
MHUKpOKaTeTepa.
IIpu HapylIeHHH TPOXOAWMOCTH MPOCBETa KaTeTepa 3amlpeliaeTcss IPUMEHITh JaBIeHUE ISl €T0 OUYUCTKH.
DT0 MOXKET IPUBECTH K Pa3pbIBy KaTeTepa U, Kak CIEJCTBHE, K MOBPEXKACHUIO cocyia. B ciyuae HapyieHus
MIPOXOJMMOCTH KaTeTep MODKEH OBITh yIaleH U 3aMEHCH.
[Ipu BBemeHMM MHKpOKaTeTepa cIeHyeT COONMIOATh 0COOYI0 OCTOPOKHOCTH BO HM30EKaHHE MOBPEKICHUS
cocyioB. Karetep MOXXeT BBI3BATh OKKJIFO3MIO MANbIX COCYI0B; HEOOXOIUMO H30ETaTh MOJHOTO MPEKPaIIeHHs
KpPOBOTOKA.
[JanHoe u3nenve He MpeAHA3HAUCHO JUIS WUCIIONB30BAHUS aBTOMATH3UPOBAHHBIM WHBEKIUSAM ITOJ] BRHICOKUM
JABIICHHUEM.

[ Mepn1 npegocropoxnoctu )
Wznenue cienyeT XpaHUTh B MPOXJIAAHOM, CyXOM M 3alllMIIEHHOM OT CBETa MecTe, M30eras IMONagaHus
MPSIMBIX COJTHEUHBIX JTy4eil.
3anperaeTcs UCNOIb30BaHKUE B CIIyyae HapYIIEHUs EIOCTHOCTH YIIaKOBKH.
3anpemaeTcs HCMOIb30BAHUE TIPH U3TUOE UITH MOBPEKISHUN MUKpPOKATETEPA.
Wznenue 0mKHO OBITH HCHIONB30BAHO IO MCTCUEHHS CPOKA TOTHOCTH.
BosneiictBue Temnepatypsl Boiiie +54 °C (+130 °F) moxeT npuBecTr K HOBPEXKICHUIO MUKPOKATETEPA.
[lpu wucmomp3oBaHUM W3AEHHA HEOOXOAMMO TPUMEHATH (UIIOOpOrpaduyeckoe HUCCICIOBaHUE U
COOTBETCTBYIONIYIO aHTHKOATYJITHTHYIO TEPaITHIO.
ITepen mpuMeHeHNEM YOS TUTECH, YTO MOJIEINb, CIICIIM(UKAIIMY U pa3MepPbl U3AEIHsI IOAXOIAT JJIsi KOHKPETHOM
HOPOLEYPHL.

W3Bnekas uzaenue u3 YIIAaKOBKH, THIATCIBbHO MIPOBEPLTE €0 LCJIOCTHOCTD.
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Bo wusbexanue o0pa3oBaHUs TPOMOOB WIIM KPHCTAJUIM3AIMH KOHTPACTHOTO BEIIECTBA HEOOXOIUMO
OCYIIECTBJISITh HETIPEPHIBHYIO M01a4y (PU3HONIOTUYECKOTO PACTBOPA B JOCTATOYHOM 00bEME [ POMBIBaAHHSA
IIPOCBETa MUKpOKaTeTepa.

[ToBOpoT MUKpOKaTETEPa MOKET BBI3BATh €TI0 M3TUO WM PAcCIOCHNUE; B CIIydac 3HAUUTENBHOH e opMalun
KaTeTepa BCE MHCTPYMEHTHI JOKHBI OBITh H3BJICUECHBI.

IToBpexAeHHBI WM WCIOJIb30BAHHBI MHKpPOKATETEp MOJUICKHUT YTHIM3aUUU B KAaueCTBE MEAMLIMHCKUX

OTXOOO0B B COOTBETCTBHUHU C YCTAHOBJICHHBIM ITOPAIKOM.

[ Uncrpykuus no npumenenuio )

[lombepure MHKpOKaTeTep COOTBETCTBYIOIIEH MOIENd M CIeHu(UKau B 3aBUCHMOCTH OT OO0IacTé
BMEUIATEIbCTBA U pa3Mepa cocyaa.

Bckpoiite BHYTPEHHIOIO YIIAKOBKY U M3BJIEKUTE MOJHBINA KOMIUIEKT CHCTEMbBI MUKPOKATETEPA.

VY nepkuBasi MEKpOKATETep 32 MAHKETY, aKKyPaTHO U3BJIEKUTE €0 U3 OJIMCTEPHOH YIIaKOBKH.

BHuMaTtenpHO OCMOTpPHUTE KaTeTep Ha IpeAMeT M3THOOB WIIM WHBIX MOBpekieHuil. [Ipu mx oOHapyXeHUH
3aMEHUTE KaTeTep.

JucranbHOMY KOHIy MUKpOKaTeTepa MOKHO IpUIaTh Tpedyemyto (opMmy; KOHKPETHBIN TOPSA0K NeHCTBHIA
TPUBE/ICH B HHCTPYKIMH K UTJIE TS (POPMOBKH.

IIpucoenuHnuTe POTALMOHHBIA T€MOCTATUYECKHAN KJIAllaH K MaHXXETe€ MUKpPOKATETepa U MPOMOMTE MPOCBET
KareTepa refnapuHU3NPOBaHHBIM (PU3UOJIOTHIECKUM PAaCTBOPOM.

C UCIoap30BaHUEM CTaH)Z[apTHOfI METOOUKHU U tlpeCKO)KHOI‘//I HMHJ’I&HT&HI/IOHHOVI TCXHOJIOTUU OCYILECTBIIACTCA
YCTaHOBKa COCYIUCTOrO I0CTyTA.

MuKpoInpoBOAHUK BBOJAUTCA B MHUKpPOKATeTep, MOC]E Yero IUCTaJbHBIA KOHElLl KareTepa MPOBOAUTCS BO
BBO[[HI)II71 yexoia. C MOMOLIbIO Y€XJIa MUKPOKATETEP BBOAUTCA B )Z[I/ICTaJILHblﬁ KaTeTep AO0CTYyIla, OCJIC 4Y€ro
YE€XO0JI HAAPBIBACTCA U YAAIACTCA C MUKPOKATCTEPA.

ITox peHTreHOCKONMUYECKUM KOHTPOJIEM MUKPOKATETEP MEUIEHHO MPOBUTAETCS K LIENIEBOMY Y4aCTKy COCY/Ia.
Ilepen BBeneHHMEM TEpaNeBTUYECKOTO WHCTPYMEHTA WJIM JUArHOCTHYECKOTO MaTepuana B IMPOCBET
MHUKpOKaTeTepa MUKPOIIPOBOTHHK JOIDKEH OBITh M3BJICUCH.

ITo oxoH4aHuM NpoLEeAypPbl MUKPOKATETEP U3BJIEKAETCS U IOUIEKUT YTUIU3ALMH.

HNHCcTpyKIus 10 NpUMEHEeHUI0 (pOPMHPYIOLIEro MAHAPEeHA

I[J'IS[ COXpaHCHUA MLOEJIOCTHOCTU MHKPOKATECTEpa H CTaOMIIBHOCTH pasM€pa €ro BHYTPCHHETO AJUaMETpa

PEKOMEHIyeTCsl COOII0aTh CIeayoIIee:

Hpenynpeme}me ! q)OpMI/Ip}IIOLLII/Iﬁ MaHAPCH HE Np€AHa3HauYCHa I BBEACHH B OpraHM3M 4CJIOBCKaA.

Ipenynpexnenne ! IlpunaBats Tpedyemyto GopMy AMCTANTLHOMY KOHILY MUKPOKATeTEpa OMYCKAETCs TOIBKO C

MIOMOIIBIO Napa. Mcnonb3oBaHue Ipyrux MCTOUHUKOB TEIUIA 3allPELIeHO.
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Hpenynpeme}me ! Hepezl HCIIOJIb30BAHUEM ITPOBEPHTC JIUCTaJIbHBIN KOHEI] KaTeTepa Ha HAJTMIUC HOBpe)KIICHI/II\/'I,
KOTOPbIC MOIJIX BO3HHKHYTH B HNPOLECCE (1)0pMOBKI/I. 3anpemaeTc5[ HCIOJIb30BaTh MHKPOKATETEP C JTIOOBIMH
BUIVMMBIMHU MOBPECKACHUAMH, TaK KaK BO BPEMSA IPUMCHCHUA HOBpC)K,Z[CHHLIfI KaTeTCp MOXKET pa3opBaThCsia, 4TO

MPUBEICT K TpaBME COCYyZla HIN OTACICHUIO JUCTAJIbBHOI'O YJaCTKa KaTeTepa.

1. Uzenekure urimy ans GopMOBKH U3 KOHTEHHEpa U BBEIUTE €€ B IUCTATBHBIA KOHEI[ KaTeTepa.

2. AxKypaTHO NpHJaiiTe TUCTATLHOMY KOHITy MHKpOKATeTepa BMECTE C HUTJION TpeOyeMyro GopMy. YUuThiBas
YIPYTYIO OTAa4y MHKpOKaTeTepa, aMIUIUTY/ 1A H3TH0a MOXKET MOTPeOOBATHCS HECKOJIBKO OOJIBIIE TPeOyeMOii.

3. PacnonoxuTe y4acTOK MHKpOKaTeTepa, MmouIekauii GopMOBKe, Ha PACCTOSHUU MPHOIU3UTEIBHO 1 JTH0HM
(2,5 cM, HO He MeHee 1 cM) OT ucTouyHHKa napa. Bpems tepmodopMoBKu cocTapiseT okoiio 20 cekyHa (He
6onee 30 cexyH).

4. Ilepen wm3BiedeHHEM (GOPMHUPYIOMIETO MaHApPEHA NAWTe AWCTAIHLHOMY KOHIy MHKpOKAaTeTepa OCTHITH Ha
BO3JyX€ HJIH B (PU3HOJIIOTHIECKOM PACTBOPE.

5. Usenekutre wuriny mis (OPMOBKM M3 MHKpOKaTeTepa U yTwimsupyiite ee. IloBTopHas ¢opMoBKa
MHUKpOKareTepa (>2 pa3) He peKOMEHIYETCS.

6. IlpoBepbTe OuICTANBHBIN KOHEN MHUKpOKAaTeTepa Ha HAJIMYHEC BO3MOXKHBIX IOBPEKICHUH, KOTOPHIE MOTIIH
BO3HHKHYTh B Tmporecce (GopmoBku. [Ipu oOHapykeHUH KaKHX-THOO TMOBPSKIACHUI HE HCIONB3YHTE
MUKpPOKATETeP.

Mpenynpexnenne ! MHcTpyKImsa no GopMOBKe MUKpOKaTeTepa:

BriOpanHas Yroa nzruda Bpems
Kenaemplii yrog
KOHurypanus | popmMupyomero BO3/JeiCTBUSA
¢popmoBKH
HAKOHEYHHKA MaH/JpeHa napom

0 Ipsimo / /
20 IIpsimo 40° 20"~30"
[psmo 60° 20"~30"

30

45° 30° 20"~30"

45° 45° / /
70° 90° 70° 20"~30"

90° 90° / /
120° 90° 165° 20"~30"
180° 90° 270° 20"~30"
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[ Crepuianzanus]
MHKpOKaTeTep CTCPpUIN30BAH OKCHUIOM STUJICHA.
[ Ycaosus xpanenus ]

XpaHUTD B IPOXJIATHOM, CYXOM MECTE B YUCTOM, XOPOIIO BEHTHIHPYEMOM HOMEIIECHHN 0e3 KOPPO3HOHHBIX

Ta3o0B.
[ Ycaosus tpancnopruposku ]

HpI/I TPaHCIIOPTUPOBKE CJIICAYET n30erath CUILHOIO CAaBJIMBaHUs, IPAMOIO BO3JIEHCTBUS COTHEUHBIX Hy‘{eﬁ

¥ TI0NaIaHKs aTMOC(EPHBIX OCAIIKOB.
[ 1ata npousBoxcTBa, cpok roquocTn ]
CM. Ha yHaKOBO‘{HOﬁ 3TUKETKE.
[ Cpoxk roanocrn]

[Tpu cobnroneHny YCTaHOBIICHHBIX YCIIOBUH XpaHEHUS CPOK TOTHOCTH M3MEIHS COCTABIIET 2 TOa.

[ O6o3nauenus u cumBoJIBI )

hl
4

1 ® IToBTOpHOE MCIIOJIL30BAHHE 3alIPELLIEHO
2) [:Ei] CM. MHCTPYKIUIO 10 IPUMEHEHHU 0
;>\$’<;
3) ) ,/_¢\J bepeub 0T coTHEYHOT 0 cBETa
4) T Bepeusb oT Biaaru
5) | g j Cpok roguocru
6) | LOoT 1 Homep nmaprun
7) 71 Moaean/Tunopa3zmep (koa ToBapa)
8) CTepnIM30BaHO OKCHAOM 3THJICHA
9) ) @ He ucmoyib30BaTh NPH HAPYUIEHUH EJTOCTHOCTH

’_
L

YIAaKOBKH
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10) KounyecTBo u3nenmii B ynakoske: 1

11) Ipoussoaurein

13) JlaTa mpou3BOACTBA

12) @ IloBTOpHAs1 cTepUIM3ALMSA 3aNIPeELIeHa

[ Opunuanshoe 3assaenne]

«Ilanxait XaptKnsa Menukan Teknonomku Ko., JItm.» (Shanghai HeartCare Medical Technology Co., Ltd.)
HACTOSIIIMM 3asIBJISICT, YTO IPOU3BOIUMEBIN €0 MUKPOKATETEP MPEIHA3HAYCH UCKITIOYUTEIBHO I OTHOKPATHOTO
MPUMEHEHUs] U HE TOJICKUT MOBTOPHOMY MCIOJB30BaHMI0. KOMIIaHUs HE HECeT OTBETCTBEHHOCTH 3a JI0OOH
yiep0, BKIIOYAs MOBPEKACHHE HW3JCNWS WM HEyAady MPOLEAyphl, BbI3BAHHBIC HEMPABHJIBHBIM M0J00POM
TUIOpa3Mepa H3Jeus, OMMOKaMH B JKCIUTyaTallkd WM HMHBIMH JCUCTBUSIMH II€pCOHaia. B OTHOIIeHHH
BO3MOXHOCTHU MTOBTOPHOTO MCIIOJIB30BaHMs CHCTEMbI kKoMmanus “XaptKna” He JaeT HUKaKuX peKOMEHIANui, He
MOJATBEPIKIACT, a TAKKe HE JeNacT HUKAKUX MPSAMBIX MM KOCBEHHBIX 3aBepeHuil. Kommanus He Hecer
OTBETCTBEHHOCTH 32 JIFOObIC MHIIMACHTHI WM MOBPEXKACHHUS M3ICIHN, BO3HUKIIUE B PE3yJIbTATE UX MOBTOPHOIO

HCIIOJIB30BAaHUA.
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HaumenoBanue aepkarens perucrpaloHHoro ynocrosepenus: «lllanxai XaptKaa Menukan Texnonomxku Ko.,

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

AJpec MECTOHAXOXKACHHUS AepiKaTeNs PerucTPalMOHHOTO ymoctoBepeHus: 3manue 38, Ne 356, Uxanbo Poyn,

Crnenmanbubiii paiton Jluasran, Kuratickas (I1lanxaiickas) mUIOTHAs 30Ha CBOOOTHON TOPTOBIIH.

CepBuchas cnyxb6a: «lllanxaii XaptKsa Menukan Texnonomku Ko., JIta.» (Shanghai HeartCare Medical
Technology Co., Ltd.)

Tenedon/dakc: 021-37526556

Hanmenosanue npowmsogutens: «lllanxait XaprKsa Menukan Teknomomku Ko., JItn.» (Shanghai HeartCare
Medical Technology Co., Ltd.)

Anpec npomsBomutens: 3manue 38, Ne 356, UxdnO0 Poya, Cnenwmanbublii paiioH Jlwabran, Kutaiickas

(IlIanxaiickas) MUJIOTHAs 30Ha CBOOOIHOM TOPTOBJIH.

[IpousBoactBennbie miomanu / KonrtaktHele nanuble: 1-it u 3-it atax, 3manue 38, No 356, Wxonbo Poyn,

CrennanesHeiii paiion JIuaeran, Kuraiickas (Illanxaiickasi) muiaoTHast 30Ha CBOOOIHON TOPTOBIIH.

Homep moxymenta/Bepcus: EMC-SMS-001/F

Jlata myOnuKaImm: 05.03.2025
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Embolic Protection System

Instructions for Use

(Please read this IFU carefully before use, pay special attention to various warnings and precautions)

Shanghai HeartCare Medical Technology Co., Ltd
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[Product name]
Embolic Protection System

[Warning]

®  This product is sterilized using ethylene oxide.

® This product is disposable. Please do not sterilize or reuse it.

® Do not use the package if it is found to have been opened, broken, leaked or has exceeded the
sterilization validity period before use.

® Read this manual carefully before use.

®  The product can only be used by professionally trained doctors.

[Packing List]
® A set of embolic protection device, including a capture wire and a dual-ended catheter.
®  One copy of instructions for use.

®  One copy of certificate of conformance.
[Product Description]

As shown in Figure 1, the embolic protection device consists of a capture wire and a dual-ended catheter.
The capture wire contains a filter (1), a guide wire (2), a distal marker coil (3), etc. and the catheter contains
a catheter delivery end (4), a catheter recovery end (5), a catheter body (6), etc., in which S1 and S2 are
hydrophilic coating areas.

I— W

Figure 1 Schematic Assembly Diagram of the Embolic Protection Device

As shown in Figure 2, both ends of the filter of the capture wire are equipped with a distal marker band
(1-1) and a proximal marker band (1-5). The filter is woven from nickel titanium alloy wire (1-3) with shape
memory, and contains a limit tube (1-2) inside, which can pass through a small catheter when being limited,
and fully expand in the blood vessel to closely fit the blood vessel wall and capture broken thrombus; the
mouth indicator (1-4) made of gold-plated tungsten wire is set at the opening of the filter, therefore the state
of which can be clearly indicated to make it convenient for doctors' judgment and operation.
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[ Ll

Figure 2 The structure diagram of capture wire

The wire is available in 190 cm and 190/320cm. With a score, the 190/320cm wire is 320 cm long before
being broken and can be broken to 190 cm when necessary; the rod body is coated with a black polymer
coating with good biocompatibility, which improves the smoothness and trafficability of the embolic
protection device in the catheter and blood vessel. The distal marker coil tightly wound with platinum iridium
wire fully ensures the good development of the embolic protection device in clinical use, and can effectively
indicate the position of the distal end of the embolic protection device in the human body.

The catheter is used for the delivery and recovery of the capture wire. Made of different materials
through welding connection, it features both flexibility and smoothness; with smaller outer diameter, larger
inner lumen and hydrophilic coating at both ends, it can pass through tortuous and complex blood vessels
more easily and minimize the damage to the blood vessel wall. As shown in Figure 3, the catheter delivery
end (green) and recovery end (blue) are respectively equipped with soft distal white tips (4-1), (5-1) and
radiopaque marker bands (4-2), (5-2), which can effectively avoid scratching blood vessels and indicate the
position of the catheter in the human body. The catheter delivery end has a main wire port (4-3) and an
exchange port (4-4), and the recovery end has an exchange port (5-3).

/_4-1 -3 -1
r

. | : —( —
o/ J o ./

Figure 3 Schematic Diagram of the Catheter Structure

The package of this product also contains a 23 gauge blunt needle irrigator of the standard Luer taper
that doctors can use for catheter rinsing and perfusion.

Table 1 Model/Specifications and Applicable Vessels of Embolic Protection Device

Capture wire Catheter
Diameter of . . Outer Outer
Model . Filter Capture Capture wire . . Total
. . applicable . ) diameter of | diameter of
specification diameter | wire length | length OTW : Length
vessel (mm) the delivery | the recovery
(mm) RX (cm) (cm) mm
end (mm) end (mm)
SM*EPS-030-320 2.1-2.5 3.0 190 320 1.2 1.4 1800
SM*EPS-035-320 2.6-3.0 3.5 190 320 1.2 1.4 1800
SM*EPS-040-320 3.1-3.5 4.0 190 320 1.2 1.4 1800
SM*EPS-045-320 3.6-4.0 4.5 190 320 1.2 1.4 1800
SM*EPS-050-320 4.1-4.5 5.0 190 320 1.2 1.4 1800
SM*EPS-055-320 4.6-5.0 5.5 190 320 1.2 1.4 1800
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COMPLETE SOLUTION FOR STROKE

SM*EPS-060-320 5.1-5.5 6.0 190 320 1.2 1.4 1800
SM*EPS-065-320 5.6-6.0 6.5 190 320 1.2 1.4 1800
SM*EPS-070-320 6.1-7.0 7.0 190 320 1.2 1.4 1800
SM*EPS-030-190 2.1-2.5 3.0 190 / 1.2 1.4 1800
SM*EPS-035-190 2.6-3.0 3.5 190 / 1.2 1.4 1800
SM*EPS-040-190 3.1:3.5 4.0 190 / 1.2 1.4 1800
SM*EPS-045-190 3.6-4.0 45 190 / 1.2 1.4 1800
SM*EPS-050-190 4.1-4.5 5.0 190 / 1.2 1.4 1800
SM*EPS-055-190 4.6-5.0 5.5 190 / 1.2 1.4 1800
SM*EPS-060-190 5.1-5.5 6.0 190 / 1.2 1.4 1800
SM*EPS-065-190 5.6-6.0 6.5 190 / 1.2 1.4 1800
SM*EPS-070-190 6.1-7.0 7.0 190 / 1.2 1.4 1800
[Indications]

® The embolic protection device provides distal embolization protection during vascular interventional
surgery, including peripheral vascular, coronary, and carotid interventions.

[Contraindications]

® Patients with a clear history of allergy to nickel-titanium alloy materials.

®  The filter shall not be deployed in a previously implanted stent.

®  The product shall not be used in excessively curved blood vessels.

[Potential Complications]
Potential complications may include but are not limited to:

®  Access site adverse event (for example, arteriovenous fistula, hematoma, hemorrhage, pseudoaneurysm,
puncture site infection)

Adverse reaction to antiplatelet/anticoagulation agents or contrast media
Allergic reactions to device materials

Amaurosis fugax (carotid indication only)

Aneurysm

Angina (coronary indication only)

Arrhythmia

Artery dissection

Pericardial tamponade (coronary indication only)

Death

Device deformation, collapse, fracture, or rupture

Device thrombosis (acute and subacute)

Embolism of air, debris, plaque or thrombosis (evidenced by slow-flow or no-flow) from mechanical
disturbance of interventional surgery, resulting in temporary ischemia or stroke

Embolization or migration of the interventional device

Emergency surgery
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®  QGastrointestinal bleeding due to anticoagulation

® Hemodynamic compromise (e.g., prolonged hypotension requiring treatment with intravenous
medications)

® Infections

® Intimal flap

® [schemia

® Myocardial infarction

® Renal failure requiring dialysis

® Repeat intervention to treatment site

®  Scizure (carotid indication only)

® Significant cardiac arrhythmia requiring treatment with medications and/or transvenous pacing

® Thrombosis (acute and sub-acute)

®  Vasospasm

®  Vessel perforation or rupture

[Warning]

® Please avoid scratching both ends of the catheter which are covered with hydrophilic coating and keep
them away from organic solvents such as alcohol.

® Do not grip the catheter at the distal white tip. Gripping the catheter's distal white tip can cause the
embedded radiopaque marker band or inner lumen of the catheter to deform.

® Failure to adequately close off the primary guidewire exit port when flushing the delivery end of the
catheter can result in air embolism.

® Do not undersize or oversize the filter in relation to the selected vessel diameter. Undersizing or
oversizing can result in inadequate vessel wall apposition, incomplete deployment of the filter, slow-
flow or no-flow, and/or debris embolization. (Please refer to Table 1 to select the capture wire of
appropriate specification)

® Minimize torquing of the capture wire after it has been introduced into the patient. Torquing the capture
wire is likely to result in wire whipping and tangling.

® Do not apply excessive force while manipulating the capture wire. Excessive force can lead to distal
embolization of debris, vessel damage, or device damage.

® Never withdraw or move an intravascular device against any resistance until the cause of the resistance
is determined. It can lead to distal embolization of debris, vessel damage, or device damage.

® Do not place the capture wire tip in a vessel that does not allow for wire movement. Placing the capture
wire in a vessel that does not allow for wire movement can lead to debris embolization, vessel damage,
and/or device damage.

® Minimize movement of the capture wire after Initial placement. Excessive movement can cause debris
embolization, vessel damage, and/or device damage.

® Always use the catheter when repositioning or removing the capture wire. It can lead to distal
embolization of debris, vessel damage, or device damage.

® Observe the capture wire frequently under fluoroscopy, and monitor the patient to verify that the filter
has not become occluded with debris, resulting in slow-flow or no-flow. Recover the filter if it becomes
occluded or if the flow is compromised.

® Do not exceed 60 minutes of dwell time for the capture wire. Exceeding 60 minutes of dwell time can
cause occlusion, resulting in slow-flow/no-flow.

® Exercise caution when using the partial recovery method to withdraw a full filter through a deployed
stent. If resistance is met, advance the filter and recovery end of the catheter distally, and draw the filter
more fully into the catheter before attempting withdrawal again.

® Do not use the capture wire with mechanical rotational thrombectomy, or with atherectomy or laser

devices that require use of a specific guidewire.
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[Cautions]

®  The product shall be stored in a cool, dry and dark place away from direct sunlight;
Do not use the product if its package is damaged;

Do not use the product if it is bent or damaged,

The product shall be used prior to the shelf life;

and accessories;

The product must not be sterilized using high-pressure steam;

Use this product in combination with fluoroscopy and appropriate anticoagulants;

Exposure to an environment above 54°C (130°F) may cause damage to the embolic protection device

® Please confirm that the model, specification and size of this product are suitable for specific surgery

before use;
®  When taking the product out of the package, check it carefully to ensure that the product is intact;

® Torquing the embolic protection device may bend or separate the embolic protection device; If the

embolic protection device is seriously bent, it shall be withdrawn with other supporting devices.

[Operating Instructions]
Preparations

® Administer anticoagulation medications and monitor activated clotting time per standard institutional

guidelines. Antiplatelet medications are recommended when using this device for vascular interventions.

Performing angiography.

® Identify the location, approximately 3 cm distal to the lesion site within the vessel where the filter will

be deployed. Measure the vessel diameter at this location, and select the appropriate filter. Confirm that

there is a vessel length of 4 to 5 cm distal to the lesion, to allow for adequate filter deployment.
® Ensure that the introducer catheter/sheath will accommodate the embolic protection device catheter.

Table 2 Specifications of Primary Guidewire and Introducer Catheter/sheath Applicable to the Embolic
Protection Device

Diameter of E;T:Ieter i(()iigvliere Introducer catheter/sheath
the filter (mm) | P ry(fl‘; min LD (in)
3.0 0.014-0.018 0.066
3.5 0.014-0.018 0.066
4.0 0.014-0.018 0.066
45 0.014-0.018 0.066
5.0 0.014-0.018 0.066
5.5 0.014-0.018 0.066
6.0 0.014-0.018 0.066
6.5 0.014-0.018 0.066
7.0 0.014-0.018 0.066

®  Using sterile technique, remove the embolic protection device from the packaging, and place in a sterile

work area.
® Remove 23 gauge blunt needle irrigator and packaging hoop extension.
® Submerge the filter in heparinized saline to saturate and remove air from the filter.

® As shown in Figure 4, carefully hold the area near the distal white tip (4-1) of the catheter delivery end

and the catheter body (6) to support the catheter shaft, and pull the guidewire (2) to the proximal end

until the filter(1) and the distal marker coil (3) completely enter the transparent section (4-5) of the

catheter delivery end.
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Figure 4 Schematic Diagram of Loading the Capture Wire in Delivery End

Flush heparinized saline through the distal white tip of the delivery end until all air is removed and fluid
passes from the primary guidewire exit port. The 23 gauge blunt needle irrigator can be used, if desired.
Gently apply pressure to the primary guidewire exit port. Flush until all air is removed and fluid passes
from the exchange port of the delivery end.

Note: If using the 320/190 cm convertible version of the capture wire as a rapid exchange wire, firmly
grasp the capture wire on each side of the score of the wire, break off the proximal end of the wire and
discard it.

B

Figure 5 Schematic Diagram of the Score of the Guidewire

Delivery and Deployment

Using standard technique to access the vessel, advance the primary guidewire at least 5 cm beyond the
distal edge of the lesion being treated.

Ensure that the opening on the primary guidewire exit port is visible.

Load the distal white tip of the delivery end onto the proximal end of the primary guidewire. Advance
the delivery end until the primary guidewire exits at the exit port.

Caution: Do not allow the primary guidewire to advance proximally past the primary guidewire exit
port, otherwise the capture wire may be damaged.

Gently advance the delivery end of the embolic protection device, carrying the capture wire and into the
introducer catheter/sheath through the primary guidewire. Continue advancement until the radiopaque
marker at the distal tip of the delivery end is at least 4 to 5 cm beyond the distal edge of the lesion.
Caution: Clearly identify the capture wire and primary guidewire while advancing. Do not completely
rotate the catheter. Rotating can cause the wires to wrap around the catheter.

Holding the catheter stationary, withdraw the primary guidewire, leaving the delivery catheter and
capture wire in place.

Holding the catheter stationary, gently advance the capture wire until the distal radiopaque marker band
on the filter aligns with the rachopaque marker on the catheter delivery end.

Observe the filter position to ensure that the proximal radiopaque marker band is positioned at least 2
cm distal to the anticipated distal end of the interventional device that will be used to treat the lesion.
Gently advance the components of the delivery end as a unit if necessary so the proximal radiopaque
marker band of the filter is at least 2 cm beyond the lesion distal edge.

Caution: Position the filter sufficiently distal to the lesion so that the interventional device can be
advanced without coming within 2 cm of the proximal end of the filter.

Holding the capture wire stationary, gently withdraw the catheter to expose and deploy the filter in the
vessel. To reposition the filter (if required), advance the catheter back over the filter, adjust the position
of the catheter and capture wire together, then redeploy the filter. Never attempt to move the filter when
it is outside of the catheter.

Caution: Always use the catheter when repositioning or removing the capture wire. Excessive force can
lead to distal embolization of debris, vessel damage, or device damage.
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The gold radiopaque proximal mouth indicator will be visible when the filter is properly opened. If the
proximal mouth indicator is not visible, attempt to redeploy the filter or to remove the filter/capture
wire/primary guidewire, and the delivery catheter together. Do not reintroduce or reuse the capture wire
after it has been removed from the patient.

Confirm that the filter and proximal radiopaque marker band are in opposition to the vessel wall.

After the filter is deployed in the desired location, carefully remove the catheter from the patient. Keep
the catheter in the sterile field. Do not discard the catheter. The recovery end (blue) of the catheter is
required for capture wire recovery.

Place the catheter in sterile heparinized saline or in a sterile field, and save the catheter for recovering
the capture wire. Do not bend or kink the catheter.

The 0.014 inch capture wire can be used as the primary guidewire for other interventional devices.
Always keep the capture wire stationary during use.

Recovery and Removal

After the interventional procedure is completed, wet the distal 20 cm of the recovery end (blue) of the
catheter with heparinized saline. Remove all air from the recovery end by flushing the distal tip until
fluid passes from the exchange port of the delivery end.

Load the recovery end (blue) of the catheter onto the capture wire and advance the catheter through the
introducer catheter/sheath.

Advance the catheter until the distal tip radiopaque marker aligns with the proximal radiopaque marker
band on the filter.

The recovery of filter can be divided into partial enclosure recover and full enclosure recovery.
A-Partial enclosure recovery: Gently advance the recovery end over the filter; until the proximal portion
of the filter including the mouth indicator is inside the catheter and is fully compressed against the
capture wire.

Figure 6 Partial Enclosure Recovery
B-Full enclosure recovery: Gently advance the recovery end over the filter until all radiopaque markers
on the filter are within the catheter. The distal marker coil can remain outside the catheter.

Figure. 6 Schematic Diagram of Full Enclosure Recovery

Carefully remove the catheter and capture wire together. To allow the catheter to be removed without
resistance, open the hemostatis valve on the introducer catheter/sheath. Use care to avoid interaction
with the intervention site. Discard the embolic protection device after removal from the patient.

[Sterilization]

The embolic protection device has been sterilized using ethylene oxide.

[Storage Conditions]

® Do not store in direct sunlight.

® Keep dry.

[Transportation Conditions]

During transportation, heavy pressure, direct sunlight, rain and snow shall be prevented.
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[Production Date, Service Life]

See package label.

[Shelf Life]

The shelf life is 2 years under the condition of meeting the storage regulations.

[Date of preparation/revision of the instructions for use]

Under the conditions that comply with storage regulations, the validity period is 2 years.

[Symbol Description]

Manufacturer

Do not re-use

Consult instructions for use

Keep away from sunlight

Keep dry

Date of Manufacture

Use-by date
LOT Batch code
REF Catalogue number
|STERILE|EO Sterilized using ethylene oxide

Do not use if package is damaged

Do not resterilize

DB@

The quantity of the product inside is 1 piece

[After-Sales Service]

Shanghai HeartCare Medical Technology Co., Ltd. (hereinafter referred to as "HeartCare Medical") is
committed to providing high-quality and high-performance medical products for the field of neurological
intervention. HeartCare Medical guarantees that there are no material or manufacturing defects when the

customer receives the products produced by our company. Please ask the company directly for other questions
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related to the products.

[Solemnly Declare]

Shanghai HeartCare Medical Technology Co., Ltd. (hereinafter referred to as "HeartCare Medical")
clearly indicates that the "embolic protection 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 product model/specification selection, 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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@ HeartCare

Manufacturer: Shanghai HeartCare Medical Technology Corporation Limited

Address: Building 38, No.356 Zhengbo Road, LIN-GANG Special Area, China (Shanghai) Pilot Free Trade
Zone, 201422 Shanghai,China.

Zip code: 201201

No./Version: EPS-SMS-003/A
Issued on: 2025-10-13

10/10



&) LEEST

CucreMa npoTHBOIMOOJIUYECKOM
3alMThI

NHCTPpYKIMA 110 MPUMEHECHU IO

(Ilepen ncnoJib30BaHNEM BHHMATEIBLHO 03HAKOMbBTECH € JAHHON HHCTPYKIHeil, 00paTHB 0c000¢ BHUMAHNE HA BCe

NpeAyNpekAeHUs U Mepbl PE10CTOPOKHOCTH)

«[anxait XaptKsa Meaukan Texnonomku Ko., JIta.» (Shanghai HeartCare Medical Technology Co., Ltd.)
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DIFETT

HeartCare

[ HaumenoBanue uznenus )

Cucrema mpoTUBOAIMOOIMYECKON 3aIIUTHI
[ penynpexnenue]
® JlanHO€ U3/EeIHMe CTEPHUIN30BAHO OKCHJIOM ATHJIEHA.
® Il3menue mnpenHa3HAUYEHO JJIsl OJHOKPAaTHOrO mpuMeHeHus. [loBTopHas cTepuin3anus W MOBTOPHOE
WCTIOJIH30BAHUE 3ATPEIICHEI.
® He ucnonp3yidTe wW3jaeiHe, €ClU ITepea NpUMEHEHHeM OOHApy)KeHbI NMPH3HAKH BCKPBITHS YIAKOBKH, €&
MOBPEXKIEHUS, Pa3pbiBa UM €CIIH UCTEK CPOK TOJHOCTH CTEPUIIH3ALIHH.
® [lepen UCMOIB30BaHUEM HEOOXOIMMO BHUMATEIBHO 03HAKOMHTBCS C HACTOAIICH HHCTPYKIIMEH.
® I3nenue mpeHa3HAYCHO JJIS HCIIOJIE30BAHMSI TOJIBKO CIISIUAEHO 00yUYEeHHBIM METUIIMHCKUM TIEPCOHATIOM.
[ Komnuexranms )
® (CucreMa NpOTHBOAIMOOINYECKOH 3alIUTHI - | KOMIUIEKT. B KOMIUIEKT BXOJISAT: IPOBOHHK C YIIaBIHMBAIOIIAM
3JIEMEHTOM - | T, ABYCTOPOHHUI KaTeTep - | mT.

®  VIHCTpYKUUS 1O IPUMEHEHUIO - 1 3K3eMILLIp

® CepTuduKaT COOTBETCTBUSA - 1 IK3EMILISP

[Koncrpykuus u cocras)

Kaxk mokazano Ha Puc. 1, cucteMa npoTuBoIMOOTHUECKOH 3aIIUTH COCTOUT U3 MIPOBOIHUKA C YIIABINBAIOIIUM
JJIeMEHTOM W Karetepa. I[IpoBogHuk Bkimoyaer B cebs ¢uiubtp (1), mpoBogHWK (2), IUCTAIBHYIO
PEHTIeHOKOHTpAacTHYIO TIpy>kuHy (3) W apyrue KoMmroHeHTHL. Karerep cocTouT m3 cermeHta noctaBku (4),
cerMeHTa u3BliedeHus (5), OCHOBHOro Teia katerepa (6) m Apyrux dacteit, tae S1 m S2 0003HAYaIOT 30HBI C

THAPO(HUIBHBIM TIOKPBITHEM.

1 2 Ve AN
6 - N
an Y 2
: —_— — »
— ]

Puc. 1 Cxema cOOpKH CHCTEMBI TPOTHBOAIMOOINIESCKOMN 3aIIUTHI

Kaxk moxazano na Puc. 2, Ha 0001X KOHIax (GIIBTPa IIPOBOIHIKA C YIIABIABAIOIINM 3JIEMEHTOM PACIIONIOKECHBI
JMCTANbHBI PEHTTeHOKOHTpAcTHBIM Mapkep (1-1) M MPOKCHMANbHBIN PEHTTEHOKOHTpacTHbI Mapkep (1-5).
OuUIbTp M3TOTOBJICH TUIETEHUEM M3 HUTHHOJIOBOW mpoBosioku (1-3), obmagaromieii cBOMCTBOM MaMsTH (HOPMBIL.
BryTpu ¢unbTpa pasmenieHa orpaHuduTeNbHas TpyOka (1-2), KoTopas Mmo3BoJseT QUILTPY, ¢ OJHOW CTOPOHHI,
CKJIaJIbIBaThCA JUIsL IPOXOXKACHUS Yepe3 KaTeTepbl Maloro JUaMeTpa, a ¢ Ipyroil — IMOJHOCThIO PacKpbIBAaTHCS B
MPOCBETE COCYya, MIOTHO MpUeras K COCYAUCTON CTeHKE W ylaBiuBas (parMeHTbl TpoMOOB. B ycTbe puibTpa
YCTAHOBJIEH HHIUKATOP pacKphITUs (1-4), BEIIONHEHHBIH U3 O30JI0UYCHHON BOJIB(PaMOBO POBOJIOKH, KOTOPHIi

YETKO BH3YAIM3HPYET COCTOSIHUE yCThs (PritbTpa, objerdast Bpady OLEHKY CUTYAIlMH M MaHHITYJISITHH.
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Puc. 2 CxeMa KOHCTpYKIUYU IPOBOJHUKA C YJIABIUBAIOLIUM DIEMEHTOM

[IpoBonHUK BBITyCcKaeTcs B ABYX BapuaHTax JUIMHBL 190 cM 1 190/320 cm. Mogens 190/320 cM nMeeT TOUKy
M3JI0MA; JIO U3JIoMa JIUTHHA cocTaBisieT 320 cM, Ipr HEOOXOJUMOCTH IIPOBOTHUK MOXKET OBITh YKOpodeH 110 190 cMm.
Teno mpoBomHWKa UMeeT OHOCOBMECTUMOE YEPHOE MOJIMMEPHOE IOKPHITHE, KOTOPOE IOBBIIIAET JIETKOCTh
MPOJBMXKEHUS U TPOXOAUMOCTh CHUCTEMBI MPOTHBOAMOOINYECKON 3aIUTHl B KaTeTepe W cocyne. ucTanbHbIi
peHTFeHOKOHTpaCTHLIﬁ Y4acCcTOK, TIJIOTHO HaBUTBIH W3 HHaTHHO-HpPII[HCBOﬁ IIPOBOJIOKH, O6€CH6‘H/IBaeT
MIPEBOCXOIAHYI0 BU3YaIHM3AIMI0 MPOTEKTOPa NPH KIMHHYECKOM HCIIOIB30BAHUH, ITO3BOJISSI TOYHO ONpPEHCTATH
OJIO’KEHUE €r0 AUCTAIBHOTO OTJIeNa B OpraHu3Me.

KaTeTep, Hpe,Z[Ha3Ha‘ieHHbH71 AJIA AOCTAaBKU U U3BJICHCHHUS MMPOBOAHUKA C IPOTEKTOPOM, U3TOTOBJIEH METOJOM
MHOFOCTyHquaTOﬁ CBAapKU U3 Pa3IMIHBIX MaTE€PUAJIOB, YTO O6€CHG‘IHB36T COYE€TaHHueC FI/IGKOCTI/I 1 IPOYHOCTH IPpH
npoasmwkennn. OOnmamas ManblM HAapYy)KHBIM IHAMETPOM ¥ OOJBIIMM BHYTPEHHHM MPOCBETOM, a TakKXkKe
rUAPO(UIBHBIM MMOKPHITHEM Ha 000MX KOHIAX, KaTeTep JIETKO MPOXOAUT IO U3BUTHIM U CIIOKHBIM COCYyIaM, CBOJS
K MUHUMYMY PUCK IIOBPEKACHUS COCYIUCTON CTEHKU.

Kak mnokazano Ha Puc. 3, Ha cerMeHTe JOCTaBKM (3€JICHBIM) W CErMEHTE W3BJCUeHHs (CHHUI) KaTterepa
YCTaHOBJICHBI THOKHE TUCTATbHBIC HAKOHEYHHKH (4-1, 5-1) Genoro mBera, a TAK)Ke PEHTTCHOKOHTPACTHBIE MapKEPhI
(4-2, 5-2), uro 3¢ dexTUBHO MpenOTBpAIIAET MOBPEKACHUE COCYOB U MO3BOJISICT KOHTPOJIUPOBATH MOJIOKEHHUE
KateTepa B opraHm3me. Ha cermMeHTe JOCTaBKM PacHojOXKEHO OCHOBHOE OTBEPCTHE Ui MPOBOAHUKA (4-3) H

oTBepcTHe st oOMeHa (4-4), a Ha CerMeHTe U3BJICUCHUS — OTBEPCTHE A1 oOMena (5-3).

4-2 4-4 5-3 5.2
Puc. 3 CxeMa KOHCTPYKLMH KaTeTepa

BHyTpu ynakoBKU U3€1Us TOMOJIHUTEIBHO IPUCYTCTBYET IPOMBIBOYHBIN HHCTPYMEHT € TyIoH urnoi 23G u
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CTaHAAapPTHBIM KOHycoM JItoapa, peaHa3HaueHHBIM IS IPOMBIBKH U Iepy3UH KaTeTepa BpadoM.

Ta6n1/1ua 1. MOI[CJ'II/I, CHCHI/I(I)HK&HI/II/I CUCTCMBI HpOTHBO3M60HquCKOﬁ 3alllUThI 1 COOTBETCTBYIOIINE COCYIbI

ITpOBOIHUK C YJIABIMBAIOIIMM 3JIEMEHTOM Katerep
THaverp Hapyxnbrit Hapyxnbrit

Moges/tim e Huametp JmHa Jiuna JUaMeTp JUaMeTp O6mast

() ¢mnpTpa | mpoBomHHKARX IIPOBOJHUKA cerMeHTa cerMeHTa JUTMHA

(mm) (cm) OTW (cm) JOCTaBKH ns3BieueHus | (mm)

(mm) (mm)

SM*EPS-030-320 2.1-25 3.0 190 320 1.2 1.4 1800
SM*EPS-035-320 2.6-3.0 35 190 320 1.2 1.4 1800
SM*EPS-040-320 3.1-35 4.0 190 320 1.2 1.4 1800
SM*EPS-045-320 3.6-4.0 4.5 190 320 1.2 1.4 1800
SM*EPS-050-320 4.1-45 5.0 190 320 1.2 1.4 1800
SM*EPS-055-320 4.6-5.0 55 190 320 1.2 1.4 1800
SM*EPS-060-320 5.1-55 6.0 190 320 1.2 1.4 1800
SM*EPS-065-320 5.6-6.0 6.5 190 320 1.2 1.4 1800
SM*EPS-070-320 6.1-7.0 7.0 190 320 1.2 1.4 1800
SM*EPS-030-190 2.1-25 3.0 190 / 1.2 1.4 1800
SM*EPS-035-190 2.6-3.0 35 190 / 1.2 1.4 1800
SM*EPS-040-190 3.1-35 4.0 190 / 1.2 1.4 1800
SM*EPS-045-190 3.6-4.0 4.5 190 / 1.2 1.4 1800
SM*EPS-050-190 4.1-45 5.0 190 / 1.2 1.4 1800
SM*EPS-055-190 4.6-5.0 55 190 / 1.2 1.4 1800
SM*EPS-060-190 5.1-55 6.0 190 / 1.2 1.4 1800
SM*EPS-065-190 5.6-6.0 6.5 190 / 1.2 1.4 1800
SM*EPS-070-190 6.1-7.0 7.0 190 / 1.2 1.4 1800

[ O6aacTs npumenennsn )

® JlaHHOE M3IeNUe MPEIHA3HAYCHO I 00eCIICUCHHS JUCTABHOMN 3aIUTHI OT SMOOJUH BO BPEMS COCYAUCTHIX
WHTEPBEHLHMOHHBIX Mpoleayp. MokeT MPUMEHSTHCS B NepUPEPUIECKUX COCYAaX, KOPOHAPHBIX apTepHsIX U

COHHBIX apTCpUsX.

[Mporusonokasanusn]

® Hamnuue B aHaMHE3€ TIOITBEPIKICHHON aJlJIeprUUeCcKON Peakui Ha HUTHHOJ (HUKEIh-TUTAHOBBIH CILIaB).

®  3ampemiaeTcs pacKphIBaTh (PHIIBTP BHYTPU paHee YCTAHOBICHHOTO CTEHTA.

® 3anpemaeTCﬂ HCIOJIb30BAHUEC B CUJIBHO MU3BUTHIX COCYaX.

[ MorenmmanbHbIe oca0KHEHNS )
K IIOTCHIIMAJIbHBIM OCJIOKHCHUSAM OTHOC;[TCH, HO HC OFpaHI/IqI/IBaIOTC}I:

® HcOmarompusTHBIE pEakIMH B MeCTe JOCTyna (HampuMmep, apTEepUOBEHO3Has (HCTyla, TeMaToMa,

KpOBOTCUCHHUEC, IICCBAOAHECBPU3MA, I/IH(i)eKIII/ISI B MCCTC HyHKHI/II/I)

® HeOnaronpusTHbIC peakUy Ha aHTHATPETaHThI/aHTHKOATYJISTHTBI MIIM KOHTPACTHOE BEIICCTBO

Anneprudeckasi peakuus Ha MaTepuaisl yCTpPOHCTBA

® [Ipexonsmas cienora (TOIBKO IS MOKa3aHUH K IPIMEHEHUIO B COHHBIX apTEPHsIX)
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AmneBprzma

Crenokapus (TOJBKO JIsl KOPOHAPHBIX MTOKA3aHUN)
Aputmus

Paccioenue aprepuu

Tamnonana cepaua (TOJBKO A1 KOPOHAPHBIX MOKa3aHUH)
JleTanbHBII UCXOT

Hedopmanus, Kojarc, pa3pbiB WK I0JIOMKa YCTpOicTBa

Tpom603 ycTpoiicTBa (OCTPHBIHA U TTOOCTPHIH)

OMOo0IHsS BO3AYXOM, AEOPUCOM, OISIIKOW WIM TPOMOOM BCIEICTBHE MEXaHHMYECKOTO BMEIIATEIBCTBA BO
BpeMs Tpouenyphl (IpOsBIAIOLIASACS KaK MEIUIEHHBId KPOBOTOK WJIM €ro OTCYTCTBHE), HPUBOAALIAs K
TPaH3UTOPHOM HMIIEMUYECKON aTaKe WU UHCYJIbTY

OMO0aM3aMsl UM MUTPALUsI HHTEPBEHIIMOHHOI'O YCTPOHCTBa

DKCTPEeHHOE XUPYPruueCcKoe BMEIIATEIbCTBO

}Keﬂy,I[O‘IHO'KI/ILHe‘IHOC KPOBOTCYCHUC, CBA3AHHOC C aHTI/IKOaFy.l'IﬂHTHOﬁ TepaHI/IeI\/'I

Hapyurenne remoauHaMuKky — (HampuMmep, YCTOWYHMBAasS THIIOTEH3Hs, TpeOyromas BHYTPHUBEHHOM
MEJMKaMEHTO3HOM Teparim)

WNudexnus

Paccrnoenue cocyaucToil CTEHKH

HNmemus

WNupapkr Mmuokapaa

[Toueunast HeZOCTATOYHOCTH, TPEOYyIOIAs TUATH3a

[ToBTOpHOE BMEIIATEILCTBO B 30HE JICUCHUS

Cynoporu (TOJbKO J1Jisl TOKa3aHWH K MPUMEHEHHUIO B COHHBIX apTEepHsX )

Tsoxenast apuTMus, TpeOyroIas MEIUKaMEHTO3HOTO JICUSHHUS W/UIH BHYTPUBEHHON KapIUOCTUMYIISIIHN
Tpom603 (OCTpBIN U MOAOCTPHIN)

Bazocnazm

[epdopauns mnm pa3psiB cocyaa

[ Mpenynpexnenue]

® Ha moBepxHOCTH KaTeTepa HaHeCEeHO TruApodHIbHOE MOKphITHE. BO Bpems MCIONb30BaHUs W30eraiTe ero
MEXaHWYECKOTO TOBPEXKIICHHUSI M KOHTAKTa C OPTaHUYESCKUMHU PACTBOPUTEIISAMU, TAKHMH KaK CITHPT, YTOOBI
MPEIOTBPATHTh Pa3pylICHHE THAPOPHILHOTO CIIOSI.

® He cxumaiite Oenblii MTUCTANBHBIN HAKOHEUYHWK KaTeTepa, TaK KaK 3TO MOXET NMPHUBECTH K CMEUICHHUIO
BCTPOCHHBIX PEHTTCHOKOHTPACTHBIX MAPKEPOB /WU JIe(hOpMalliH IIPOCBETA KaTeTepa.

® [Ipu mpoMbBIBKE CETMEHTA JOCTAaBKH KaTeTepa HETOJIHOE MEPEKPHITHE OCHOBHOTO OTBEPCTHS AJISI TPOBOTHIKA
MOJKET MPUBECTH K BO3AYLTHOW SMOOITHUH.

® [loxbupaiiTe pasmep (GUIBTpa B COOTBETCTBHU C JTUAMETPOM IIEIEBOTO cocyaa. UpeaMepHO OONBIION WM
MaJIbIil pa3Mep MOXKET TMPUBECTH K HEAJICKBATHOMY TpHJICTAHWIO (QHIbTpa K COCYAHUCTON CTEHKE HIIU €ro
HETIOJTHOMY pacKpbITHIO. HecooTBeTcTBHE pa3Mmepa (HIBTpa MOKET BbI3BaTh 3aMEIJICHHE KPOBOTOKA/ero
OTCYTCTBHEC W/WIHM 3MOoimto. (11 BEIOOpa MOIXOASIIETO MPOBOJHUKA C YJIABIWBAIOUIAM 3JIEMCHTOM CM.
Tabnumy 1).

® [locrne BBeACHMSI TPOBOJHIKA C YIABIHBAIOIINM JIEMEHTOM B OPTaHH3M ITallHEHTA CIIeAyeT MUHUMU3UPOBATH

€ro BpallCHUEC. LIpe3MepHoe Bpal€Huec IMpOBOJHHKA C BBICOKOM BEPOATHOCTBIO MOXKCT MNPUBECTU K €TO

CITYThIBaHUIO.
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® Hukorna He npuiaraiite 4pe3sMepHbIX YCHIIMH K MPOBOAHUKY C YJABIHMBAIOLIUM 3JI€MEHTOM. B npoTtuBHOM
Clly4ae 3TO MOXET MPUBECTH K JUCTAIbHON AMOONINHU, a TaKkkKe K MOBPEXKACHUIO COCyAa H/WIM CaMoro
YCTpOMCTBA.

® Jlo BBIACHEHMs] NPUYMHBI BO3HMKHOBEHUS CONPOTHBIIEHMS 3alpeIlaeTcss W3BJEKaTh WIM IepeMellaTh
YCTPOMCTBO B IIPOCBETE COCYAa. B IPOTUBHOM Cilydae 3TO MOXKET IPUBECTH K AUCTAIBHOM 3MO0NINH, a TaKxKe
K HOBPEXACHUIO COCYJIa U/HIIN CaMOro ycTpoiicTaa.

® He pa3meniaiiTe HAKOHCYHHUK IIPOBOIHIKA C YIABIHBAIOLINM 3JICMEHTOM B COCY/aX, KOTOPHIE HE MO3BOJISIOT
MPOBOAHUKY CBOOOZHO IIEpeMeIIaThCA. B mpoTHBHOM ciTydae 3TO MOKET IIPUBECTH K TUCTATBHON SMOOIINH, a
TaKXKe K MOBPEXKACHUIO COCYIa U/UIIM CaMOT0 YCTPOMCTBA.

® [locie mepBOHAYaIbHON YCTAaHOBKM CBEJUTE K MMHUMYMY IIepeMeIlleHHE MPOBOJHHKA C YJIABIMBAIOIIUM
3JIeMeHTOM. Upe3MepHoe IepeMenieHne POBOTHIKA MOKET MPUBECTH K AUCTAIBHOW AMOOJHH, a TakkKe K
MOBPEKACHHUIO COCYa U/MIIN CaMOT0 YCTPOHCTBA.

® Hukorna He IbITaiiTech peNoO3ULMOHUPOBATH MM M3BJIEKATh IMPOBOJHUK C YJIABIHMBAIOLIUM 3JIEMEHTOM 0e3
UCIIONIb30BAHUS KaTeTepa. B MPOTUBHOM cilydae 3TO MOKET NPUBECTH K JUCTAIBLHON 3MOONUH, a TaKXke K
MOBPEKACHHUIO COCYJa U/MIIN CaMOr0 YCTPOHCTBA.

®  PerynsapHO HPOBOIWTE PEHTITEHOCKOMHMYECKOe HAOIIONEHHE 3a MPOBOJHUKOM W MOHHTOPHHT COCTOSHHS
MaKenTa, 4To0bl YOeaIUThCA B OTCYTCTBHM OKKIIIO3UM (DUIBTpa, KOTOpAsk MOXKET MPHUBECTU K 3aMEICHUIO
KPOBOTOKA/€r0 OTCYTCTBUIO. B ciydae OKKIO3uM (DUIBTpa HIM CHIDKEHHS CKOPOCTH KPOBOTOKA (UIBTP
JIOJDKEH OBITh W3BIICYCH.

® BpeMms HaxoXAEHUS NPOBOJAHMKA C YJIABIMBAIOLIMM 3JIEMEHTOM B OpraHM3Me HE NOJDKHO IpeBblarh 60
MUHYT, B IPOTHBHOM CITy4ae 9TO MOXKET MIPUBECTH K IMOOIH3AIIUH, BEI3BIBAIOIIECH 3aMeUIEHIE KPOBOTOKA/ET0o
OTCYTCTBHE.

® [Ipu momHOM wW3BICUEHHM (IIBTPa 4Yepe3 pa3sBEpHYTHI CTEHT C HCIIOJIB30BAHMEM METO/AA YaCTHYHOTO
BOCCTaHOBIICHHSI TpeOyeTcss ocobasi OCTOPOKHOCTh. [IpW OIIyIIEHWH CONPOTHBICHUS HEOOXOANMO
MPOABUHYTH (MIIBTP M CETMEHT U3BJICUEHHs KaTeTepa AMCTalbHO, 3aTeM OoJsiee MOJHO BTSAHYTh (PUILTP B
KaTeTep nepes] MOBTOPHOM MOMBITKOM €ro BhIBEICHUS.

®  3ampemaeTcs MCIOIb30BaTh MPOBOAHUK C YJIABIMBAIONINM 3JIEMEHTOM IPH MEXaHWYECKOH TPOMOIKTOMUH,

aTEPIKTOMHUH HJIH C JIA3epHBIMH YCTPOUCTBAMU, TPEOYIOMNME MPUMEHEHHS CIICHHATFHBIX TIPOBOIHUKOB.

[ Mepn1 npexocropoxnocTu)
[ J I/I3Z[GHHC CJICAYCT XpaHWUTb B NPOXJIaJHOM, CYyXOM M 3alllMIICHHOM OT CBCTa MECTC, n3deras ImonagaHus
MMPAMBIX COJTHCYHBIX queﬁ.
3aHpeH1aeTC$I HCIIOJIb30BAHUE B CIIydac HAPYHICHUS LICJTTIOCTHOCTU YIIAKOBKHU.
3anpermaercs NCIOIb30BAHUE TIPH M3TUOE UK TIOBPEXKIECHUN U3IEIIHS.

W3nenue noInKHO OBITH MCIIOJIE30BAHO J10 UCTCUYCHUS CPOKA r'OJHOCTH.

Boszneiicteue Temmeparypbl Bbime +54 °C (+130 °F) MoXeT NpHBECTH K TMOBPEKACHUIO CUCTEMBI
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MIPOTHUBOIMOOINYECKOH 3aIIUTHI U €0 IEMEHTOB.

®  Crepuinzanus HACHILIEHHBIM NTapoM MO/ JaBJlIeHHEM (aBTOKJIABUPOBAHHE) 3alpelieHa.

® licnonp3oBaHHME H3ENUS OJDKHO CONPOBOXKIATHCS PEHTTEHOCKOMMYECKHMM KOHTPOJEM U IPOBEACHHUEM
COOTBETCTBYIOIIECH aHTUKOATYJIIHTHOW TE€pPaIlHH.

® [lepen mpuMeHEeHHEM yOeIUTECh, YTO MOJIEIb, CHEIM(PUKALIMN U pa3Mephl U3AETHS TOAXOIAT AJI1 KOHKPETHOM
MIPOLIETyPHI.

®  li3Bnekas uzzgenue U3 ymakoBKH, TIIATEIHHO MTPOBEPHTE €T0 IEIOCTHOCTb.

® BparnieHne CUCTEeMbI IPOTHBOAMOOINYECKOH 3allIUThl MOYKET BBI3BATh €ro M3ru0 WM pacciioeHue. B cioydae
3HAYUTENBHON JedopManuu ycTpoicTBa MPOTEKTOP M BCE COMYTCTBYIOMIME HHCTPYMEHTHI JOJDKHBI OBITH
W3BJIEUYEHBI BMECTE.

IToaroroBka Kk NpMMEHEHH IO

® B coOoTBETCTBUHU CO CTaHAAPTHBIMH IIPOTOKOJIAMU Ha3HAUBTE aHTUKOATYJITHTHYIO TEPAIUIO U KOHTPOJIUpPYHTE
AaKTHBHPOBAaHHOE dYacTHiHOe TpomOoruiactuHoBoe Bpems (AUTB). Ilpm mpoBeseHwH cocymucTOM
MHTEPBEHIIMOHHON MPOLEAYPHl C HCIOIb30BAHUEM JAHHOTO YCTPONCTBA PEKOMEHAYETCS OJAHOBPEMEHHOE
IIPUMEHEHNE aHTUArPEraHTHON Tepanui.

® [IpoBenute aHTHOrpadHIO.

® Ompenenure LENEBYI 30HY PacKpbITHs (UIbTpa B COCYZAE, PACIONOXKEHHYIO NPUOJIM3UTENBHO Ha 3 cM
JIUCTalbHee opakeHus. VaMepbTe AuaMeTp cocyia B 3TOH 30HE M MoA0EpUTE (QUIBTP COOTBETCTBYIOIIETO
pa3sMmepa. YOemuTech, YTO COCYIWCTHIM CETMEHT JIUCTallbHEe TOpPaKEHHs WMeeT JUIMHY 4-5 cM uis
oOecrieueHus MOJTHOTO PACKPBITUS (PHIIBTPA.

® y6eZ[I/ITCCL, YTO pa3MEp HAIIPABJIAIOMIETO KaTE€TCPa MO3BOJISICT IIPOBECTU KATCTEP NPOTEKTOPA 3M6OJ’II/I33.LII/II/I.

Ta6nnua 2. CoBMeCTHUMBIC MMPOBOAHUKH U pa3MEPbI HAIPABIAIOIINUX KATETEPOB AJIsI CUCTCMbI

MTPOTHBOAIMOOTMYESCKON 3aIUThI

Juamerp Juametp MuH. tuameTp
¢mbTpa MPOBOJHUKA HAIpaBIIAIOIErO
(Mm) (in) karerepa (in)

3.0 0.014-0.018 0.066

35 0.014-0.018 0.066

4.0 0.014-0.018 0.066

4.5 0.014-0.018 0.066

5.0 0.014-0.018 0.066

55 0.014-0.018 0.066

6.0 0.014-0.018 0.066

6.5 0.014-0.018 0.066

7.0 0.014-0.018 0.066

L CTepI/IHLHBIM METOAOM HU3BJICKUTC CHUCTCMA HpOTHBO3M60HH‘l€CKOﬁ 3alIATBI U3 YIIAKOBKU U IIOMECTUTEC €I'0 B

CTECPIIBHYIO paboUyIo 30HY.

® CHHUMHTE YCTPOMCTBO JUIsl IPOMBIBKH € TYIOH urioi 23G U yATUHUTENb.
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OunbTp MOTPY3UTE B TEHAPHHU3UPOBAHHBIN (DU3MOIOTUUCCKUIA PAacTBOP A CMAUWBAHWUA W yIAICHUS
BO3yXa.

Kak moka3zano Ha Puc. 4, akkypaTHO yAep)KHBaiiTe KareTep BOIM3HM GEI0ro AMCTaIbHOTO HaKOHEYHHKA (4-1)
CerMeHTa JIOCTaBKH U 32 OCHOBHOE TeNo KateTepa (6) st moanepkku ero ocu. [lorsaure npoBoaHuk (2) B
MPOKCHMAIIFHOM HAIIPaBICHUU A0 TeX MOp, Moka GmibTp (1) U aucTansHas peHTTeHOKOHTPACTHAS MPYKUHA

(3) moTHOCTHIO HE BOWIYT B MPO3PAYHBINA yHIaCTOK (4-5) cerMeHTa JOCTaBKH KaTeTepa.

4-1 4-5 6

’ ’ /
i T —— __ Lwmy {
{ — 7
3 1 2
Puc. 4 Cxema 3arpy3Ku IMpOBOJHHKA C YJIABJIMBAIOIIUM 3JICMCHTOM B CCIMEHT AOCTAaBKH
HpOMOﬁTe OenbIi JIUCTAIbHBIM HAKOHEYHUK CETMEHTa JOCTaBKHU renapuHu3npOBaAHHBIM q)HSPIOJ'IOFI/ILICCKI/IM
paCTBOpOM O IOJHOTO YAAJICHUA BCETO BO3AyXa U MOABJICHUA KUIAKOCTU U3 OCHOBHOTO OTBCPCTHUSA IJIA

poBoaHUKA. [Ipy HEOOXOMMOCTH UCTIOJIB3YHTE MPOMBIBOYHBIN HHCTPYMEHT C Tyro# urioi 23G.

OCTOpO)KHO HaXXMHUTE Ha OCHOBHOC OTBCPCTHEC AJId MNPOBOAHUKA U npoz[omxaﬁTe MIPOMBIBKY 10 IIOJJHOTO

YAAJICHHA BO3AYyXa U NOABJICHUSA )XUJAKOCTH U3 OTBEPCTUA OJIA 00MeHa Ha CErMEHTE JAO0CTaBKH.

ITpuMevaHue: eciad B Ka4yecTBE IMPOBOAHHMKA OBICTPOro OOMEHA HCIIOIB3YeTCs CMEHHBII MPOBOAHHMK C YJABIMBAIOIIHM
aneMeHToM JutiHOH 320/190 cM, IpOYHO yAepKHUBalTe IIPOBOAHKK C 00EUX CTOPOH TOYKH M3JI0Ma U OTJIIOMHUTE MPOKCHMAIIBHBIN

KOHEI[ IPOBOJHUKA, [10CTIe Yer0 YTHIM3UPYITE ero.

X

Puc. 5 Cxema Touku U3110Ma IPOBOTHUAKA

JlocTaBka U pacKpbITHE

Ucnonp3yst craHAapTHYIO TEXHUKY, BOWIUTE B LIEJIEBYIO apTEPUIO U TIPOABUHBTE OCHOBHOW MPOBOAHUK Kak
MUHHMYM Ha 5 cM JHcTajbHee NaTbHETO Kpasl LIEJIEBOT0 MOpaKEeHHUSI.

[TpokoHTpONIUpYTE BBIXOJ OCHOBHOTO MMPOBOJIHUKA, YOS IUBIIHNCh, YTO €r0 KOHEI BU3YalTU3UPYETCA.
Hanenbre Oenblil IUCTaNbHBIA HAKOHEYHHUK CETMEHTA JOCTaBKHM KaTeTepa CUCTEMBI MPOTHBOIMOOINYECKOM
3alllMThl Ha MNPOKCHUMAJIBHBIM KOHEI] OCHOBHOI'O IPOBOJHMKA M MPOIABUHBTE €ro BHEpe] IO BBIXOJa
MIPOBOJHUKA YEPE3 OCHOBHOE OTBEPCTHUE JJIsl TPOBOAHUKA.

HpI/IMe‘{aHI/Iei HC HpOﬂBHFaﬁTe HpOKCHMaJ’ILHLIfI KOHE€II OCHOBHOI'O MNPOBOJIHHMKA 3a NPEAC/Ibl OCHOBHOI'O OTBEPCTUA IJIA

IPOBOJAHUKA, TAK KaK 3TO MOXET INOBPEANUTH NIPOBOAHUK C YJIABJIMBAIOLIUM DJIEMEHTOM.

Msirko OPpOABUHBTE CETMCHT JOCTABKH KATCTCPa CHUCTCMBI HpOTI/IBO3M6OJII/I‘IeCKOﬁ 3alllUTbl C MPOBOJHUKOM
0 OCHOBHOMY MNPOBOAHHKY B HaHpaBJ’I}IIOH_[I/Iﬁ KaTeTep. HpononmaﬁTe OpOABMIKCHHUE OO0 TEX IIOP, IMOKa
peHTFeHOKOHTpaCTHLIﬁ MapKep CCrMeHTa JOCTAaBKU HC OKAXXCTCA KaK MUHUMYM Ha 4-5 cMm AUCTAJIbHEC Kpas

MMOpaXCHUs.

[TpumMedanune: npy NPOABHKEHHUH CIIEAYET Y€TKO Pa3IHIaTh IPOBOJHUK C YJIABIHBAIOIINM 3JIEMEHTOM U OCHOBHOH IIPOBOAHIK.

[TonnOE BpalllCHUE KaTeTEpa HE JOITYCKACTCs, TaK KaK 3TO MOXKET IPUBECTU K CITYTBIBAaHHUIO IIPOBOJAHUKOB C KATETECPOM.

YaepxxuBas KareTep HENOABMXKHO, M3BJICKHTE OCHOBHON IIPOBOJHHUK, COXpPAaHss IIOJNIOKCHHE KaTeTepa
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JIOCTaBKHU U IIPOBOIHMKA C YJIABJIIMBAIOIINUM JJIEMEHTOM.

Y nepxuBasi KaTeTep HEMOABUKHO, MITKO MPOJABUHBTE MPOBOJHUK C YJIABIHUBAIOIIUM 3JIEMEHTOM BHOEpEN A0
COBMEIIEHHS JUCTAITBHOTO PEHTICHOKOHTPACTHOTO MapKepa Ha (GUIIbTPE ¢ pEHTTeHOKOHTPACTHBIM MapKepOM
CEerMeHTa JI0OCTaBKHU KaTeTepa.

[IpoxonTpoMMpYylTE TONOXKEHNE (UIBTPa, YOSAMBIINCH, YTO €TI0 MPOKCUMAIBHBIA PEHTTEHOKOHTPACTHBINA
MapKkep HAaXOJWTCS Ha pPAcCTOSTHUM HE MeHee 2 CM OT TMPEANojaraéMoro JHUCTajlbHOrO0 KOHIA
WHTEPBEHIIMOHHOTO YCTPONCTBA JUIs JIeueHUs opaxkeHust. [Ipr Heo0X0[MMOCTH OCTOPOKHO MTPOJIBUHBTE BECH
y3eJ CerMeHTa JTOCTABKH, YTOOBI MPOKCUMAIIbHBIH MapKep (HIIbTpa pacroyarajicsi Kak MHUHHUMYM Ha 2 CM
JUCTaJIbHEE IIOPAKEHUS.

ITpumeuanue: GUIBTP NOJDKEH OBITh MPABHIBHO MO3UIMOHMPOBAH Ha JAOCTATOYHOM PACCTOSHHUH OT 30HBI MOPAKECHHS, YTOOBI
o0ecreynTh BO3MOKHOCTh KOPPEKTHOTO MIPOABIKEHHSI MHTEPBEHIIMOHHOTO YCTPOiicTBa 6e3 NPUOIMIKEHHS K IPOKCUMAIBHOMY
Kparo ¢unpTpa Onmxe, 9eM Ha 2 cM.

VYnaepxuBas NPOBOJHUK C YJIABIHMBAIOLIMM 3JIEMEHTOM HEMOJBHXKHO, MATKO OTTSHHUTE KaTeTep Hazam,
MO3BOJISASA (DUIIBTPY BBIMTH M PACKPBITHCS B MpocBeTe cocyda. IIpn HEoOXOAUMOCTH PENO3MIUU (PHIBTPA
MPOJBUHBTE KaTeTep 0OpaTHO depe3 (PHILTP, CKOPPEKTUPYUTE MOJIOKEHUE KaTeTepa W MPOBOJIHHUKA, 3aTeM
MOBTOPHO packpoiite puibTp. He mpITaiiTech mepeMecTuTh GUILTP 3a Mpeaeibl KaTeTepa.

ITpuMeuaHne: HUKOTJA HE MBITAHTECh PENO3HLMOHUPOBATh WIM U3BJIEKaTh NMPOBOJHHUK C YJIABIMBAIOIIMM 3JICMEHTOM 0e3
HCIOJIb30BAHMS KaTeTepa CUCTEMBI IIPOTHBOIMOOIMYECKON 3aIUThI. DTO MOXKET MPUBECTH K JUCTAIbHOI SMOOIIMH, a TaKKe K
HOBPEXCHHIO COCYIa /UK CaMOT0 yCTPOHCTBA.

[Tocne mnpaBUABLHOTO PACKPBITHS (UIBTPAa JODKEH OBITh BHUJIAEH 30JIOTHCTBI PEHTTEHOKOHTPACTHBIN
WHAMKATOP PACKPBITUS GHIbTpa. [Ipy ero 0TCyTCTBUHU MOBTOPHO PACKPONUTE (PUIBTP HIIH U3BJIEKHTE CHCTEMY
(UIBTP/MPOBOAHUK C YJIABIMBAIONIMM DJIEMEHTOM W KaTeTep JOCTaBKH) LEIMKoM. [lociie M3BiicUeHUs U3
OpraHu3Ma naryeHTa IIPOBOJIHHUK C YJIaBJIUBAIOIINM 3JIEMEHTOM ITIOBTOPHOMY BBEICHHUIO U UCIIOJIL30BaHUIO HE
MOJJIEKHUT.

Yoeaurech, 9To (UIBTP W €r0 NMPOKCHUMAIIBHBI PEHTTEHOKOHTPACTHBIM MapKep IUIOTHO MPHIETaloT K
COCYZlI/ICTOI\/'I CTCHKC.

[Tocne packpeiThs QUIIBTPa B IEIEBOM IMOJIOKEHUH OCTOPOKHO U3BJICKUTE KATETEp U3 OpraHu3Ma MalueHTa.
CoxpansiiTe karerep B cTepwibHOW 30He. He yrwnmmsupyiite karterep. CerMeHT wu3BieueHUs (CHHUIA)
MpeaHa3sHa4YeH I U3BJIICUYCHUS IPOBOJHUKA C YIIABJIMBAIOIINUM DJIEMEHTOM.

[TomecTuTe KaTeTep B CTEPUIILHBIN TeMapUHU3UPOBAHHBIN (DU3HOIOTHYECKHI PAaCTBOP WJIM HAa CTEPUIIHHOE
moyie Ui TIOCIEAYIONIETO HWCIIONb30BaHUS TIPH M3BJICYCHMHM TPOBONHWMKA. He meperubailite u He
MepEeKpyUYUBANTE KaTETEP.

Ucnonp3yiiTe NpOBOJHUK C yIaBIMBAIOUMM 3iemMeHToM auamerpoM 0.014 mroiimMa B kKadecTBE OCHOBHOTO
MPOBOAHUKA ISl IPYTUX MHTEPBEHLUUOHHBIX YCTPOUCTB BO BpeMsl Mpoueayphl. B TeueHne Bceil mpoueaypol

COXpaHSIfITC IMOJIOXKCHUEC IMPOBOJHUKA C YJIABJIMBAOIIUM 3JICMEHTOM HEU3MCHHBIM.

H3Bieyenue u ynajieHue

[Tocne 3aBepiieHUs] MHTEPBEHIIMOHHON MPOIEAYPHl MPOMOUYNTE AucTainbHble 20 CM CerMeHTa W3BJICUCHUS
(cuHMi) KareTepa TenapUHU3UPOBAHHBIM (PH3HOIOTHYECKHM pPacTBOpOM. IIpomoiiTe Oenblid JAUCTAIBHBIA
HAKOHCYHHK CEIMEHTa M3BIICUCHUS IS YAAJICHHUS BCETO BO3yXa JI0 MOSIBJICHUS KUAKOCTH U3 OTBEPCTHS JIIS
o0MeHa Ha CETMEHTE U3BJICUCHUS.

HanenpTte cerMeHT M3BICUCHNUS KaTeTepa Ha IPOBOIHUK C YIABIMBAIOIINM YIEMCHTOM U IPOBEIUTE €0 Yepes3
HAIPaBIISIOMINI KaTeTep/HHTPOIBIOCED.

IIponBuHbTE KaTeTep A0 TEX MOP, IOKA €r0 TUCTAIbHBINA PEHTTEHOKOHTPACTHBIM MapKep HE pacloyIoKUTCS Ha
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OITHOM YPOBHE C MPOKCHMAIEHBIM PEHTT€HOKOHTPACTHEIM MapKepoM (HHIIbTpa.

®  |lI3Bieuenue GUIBTPA MOKET BHITOTHITHCS METOAOM YaCTHYHOTO HIIH TIOJTHOTO 3aKPBITHS.
A. MeTos 4aCTUYHOTO 3aKPBITHS: MATKO MPOJBUHBTE CEIMEHT U3BJEUEHUs uepe3 QUIbTp TaKUM 00pazom,
9TOOBI MPOKCHMANBHAsI 9acTh (PIIIBTPA, BKIIFOYAs WHIUKATOP PACKPBHITHS, OKa3ajlach BHYTPH KareTepa, U

3a(hUKCHPYUTE POBOAHUK C yIABIUBAIOIIIM dIICMEHTOM.

Puc. 6 Metoa 4aCTUYIHOTO 3aKPBITHS
B. MeTto MOIHOTO 3aKPBITHS: MIATKO MPOJBHHBTE CETMEHT M3BJICUCHHS Yepe3 GUIBTpP IO TeX Mop, IMOKa BCe
PEHTTCHOKOHTpPACTHbIE ~ Mapkepbl Ha (QUIbTpe HE OKaXyTcs BHYTpH KaTerepa. JlucranbHas

PCHTICHOKOHTpPACTHAA IMPYXKWHA MOXKET OCTAaBATbCs CHAPYXKU KAaTCTEPA.

5K
R

Puc. 6 Cxema METO/1a IMOJIHOT'O 3aKPbITHA
[ AKKypaTHO H3BJICKUTC KAaTCTECp BMCECTC C MPOBOAHHUKOM C YJIaBJIMBAIOIIHUM 3JICMEHTOM KaK €AWHOC IEJIOC.
OTKpOﬁTe reMOCTaTUYECKUM KJlamlaH Ha HampasJISIIOIIEM KaTeTepe/I/IHTpO,I[LIOCCpe, yTOOBl 00eCIeYuTh
6eCHpeH${TCTBCHHOC H3BJICUCHHUEC KaTCTEpa. CO6J’I}OI[aI\/'IT€ OCTOPOXKHOCTbD, YTOOBI M30€KAaTh KOHTAaKTa C

00J1acTBIO BMEIIATENIBCTBA. 110CiIe H3BICUCHUS U3 OopraHu3Ma naiyveHTa U3ACIUC MOMJICI)KUT YTUIIU3AlUH.

[ Crepunnszaumus )

Cucrema HpOTI/IB03M6OJ'II/I‘IGCKOﬁ 3alIAThI CTCPUIIN30BaH OKCHUJIOM 3THUJICHA.

[ Vcaosus xpanenus )
®  [i30eraifte mpsMOTO BO3/ICUCTBHS COTHEUHOTO CBETA.

®  CoIepKHTE B CYXOM MeECTe.

[ Vcaosus tpancnopruposku ]
IIpy TPaHCIIOPTHPOBKE CIEAyeT U30eraTh CUILHOTO CAABIMBAHUS, IIPSIMOIO BO3JEHCTBHS CONHEYHBIX JTydek
H I1ornagaHuA aTMOC(bepHLIX 0CaaKOB.

[ 1aTa nponssoacrea, cpok rognocTn }

CM. Ha ymakOBOYHOM 3THKETKeE.

[ Cpox roanocru]

ITpu cobmroneHNy YCTaHOBIICHHBIX YCIOBUH XpaHESHHSI CPOK TOJHOCTH H3/IENIUS COCTABISICT 2 TOAa.

[[aTa cocTaBiieHHsI/IepecMOTPAa HHCTPYKIMH 110 NTPHMEHEHHUIO|

HpI/I CO6J'IIOL[€HI/II/I MMpaBUJI XpaHCHUSA CPOK IT'OAHOCTHU COCTABJIACT 2 roga.

[ O6o3nauenus u cumMBOIBI )
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[[TocaenponaxHoe o0cay:KUBaHUE]

Kommanus «lllanxaii XaptKsa Menukan Texnonomku Kopmopeiimn Jlumuren» (Shanghai
HeartCare Medical Technology Co., Ltd.) crpemutcss mpeaocTaBisTh BBICOKOKAUYECTBCHHBIC H
BBICOKOA((DEKTUBHBIE METUITMHCKUE TPOAYKTHI 711 OOJACTH HEBPOJIOTMYECKOW HHTEPBECHIIUH.
HeartCare Medical rapantupyer, 4To mpH MOJIYYEHUH KIHEHTOM MPOIYKTOB, MPOU3BEACHHBIX
Halle KOMIAaHHWEW, B HUX OTCYTCTBYIOT Ne(eKThl MaTepHaloB WM H3roToBieHus. [lo npyrum
BOIIPOCaM, CBSI3aHHBIM C TIPOAYKTAMH, IPOCUM 00paNaThCsl HEIOCPEICTBEHHO B KOMITAHUIO.

[OduumnanbHoe 3asiBiIeHUE]

Kommnanus «Illanxait XaprKsa Menukan Tekuonomku Kopropeiitnn Jlumuten» (Shanghai

HeartCare Medical Technology Co., Ltd.) ueTko yka3bIBaeT, 4To «crcTEMa MPOTUBOAIMOOIUUECKOM

11/ 13



&) LEEST

3alUThl», MPOU3BEIEHHAs HAallel KOMIIAaHWEH, SIBISETCS OJHOPAa30BBIM M HE MOXET OBITh
ucrnonb3oBano noptopHo. HeartCare Medical He HeceT 005S3aHHOCTH MO PEMOHTY MPOJIYKTa WU
ycTpaHeHuto c0ost B pa0oTe, BBI3BAHHOIO HENPABWIBHBIM BBIOOPOM MojeNH/crielupuKanum
IIPOJYKTa, HEPABWIBHOM 3KCIUTyaTalluel WK 000N Apyroil aBapuiiHOM CUTyalMel, BbI3BAHHOM
yesioBeyeckuM (paktopoM. UTo Kacaercs BO3MOMXHOCTU IOBTOPHOTO HCIOJIb30BAaHUSI CHUCTEMBI,
HeartCare Medical He pekoMeHIyeT, HE YKa3bIBAaET U HE T0JIpa3yMeBaeT 3TO B Kakoi-nmbo (opme,
U KOMIIAaHUsI HE HeceT OO0S3aHHOCTH MO PEMOHTY IPOAYKTa MM YCTpaHEHHIO cOosi B pabote,

BbI3BAHHOI'O ITIOBTOPHBIM HCIIOJIb30BAHHUECM.
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@ HeartCare
COMPLETE SOLUTION FOR STROKE

MpouzBogurenn: «lanxaii XaprKsa Menukan Texknonomku Kopropeiinn Jlumuten» (Shanghai HeartCare
Medical Technology Corporation Limited)

Anpec: 3nanue 38, Ne 356, Uxan60 Poyn, Cnennanbubiidi paiion JInaeran, Kurarickas (Illanxaiickas) maioTHas
30Ha cBoOOHOM Toproenu, 201422 lanxaii, Kuraii.

IMouToswlii nuaekc: 201201

Homep/Bepcusn: EPS-SMS-003/A

Jara my6smkamuu: 13 okta6ps 2025 rona
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Neuro Micro Guide Wire

Instruction for Use

(Please read this IFU carefully before use, and pay special attention to all kinds of warnings and
precautions)

Shanghai HeartCare Medical Technology Corporation Limited



&

DIFETT

HeartCare

[Product Name]

Neuro Micro Guide Wire

[Warnings]

This product is sterilized using ethylene oxide.

This product is disposable. Please do not reuse it. Reuse, reprocessing or re-sterilization may
damage the structural integrity of the device and/or cause device fault, which may accordingly
lead to injury, illness or death of patients. Reuse, reprocessing or re-sterilization may also cause
the risk of device contamination and/or lead to infection or cross infection of patients, including
but not limited to the transmission of infectious diseases from one patient to another.
Contamination of the device may lead to infection, illness or death of the patient.

Do not use if the packaging is found to be opened, broken, leaked or has exceeded the
sterilization period before use.

Read this IFU carefully before use.
The product can only be used by professionally trained doctors.

After use, dispose of the product according to relevant regulations of hospitals, administrative

departments and/or local governments.

[Package List]

A set of Neuro Micro Guide Wire.
Related accessories (including introducer, torque device and shaping mandrel).
One copy of IFU.

One copy of certificate of conformance.

[Product Description]

As shown in Figure 1, the Neuro Micro Guide Wire is composed of (1) Distal radiopaque coil, (2)

Stainless steel coil, (3) Guide wire shaft, (4) Distal coating, (5) Proximal coating.

_ Y PN 5 W,

1 2 3

/ / /

e N

Figure 1 Structural Schematic Diagram of Neuro Micro Guide Wire

As shown in Figure 2, the accessories include (1) Introducer, (2) Torque device and (3) Shaping mandrel.

2/8
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=

(1) Introducer (2) Torque device

T

(3) Shaping mandrel

Eﬁ

Figure 2 Schematic Diagram of the Accessories

The distal radiopaque coil of Neuro Micro Guide Wire is made of platinum alloy, with the length of about
3 ~5Scm.

The guide wire can be divided into three specifications based on its proximal diameter: 0.010inch,
0.014inch, and 0.016inch. The length of the 0.010inch guide wire is 200cm; The 0.014inch and 0.016inch
guide wires have two lengths, 200cm and 300cm, respectively; A 200cm length guide wire can be quickly
exchanged, while a 300cm length guide wire can be quickly exchanged and coaxially exchanged.

The 010 guide wire is a stainless steel mandrel; 014 and 016 guide wires are hybrid mandrels with a nitinol
mandrel attached to a stainless steel mandrel.

All specifications of guide wires are coated with polymer coating on the proximal end and hydrophilic
coating on the distal end.

See Figure 1 and Table 1 for the specification and dimension of the Neuro Micro Guide Wire.

L1

- -—

Figure 3 Schematic Diagram of Dimensioning of Neuro Micro Guide Wire
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Table 1 Specification and Dimension Table of Neuro Micro Guide Wire

D

sﬁt?;lc:;:n — — L1/mm L2/mm L3/mm
SM*NMW-10200 0.01040.001 0.2540+0.0254 200050 30+ 1.5 270+ 10
SM*NMW-14200 0.014+0.001 0.355610.0254 200050 50+2.5 370+10
SM*NMW-16200 0.01640.001 0.4064+0.0254 200050 50+2.5 370+10
SM*NMW-14300 0.014+0.001 0.3556+0.0254 300050 50+2.5 37010
SM*NMW-16300 0.01640.001 0.4064+0.0254 3000450 50+2.5 370+10

[Indication for Use]

e  For use in the neurovascular system in conjunction with a diagnostic or therapeutic catheter for

placement into the selected lesion site.

[Contraindications]

e  Patients allergic to contrast media;

¢  Patient allergic to nickel-titanium alloy materials;

e  Patients in whom antiplatelet and/or anticoagulation therapy is contraindicated.
[Potential Complications]

Potential complications may include but are not limited to:

e Aneurysm rupture;

¢ Infection, hematoma, nerve injury and other contact site complications;

e  (Cerebral ischemia;

e Death;

¢  Embolization (catheter/device, air bubble, thrombus or debris);

e Intracranial hemorrhage;

e Pseudoaneurysm;

e Seizures;

e  Stroke;

e Transient ischemic attack (TIA);

e  Vasospasm;

e Vascular perforation, dissection and injury.
[Warnings]

e Improper use may lead to vascular injury. Please follow the instructions carefully. Operate the
guide wire only under fluoroscopy after it enters human body.

¢ Do not attempt to move the guide wire without observing tip response. Do not leave the guide
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wire in a prolapsed state, otherwise it may be damaged. Do not advance the wire under excessive
resistance without determining the cause of the resistance under fluoroscopy, as this may cause
the guide wire tip to separate, damage the catheter and/or perforate the blood vessel.

[Precautions]

e  Physicians can use the product only after receiving comprehensive training in the techniques and
operations related to percutaneous intervention, intravascular intervention, etc.

e  The Neuro Micro Guide Wire and its accessories have been sterilized and are non-pyrogenic. The
integrity of product packaging shall be checked before use to ensure no damage to the sterility of
the product.

¢ Do not use or attempt to re-sterilize the product if the integrity of product packaging is damaged.
¢ The product shall be used within its shelf life.
e Do not use if the labeling is incomplete or illegible.

e Check the diameter of the matched catheter before use to ensure its compatibility with the outer
diameter of the guide wire.

e The hydrophilic coating may wear out during operation due to the change in the inner diameter
of the catheter tip. In case of any resistance during catheter advancing, the catheter may need to
be replaced by a new one.

e  Check the guide wire for any surface irregularity, bend or kinking before use. Do not use
damaged and/or irregularly surfaced guide wire.

e Operate it carefully during use to reduce the possibility of rupture, bending or kinking.

¢ Do not withdraw or control the guide wire through a metal pin cannula in order to avoid damage
to it.

¢  Excessively screwing down the torque device on the guide wire may lead to wear of its coating.

e Such accessories as the introducer, shaping mandrel, torque device, etc. shall not enter the human
body.

¢  Please confirm that the model, specification, dimensions, etc. of the product are applicable to
specific surgery before use.

[Instructions for Use]

e Flush the coil with heparinized saline before taking out the guide wire from the coil in order to
hydrate the hydrophilic coating of the guide wire. Flush it again if the hydration effect
disappears.

e  Flush the catheter with heparinized saline before inserting the guide wire into the catheter in
order to hydrate the hydrophilic coating of the guide wire, so that the guide wire can move
smoothly in the catheter.

¢ Remove the guide wire from the coil slowly and gently to avoid damage to it, and check the
guide wire after removing it to ensure that there is no damage.
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¢  Gently shape the flexible tip of the guide wire in the usual way if necessary.
e  Carefully introduce the guide wire into the catheter hub or hemostatic valve by the introducer.

e  Use the guide wire in conjunction with the torque device if necessary. Insert the proximal end of
the guide wire into the torque device during use. When the torque device is in the desired
position, tighten the nut to secure the torque device. Reposition or demount the torque device by
unscrewing and screwing down the nut.

e Slowly and carefully rotate the torque device connected to the guide wire, so as to rotate the tip
of the guide wire and enter different blood vessels.

[Sterilization]
The guide wire is sterilized by ethylene oxide.
[Storage Conditions]
e Store at room temperature.
¢ Do not store in direct sunlight.
e Keep dry.
[Transport Conditions]
In transportation, it is required to prevent the product from heavy load, direct sunlight, rain and snow.
[Production Date, Service Life]
See packaging label.
[Shelf Life]
The shelf life is 3 years under the condition of meeting the storage regulations.

[Date of Preparation/Revision of the Instructions for Use]

October 25, 2025.
[Symbol Description]
1) ® Do not reuse
2) [:E] Consult Instructions for Use
r \\:,/"I
3) ZK Keep away from sunlight
L . J
4) T‘ Keep away from rain
5) g Shelf Life
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6)

7

8)

9)

10)

11)

12)

13)

[Manufacturer]

Shanghai HeartCare Medical Technology Corporation Limited (hereinafter referred to as "HeartCare")
is committed to providing high-quality and high-performance medical products for the field of
neurological intervention. HeartCare guarantees that there is no material or manufacturing defects
when the customer receives the products produced by our company. Please ask the company directly
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Batch code

Catalogue number

Sterilized using ethylene oxide

Do not use if package is damaged

Number of Product Contained: 1

Manufacturer

Do not re-sterilize

Manufacturing Date

for other questions related to the products.
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Manufacturer: Shanghai HeartCare Medical Technology Corporation Limited

Address: Building 38, No.356 Zhengbo Road, LIN-GANG Special Area, China (Shanghai) Pilot Free Trade
Zone, 201422 Shanghai, China

No./Revision:  NMW-SMS-006(BY)/A

Issued on: October 25, 2025
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MukponpoBoaHuk Neuro

PykoBOACTBO 110 IKCILIYaTALMH

(Ilepex UCMOJIb30BAHHEM BHUMATEJIBHO 03HAKOMBTECH € JAHHOI HHCTPYKIHUEli, 00paTHB 0c000e BHUMaHHe HA BCe
NPeAYNPEKIeHUs] M Mepbl NPEI0CTOPOKHOCTH)

«ITanxan Cunbau Menukan Texnonomxu Ko., JITm.»

(Shanghai Xinwei Medical Technology Co., Ltd.)
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[ HanmenoBanue u3nenusi)

MukponpoBoanuk Neuro

[ penynpexnenne]

JlanHo€e U3zeIMe CTEpUIIN30BaHO OKCHIIOM ITHUJICHA.

JanHoe wu3zienue MpenHa3HAu€HO JUId OJHOKPAaTHOIO NPHUMEHEHHs, M €ro IMOBTOPHOE HCIIOJIb30BaHHE
3ampereHo. [1oBTopHOE HCTONB30BaHUE, NepepaboTKa MM MOBTOPHAs CTEPUNIM3AIMS MOTYT HapyLIMTh
CTPYKTYPHYIO IICJIOCTHOCTh YCTPOUCTBA W/MIIH MPUBECTH K €r0 0TKa3y, 4TO, B CBOIO 0YEPEb, MOXKET CTATh
NPUYAHON TpaBMBI, 3a00JIeBaHUS WM JIETAJHHOTO HCXOJa y marueHTa. [IoBTOpHOE HCIONIB30BaHHE,
nepepaboTKa WK IMOBTOPHAS CTEPIUIM3ANNS TaKKEe HECYT PHCK KOHTAMHUHAIIMK YCTPOHCTBA /MM MOTYT
MPUBECTH K MHPUIIMPOBAHUIO TALIMEHTA WM MIEPEKPECTHOMY 3apaskeHUIO, BKIIIOUYasi, HO He OTPaHUYHMBAsCH,
nepeady WHGEKIUOHHBIX 3a00JieBaHW OT OJHOTO MalueHTa apyroMy. KoHTamMuHanus yCTpoiicTBa
MOYKET IPUBECTH K HHPEKINH, 3a00JIEBAaHHIO FITH JICTATEHOMY UCXOJY Y TAIlUCHTA.

He ucnonp3yiite uznenue, eciu mnepea MpUMeHEHHEM OOHApy)KEeHBbl MPHU3HAKH BCKPBITUS YNMAaKOBKH, €€
MOBPEXKICHUS, Pa3pbIBa UM €CIIH UCTEK CPOK TOJHOCTH CTEPUITH3AIHH.

Iepen ucnons3oBaHeM HEOOXOANMO BHUMATEIHHO 03HAKOMHTECS ¢ HACTOSIIEH HHCTPYKIIUCH.

W3nenwe nmpearazHavYeHO IS UCTIONB30BAHUS TOJNBKO CIIEIIHAIBHO O0YICHHBIM MEIUIITHCKAM MIEPCOHATIOM.
ITocne ucnonb30BaHUS H3JENHE MOMJISKUT YTHIM3ALMU B COOTBETCTBUU C MPaBWJIAMH MEAMLHUHCKOTO

YUpCKACHUA, HOPMATHBHBIMU aKTaMU H/unu npeanrucaHusaMu MECTHBIX OPpTaHOB BJIACTH.

[Kommiaexramus)

Muxponposogsauk Neuro - 1 KOMIUIEKT
BcrnomorarenbHble TPHHAUISKHOCTH: HHTPOJBIOCED, POTATOP, UIila A1 (JOPMOBKH
WucTpykuys 1o NpUMEHEHUIO - 1 3K3eMILLIp

CepTtudurar coOOTBETCTBUSA -1 3K3EeMILISAP
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[Koncrpykuus u cocras)
Kak mokazano Ha Puc. 1, NpoBOJHHMK BKJIIOYAeT CIEAYIOUIME OCHOBHBIE KOMIIOHEHTBI: AWCTalbHas
PEHTTeHOKOHTpacTHasA npysxuHa (1), cranbHas cnmpais (2), Teno npoBoaHHUKA (3), TMCTaabHOE MOKpBITHE (4),

MIPOKCUMANbHOE TOKpHITHE (5).

Puc. 1 CxeMa KOHCTpYKLIMU MUKPOIPOBOAHUKA Neuro

Kak nokazano Ha Puc. 2, BcnoMorarenbHble IPUHAJICKHOCTH BKIIOYAOT HHTpoklocep (1), poratop (2),

uriy amst popmoBkH (3).

(1) Hurpoasrocep (2) Potatop

e

I —

(3) Urna amst popMOBKH

Puc. 2 Cxema BcioMoraTenbHbIX IPUHAICKHOCTEH

JlucranbHas PeHTTCHOKOHTpACTHAs MPYXKHUHA MHUKPONpPoBOIHUKAa Neuro m3roToplieHa W3 TUIATHHOBOTO
CIUIaBa U UMEET JUIMHY MPUOIU3UTEIHHO 3—5 cM.

ITpoBogHMKY KIIaCCH(UIMPYIOTCS Ha TP CIICIM(UKAINK IO THaMeTpy mpokcuMansHoro koHia: 0.010
moima, 0.014 moitma u 0.016 mroiima. IIpoBognuk auamerpom 0.010 mroiima umeer amuny 200 cw.
[TpoBonuuku nuamerpom 0.014 mrovima u 0.016 groiima goctymnHs! B AByX BapuanTtax JuuHbL: 200 cm u 300 cm.
[IpoBoanuku mmHoi 200 cMm moaxonsaT ans Opictporo odMena (RX), a npoBoguuku anuHoit 300 cM — mis
osicTporo (RX) u koakcuansHOro oomMeHa (OTW).

IIpoBomuuk 010 wumeer ManapeH u3 Hepkasetoulei cramu. Ilposoguuku 014 u 016 wumeror
KOMOMHHMPOBAHHEIH MaHPEH, COCTOSIINMN U3 COCTMHCHHBIX MAaHIPEHOB HUTHHOJIA M HEP)KABCIOIICH CTaJIH.

Bce cneun¢pukanuu MPOBOJAHUKOB HMEIOT MOJUMEPHOE TOKPBHITHE HA MPOKCUMAIBHOM KOHILIE H
rHApOPHUIBHOE TOKPHITHE HA AUCTAIHLHOM KOHIIE.

Tunopasmepsl MukponpoBogHiuKoB Neuro nmokazansl Ha Pucynke 1 u B Tabmuue 1.
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Puc. 3 Cxema ¢ 0603HaUEeHHEM pa3MepOB MHKPOTIpoBOoAHUKa Neuro
Tabmuua 1. Mozenu u cnenupuKanua MUKpOIPOBOTHIKOB Neuro
Mogeanb/Tun - Dfinch L1/mm L2/mm L3/mm
inch mm
SM*NMW-10200 0.010+0.001 0.2540+0.0254 2000+50 30+£1.5 270+10
SM*NMW-14200 0.014+0.001 0.3556+0.0254 2000+50 50+2.5 370+10
SM*NMW-16200 0.016+0.001 0.4064+0.0254 2000+50 50+2.5 370+10
SM*NMW-14300 0.014+0.001 0.3556+0.0254 3000+50 5042.5 370+10
SM*NMW-16300 0.016+0.001 0.4064+0.0254 3000+50 5042.5 370+10

[ O6nacTs npumenenus )

IIpumeHnsieTcst B HEHPOBACKYJISIPHOM CHUCTEME COBMECTHO C JMAarHOCTUYECKMMH WIN TepaneBTHYECKUMHU

KareTepaMu IJId UX JOCTaBKU B LEJICBYIO 30HY ITOPAKCHUA.

[porusonokazanus]

['unep4uyBCTBUTENBHOCTH K KOHTPACTHOMY BELIECTBY;
['uriepuyBCTBUTENBHOCT K HUTHHOTY (HUKEJIb-THTAHOBOMY CILIaBY);

ITpoTnBoOMOKa3aHUS K MPOBEICHHUIO AaHTHATPETAHTHOM N/MITH aHTUKOATYJITHTHON TEPaITHH.

[ HOTeHlIl/la.]Il)Hble OCJIOKHCHUSA ]

K noTteHIuanbHbIM OCI0KHEHHUSAM OTHOCSITCS,, HO HE OTPaHUYHBAIOTCSI:
Pa3priB aHeBpU3MBI;

OcnoXHeHus B MecTe ocTyna (MH(EKIHs, TeMaToMa, TOBPEXICHNE HEPBa);
IepeOpanpHas uIeMus;

JleTanbHBIN UCXO/T;

DOMOomus (KaTeTepoM/yCTpOMCTBOM, BO3AYIIIHAS, TPOMOOTHYECKAs WA AIMOOIUS 1eOPUTOM);
BryTprdepenHoe KpOBOU3IUSHHE;

[IceBnoaneBpusma;

Cynoporu;

Wncynsr;

TpansuropHas umemuyeckas ataka (TUA);

Bazocmnaswm;

IMepdopanusi, paccioeHue, MOBPEKICHUE COCY/A.

[ penynpexnenne]

HenpaBuiabHOE UCIIONB30BaHUE MOKET IIPUBECTH K MOBPEXKAEHUIO cocyaa. CTporo ciaeryire HHCTPYKIUU
[0 TIPUMEHEHUIO U COOMI0OAaliTe OCTOPOKHOCTh mpH pabdote. Ilocne BBeACHUS MPOBOAHUKA B OPraHU3M
4esI0BeKa MaHUIYJIILMK C HUM JOIYCKalOTCsl TONBKO O]l PEHTT€HOCKOIIMYECKUM KOHTPOJIEM.

He npITaliTech nmepemeniats NPOBOJHHK, €CIM HE HAOMIONAeTCs OTBETHOTO ABMXKCHUS ero KoH4uka. He

JIOITyCKaiTe MpoBHCaHus (Ipojiarca) MPOBOJHUKA, TaK KaK 3TO MOXKET MPHUBECTH K €ro MmoBpekacHuo. He
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HpOHBHFaﬁTC MNPOBOJHUK IIpU BCTPCYEC CO 3HAYUTCIIBHBIM COINPOTUBJICHUECM 0e3 HpeHBapHTeHLHOﬁ
peHTFeHOCKOHI/I‘IeCKOﬁ OLCHKHW NPUYUHbI COITPOTHUBJICHUS, ITIOCKOJIBKY 3TO MOXKET MMPUBECTHU K OTACICHUIO

KOHYHKA MTPOBOIHUKA, TOBPESIKIACHUIO KaTeTepa W/ITH mepdopamnni cocyna.

[ Mepn1 npenocroposxunoctn ]

Hcnonp3oBaHnue wu3Aeaus [OMYCKaeTcsd TOJBKO BpadyaMy, IPOIICIIIMMHU IIOJIHYIO IIOATOTOBKY IIO
YPECKOKHBIM HHTEPBEHIIMOHHBIM, 3HJ0BACKYJIAPHBIM IPOLEYpPaM U COOTBETCTBYIOIUM METOIUKAM.
MuxkponpoBogHuk Neuro ¥ €ro HpUHAAJISKHOCTH CTEpUIM30BaHBl M HE coiepkar nuporeHos. Ilepen
HCIOJIb30BAHUEM IIPOBEPHTE LIEJIOCTHOCTh YNMAKOBKU ISl NOATBEPXKAEHHUS COXPAHHOCTU CTEPUIIBHOCTH
U3JeNus.

B cnyuae HapymieHMs LEIOCTHOCTH YIAKOBKU 3allpellaeTcs HCIOJIb30BAHWE WM IOIBITKA MOBTOPHOM
CTepUIM3ALNN U3IEIIHSL.

W3nenve mOMKHO OBITH UCTIONB30BAHO 0 HCTCUCHUS CPOKA TOTHOCTH.

He ncnone3yiite uzaenue npyu HEMOJIHON WIN HEYETKOM MapKHPOBKE.

[epen mcmonp30BaHNEM IPOBEPHTE THAMETP KaTeTepa, ¢ KOTOPBIM MPEAIoIaracTcsi COBMECTHas pabora,
9T00BI yOSIUTHCS B €TO0 COBMECTUMOCTH C HAPYKHBIM JHaMETPOM IIPOBOTHHKA.

BcenenctBue Bapuanuili BHyTpEHHETO AMaMeTpa AUCTAIBHOTO KOHLA KaTeTepa B IIPOLECCe MaHUITYJIALMN
MOXET TIPOMCXOIWTh HWCTHPaHWE THAPOPWUIEHOrO TOKPHITHA. [IpM  BO3HHKHOBEHHH JIIOOOTO
COIIPOTHBJICHUS BO BpeMs IIPOIBIDKEHHS KaTeTepa MOKET OTPeOOBATHCS €ro 3aMeHa.

[epen mcmonp30BaHIEM MPOBEPHTE MIPOBOIHMAK Ha HAJIMYHUE JFOOBIX MOBEPXHOCTHBIX Ie(EeKTOB, H3THOOB
WIN TIePeKPYUNBAHUHA. 3alperaeTcsl HCIOIb30BaHUE MOBPEXKICHHBIX W/ MMEIOMNX MOBEPXHOCTHBIE
Je(eKThI TPOBOTHHUKOB.

Bo Bpems ucmons30BaHUS COOMIONANTE OCTOPOKHOCTD, YTOOBI MHHUMH3HPOBATh BEPOSTHOCTH ITOJIOMKH,
M3ruda WIN epeKpyInBaHus IPOBOAHUKA.

Bo m30exanne mMOBpeXACHUS MPOBOJHMKA HE W3BJICKalWTe €ro W HE MPOBOIWTE MAHHITYJLIIAU depe3
MeTaJUIMYECKUE UTJIbI-KaHIOJIH.

UpesMepHoe 3aTAruBaHue poTaropa Ha IPOBOJAHUKE MOXKET MIPUBECTH K UCTUPAHUIO €TI0 MOKPBITHSL.
BcnomorarensHble TIPHHAIISKHOCTH (MHTPOABIOCED, UITa st (POPMOBKH, pOTATOp) HE MpeaHa3HAUCHBI
JUTSL BBEJIEHUSI B OPIaHU3M YeJloBeKa.

Ilepen mpumeHeHHeM yOeaWTeCh, YTO MOJENb, CIENH(UKAIMA M Pa3Mepbl W3ICTHS MOIXOIAT IS

KOHKPETHOM MpOLETypHI.

[ Uncrpykuus no npumenennio )

[lepen w3BnedeHWEM NPOBOJHHMKA M3 TPAHCIOPTHON YMAaKOBKH TNPOMOWTE €ro TrelmapHHU3HMPOBAHHBIM
(U3HNOIIOTUIECKAM PACTBOPOM ISl TUAPATAMN TUAPOPHUIBLHOTO TIOKPBITUS MPOBOAHUKA. [Ipu CHIKEHHUH
a¢deKTa ruapaTanuy IOBTOPUTE MTPOMBIBAHHUE.

[lepen BBeneHHEM MPOBOJHHWKA B KAaTETEp MPOMOKMTE KaTeTep TrenapuHU3NPOBAHHBIM (PH3HOIOTUYESCKIM
pacTBOPOM Uil THIpATalud THAPO(MILHOTO IOKPHITHS MPOBOAHMKA W OOECIIEYCHHUS €ro IUIAaBHOTO
MepEeMEIICHUS B IPOCBETE KaTeTepa.

W3BrnekaiiTe MpOBOJHUK U3 YITAKOBKH MEUICHHO M aKKypaTHO, YTOOBI M30eKaTh ero moBpexaeHus. Ilocme

U3BJICUYEHUS IPOBEPHTE IPOBOJHUK Ha OTCYTCTBHE IOBPEKICHUM.

Ilpy HEoOXOAMMOCTH TIpUAANWTE THOKOMY JHCTAIBPHOMY KOHYHKY IPOBOJHHUKA TpeOyemyro ¢Gopmy
CTaHIAPTHBIM METOJIOM, JICHCTBYHTE OCTOPOIKHO.
C mOMOIIBI0 MHTPOIBIOCEPa aKKYPaTHO BBEAMTE IMPOBOJHUK B KaMepy KaTeTepa WM FeMOCTaTHYCCKHIN

KJ1aIras.
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® [Ipu HEOOXOAMMOCTH HMCIONB3YITE MPOBOAHUK C poTaTOpOM. [l 3TOro BBEIUTE NMPOKCUMAJIbHBIN KOHEll

IMPOBOJHHUKA B POTATOP. YcranoBuB POTATOpP B HYXXHOC IMOJIOKCHHUC, 3aTIHUTC 3AXKUMHYIO raI7H<y I €10

(I)I/IKCQ.I_II/II/I. ,HJ'I}I PCIIO3NINU UJIU CHATHUA pOTATOpa 0c1a0bTe WIIM 3aTSHNATE raﬁKy.

® MeaieHHO M OCTOPOXKHO BpalllaiiTe pOTaTop, 3aKpeIUICHHBI Ha MPOBOAHUKE, AN YIPaBICHUS

JAUCTAJIbHBIM KOHIIOM NPOBOJAHUKA TPU HABUTAHUHU TTO PA3JIMYHBIM COCYIaM.

[ Crepuimzanms )

MI/IKpOHpOBOI[HI/IK Neuro CTCPUIIN30BaH OKCUAOM 3TUJICHA.

[ Ycenosus xpanenusn ]

®  XpaHWUTb [P KOMHATHOM TeMIepaType.

® |I306erars npsIMOTo BO3/ACHCTBUS COMTHEUHBIX JTyUCH.

®  XpaHWUTH B CyXOM MECTE.

[ Ycenosust pancnopTuposku )

[lpu TpaHCHIOPTHPOBKE ClieAyeT M30eraTh CHIIBHOTO CIAaBIMBAHUS, HMPSIMOTO BO3JACHCTBHS COJHEYHBIX

nyqeﬁ W noragaHust aTMOC(bepHLIX OCaaKOB.

[ 1aTa npoussoacrea, cpok rognocTn )

CM. Ha ymakOBOYHOM 3THKETKeE.

[ Cpox roanocru]

ITpu cobmroeHnn YCTaHOBJICHHBIX YCIOBUH XpaHEHHsI CPOK TOJHOCTH M3JIENINS COCTABISIET 3 rofa.

[[aTa cocTaBiieHusi/mepecMOTPa HHCTPYKIMHU N0 IPUMEHEHHUIO|

25 okTs16pst 2025 ronma

[ O6o3Hauenust u cumMBOIBI )
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IToBTOpPHOE HCNOIBb30BAHME 3ATIPELLIEHO
CM. HHCTPYKIIMIO 110 IPHMEHEHHIO
Bepeub oT cotHeYHOr0 cBeTA

bepeun oT Biaru

Cpok rogHocTu

Homep naprTuu

Mopens/Tunopasmep (xox ToBapa)
CTepn/M30BaHO OKCHAOM 3THJICHA

He ncnonb30BaTh NpH HapyIIeHUH LEJIT0CTHOCTH
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YIaKOBKH

10) @ KonuyectBo u3nennii B ynakoske: 1

11) d IIpousBoauTE D

12) @ IloBTOpHAS CTEPUIM3AIMS 3aMpelleHa

13) &, JlaTa npoM3BOACTBA
[Ipoussoaurens]

Komnanus «Illanxaii XaprKsa Menukan Texnonomxu Koprnopeiimn Jumuren» (Shanghai HeartCare
Medical Technology Co., Ltd.) cTpeMuTCsi IpeAOCTABIATh BHICOKOKAYECTBECHHBIE U BBICOKOA((EKTUBHEIC
MEJUIMHCKHUE MPOIYKTHI Il 00JIaCTU HEBPOIOTHYecKuX BMemarenscTs. HeartCare rapantupyer, uTo npu
MOJTy4YEeHHH KJINEHTOM IPOLYKTOB, MPOU3BENEHHBIX HAIlel KOMIAHUEH, B HUX OTCYTCTBYIOT HE(EKTHI
MaTepHanoB WM nirotosineHus. [lo apyruM Bompocam, CBSI3aHHBIM C NPOAYKTAMH, IPOCHM OOPaIIaThCs
HETIOCPEACTBEHHO B KOMITAHHIO.
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COMPLETE SOLUTION FOR STROKE

Mpoussomutenn: «lllanxaii XaprKsa Memukan Texnonomku Kopnopeiimn Jlumuren» (Shanghai

HeartCare Medical Technology Corporation Limited)

Anpec: 3nanue 38, Ne 356, Uxkan6o Poyn, Cnenuanbublii paiion Jlunbran, Kuraiickas (Ilanxaiickas)

NMUJIOTHAs 30HAa ¢B0O0OIHOI ToproB.iu, 201422 Illanxaii, Kuraii.

Homep/penakuusa:  NMW-SMS-006(BY)/A

Jara nyoumkanuu: 25 oktadps 2025 roaa
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COMPLETE SOLUTION FOR STROKE

Support Catheter

Instruction for Use

(Please read this Instruction for Use carefully before use, paying particular attention to the various warnings and cautions)

Shanghai HeartCare Medical Technology Co., Ltd.
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COMPLETE SOLUTION FOR STROKE

[Product Name

Support Catheter

[Statements]

®  This product has been sterilized with ethylene oxide.

® This is a single-use product, do not re-sterilize or re-use. Repeated sterilization or reuse can disrupt the
lubricating properties of the distal end of the catheter, preventing the catheter from reaching its vascular
target successfully; even severe damage to the structural integrity of the device can occur.

® Do not use if the package is opened, cracked, leaked or beyond the sterilization expiration date before use.

®  This Instruction for Use must be read carefully before use.

®  This product should only be used by professionally trained physicians.

[Packing List]

®  One set of support catheter

® Use of one copy of Instruction for Use

[Product Description]

The support catheter consists of a catheter, introducer sheath, extension tube and Y-valve; the catheter consists

of a braided mesh tube, stress diffusion tubes (inner and outer) and a handle; the outer layer of the distal end of

the catheter is coated with a hydrophilic coating; the braided mesh tube is a single-lumen, three-layer tube, and

the developer ring is designed at the distal end of the braided mesh tube to develop the image under X-ray. The

structural composition of the support catheter is shown in Fig. 1, and the product model specifications are

shown in Table 1.

L PASE

1 Hub; 2 inner stress diffusion tube; 3 outer stress diffusion tube; 4 braided mesh tube;

Figure 1a) Structural Schematic Diagram of Support Catheter

5

v A

5 guide sheath connectors; 6 guide sheath tube;

Figure 1b) Schematic diagram of the guiding sheath

0/9
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COMPLETE SOLUTION FOR STROKE

Fig. 1 Schematic diagram of the support catheter structure

[Model specification]

Figure 1d) Schematic diagram of Y valve

Table 1 Specification Table of Support Catheter

Nominal Outer Inner diameter of Effective Distal Type
Model/Specifications

Diameter (OD) the catheter ID length L
SM*SC-6S095 6F (2.10 mm) 1.80mm 95¢cm S (0°)
SM*SC-6S105 6F (2.10mm) 1.80mm 105¢cm S (0° )
SM*SC-6D095 6F (2.10mm) 1.80mm 95cm MPD (20° -45°
SM*SC-6D105 6F (2.10 mm) 1.80mm 105cm MPD (20° -45°
SM*SC-6C095 6F (2.105 mm) 1.80mm 95cm MPC (45° -90°
SM*SC-6C105 6F (2.10 mm) 1.80mm 105cm MPC (45° -90°
SM*SC-7S075 7F (2.43mm) 1.98mm 75¢cm S 0° D
SM*SC-7C075 7F (2.43mm) 1.98mm 75cm MPC (45° -90°
SM*SC-7D075 7F (2.43mm) 1.98mm 75cm MPD (20° -45°
SM*SC-7S085 7F (2.43mm) 1.98mm 85cm S 0° O
SM*SC-7C085 7F (2.43mm) 1.98mm 85cm MPC (45° -90°
SM*SC-7D085 7F (2.43mm) 1.98mm 85cm MPD (20° -45°
SM*SC-7S095 7F (2.43mm) 1.98mm 95cm S (0° )
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SM*SC-7C095 7F (2.43mm) 1.98mm 95cm MPC (45° -90° )
SM*SC-7D095 7F (2.43mm) 1.98mm 95cm MPD (20° -45° )
SM*SC-7S105 7F (2.43mm) 1.98mm 105cm S (0° )
SM*SC-7C105 7F (2.43mm) 1.98mm 105cm MPC (45° -90° )
SM*SC-7D105 7F (2.43mm) 1.98mm 105c¢m MPD (20° -45° )
SM*SC-8S070 8F (2.75mm) 2.24mm 70cm S (0% )
SM*SC-85080 8F (2.75mm) 2.24mm 80cm S (0% )
SM*SC-8S090 8F (2.75mm) 2.24mm 90cm S 0° )
SM*SC-85100 8F (2.75mm) 2.24mm 100cm S 0° )
SM*SC-8C070 8F (2.75mm) 2.24mm 70cm MPC (45° -90° )
SM*SC-8C080 8F (2.75mm) 2.24mm 80cm MPC (45° -90° )
SM*SC-8C090 8F (2.75mm) 2.24mm 90cm MPC (45° -90° )
SM*SC-8C100 8F (2.75mm) 2.24mm 100cm MPC (45° -90° )
SM*SC-8D070 8F (2.75mm) 2.24mm 70cm MPD (20° -45° )
SM*SC-8D080 8F (2.75mm) 2.24mm 80cm MPD (20° -45° )
SM*SC-8D090 8F (2.75mm) 2.24mm 90cm MPD (20° -45° )
SM*SC-8D100 8F (2.75mm) 2.24mm 100cm MPD (20° -45° )
[Indications]

® The product is suitable for the introduction of interventional or diagnostic devices into vessels in the

neurovascular, peripheral vascular and coronary vascular systems.

[Contraindications]
® Patients who are allergic to contrast media.

® Patients for whom antiplatelet or/and anticoagulation therapy is contraindicated.

[Potential Complications]

Potential complications may include but are not limited to:
®  Acute obstruction

® Pscudoaneurysm formation

® Air embolization

® Death
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Distal embolization

Embolus

Hematoma or hemorrhage at puncture point
Infection

Intracranial hemorrhage

Ischemia

Neurologic deficits including stroke

Vasospasm, thrombosis, stripping, or perforation

Intracranial hemorrhage

[Compatibility and required accessories]

®  OF size support catheter used with 5F or less size catheter

® 7F size support catheter for use with catheters of size SF or less

®  8F size support catheter for use with catheters 6F and below

® Use with .035°/.038” guidewire

[Warning]

® This product must be used by a physician with appropriate specialized training in interventional
techniques.

® This product is a single-use product and should not be reused. After single use, the product should be
disposed of according to regulations. The structural integrity and/or function of the product may be
damaged during reuse or cleaning. The catheter is extremely difficult to washing completely after entering
the body and may cause cross-infection if reused.

® If there is significant resistance to the product during penetration into the body, the catheter should not be
forcibly advanced or reversed without careful assessment of the cause of the resistance using fluoroscopy.
If the cause cannot be determined, the catheter must be withdrawn. Forced advancement may result in
damage to the vessel or the catheter itself.

® If the flow of fluid in the Inner Lumen is obstructed, do not clear the Inner Lumen by instillation, as this
may cause catheter rupture, resulting in vascular compromise. Remove and replace the catheter if fluid is
obstructed in the Inner Lumen.

® The catheter must be threaded into the body with great care to avoid damage to blood vessels; the catheter
may occlude small blood vessels; care must be taken to avoid complete interruption of blood flow.

[Notes]

®  Verify that the product model number and specifications apply to the current procedure before use.

® The product should be stored in a cool, dry and dark place, away from direct sunlight.

®  Prohibit use if the package is damaged.
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Prohibit use if conduit is bent or damaged.

The product should be used before the expiration date.

Autoclaving shall not be permitted.

Do not adopt high-pressure steam sterilization;

To avoid thrombus formation or contrast crystallization, appropriate flushing solutions should be
continuously injected through the catheter lumen.

Twisting the catheter may result in bending or separation of the catheter shaft; if severe bending of the

catheter occurs, all instruments should be withdrawn together.

[Instructions for use]

L 2

Long Sheath Procedure

Select the appropriate type of support catheter product for the anatomical location.

Slowly pull the catheter with the plate out of the bag and carefully remove the catheter, introducer sheath,
extension tube and Y-valve from the plate.

Inspect the product for bends or other damage and replace if damaged.

Flush the lumen of the catheter and introducer sheath with heparinized saline before use.

Rotate and secure the hemostatic valve end of the extension tube to the catheter at the handle, then insert
the introducer sheath into the catheter along the hemostatic valve so that the introducer sheath is tightly
snapped into place at the handle of the introducer sheath and the hemostatic valve cap, and set aside.

Using aseptic technique, the cannula of the vascular sheath puncture needle is threaded into the vasculature,
the puncture needle is pulled out by holding the puncture needle cannula still, and then the flexible end of
the guidewire is inserted into the puncture needle cannula, and the guidewire is pushed to the target
position.

Hold the guidewire still and pull out the puncture needle cannula, then apply pressure to the puncture point
until the catheter is inserted into the vessel.

Holding the catheter, introducer sheath, and guidewire together, the catheter is held close to the skin; in a
rotational motion, the device is moved through the skin into the vessel.

Push the catheter to the target position under x-ray fluoroscopy and withdraw the guidewire and introducer
sheath together with the catheter.

Remove any air that may be present in the device by suctioning through the three-way valve end of the
extension tube.

Select the appropriate size guidewire for insertion into the catheter and push the guidewire to the distal end
of the catheter; push the guidewire and catheter to the target vessel location.

Introduce other instruments, along the catheter (and guidewire) into the vessel;

Removal of the catheter after completion of the procedure requires holding the vessel at the puncture point

and then slowly withdrawing the catheter.
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€ Guiding Catheters Procedure
» Select the appropriate type and size of the supporting catheter product according to the anatomical
location.
*  Check the catheter and other instruments for bending or other damage, and replace them if damaged.
*  Connect the Y-valve and catheter and flush the catheter lumen with heparinized saline.
* To use, insert the guidewire into the catheter and push the guidewire until its distal end is at the distal end
of the catheter.
* A puncture sheath matching the catheter's outer diameter is placed according to standard interventional
practice.
*  Simultaneously push the catheter and guidewire into the puncture sheath, pushing the guidewire beyond
the catheter.
* The catheter and guidewire are pushed at the same time and the guidewire is utilized to find the target
vessel location.
*  Once the guidewire reaches the target vessel location, push the catheter to reach the desired vessel location
under x-ray fluoroscopy and withdraw the guidewire.
. Other instruments, along the catheter (and guidewire) are introduced into the vessel;

*  When the procedure is complete, the catheter is slowly withdrawn.

[Sterilization]

The support catheter was sterilized by ethylene oxide.
[Storage conditions
Store in a cool, dry, well-ventilated environment.

[Conditions of transportation]

Transportation should be prevented from heavy pressure, direct sunlight and rain or snow soaking.

[Date of manufacture, expiration date]

See package label.

[Expiry date]

Valid for 3 years under storage conditions.

[Symbol Description]

1) ® No secondary use
2) [:E] Refer to the instructions for use
3) f/.iY Avoid sun exposure
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M‘
o

4) ? Avoid rain

5) | g j Term of use

6) “’ Batch code

7 _j Classification Number

8) @ Do not re-sterilize

9) Sterilized by ethylene oxide

10) Sterility

11) @ Do not use if the package is damaged
12) @ Number of products inside 1

[After-sales service]

Shanghai HeartCare Medical Technology Co., Ltd.(hereinafter referred to as "HeartCare Medical")is
committed to providing high quality, high performance medical products for the field of neurological
interventions. HeartCare Medical warrants that the products manufactured by the Company will be free from
material or manufacturing defects when received by the customer, and that remaining questions regarding the
products should be directed to the Company. Any remaining questions regarding the product should be directed

to the company.

[Solemn declaration]

Shanghai HeartCare Medical Technology Co., Ltd.(hereinafter referred to as "HeartCare Medical")clearly
indicates that the "support catheter" produced by our company is for single use and should not be
reused.HeartCare Medical will not be held responsible for any damage to the product, failure of the procedure,
etc. Events caused by improper use of the product Model selection, operator error, or any other man-made
accident. HeartCare Medical does not recommend, indicate, or imply in any way the reusability of the system,

and is not responsible for accidents or damage to the product caused by reuse
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Manufacturer: Shanghai HeartCare Medical Technology Corporation Limited

Address: Building 38, No.356 Zhengbo Road, LIN-GANG Special Area, China (Shanghai) Pilot Free Trade Zone,
201422 Shanghai, China

After-sales service unit: Shanghai Heartcare Medical Technology Corporation Limited

Tel/ Fax: 021-58975056

No./Version: SC-SMS-004 / A
Date of Issuance: Oct. 11th, 2025
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IMoaaepkuBaMi KaTeTep

NucTpykuus Mo npuMeHEHUI0

(l'[epen HCI0JIb30BAHNEM BHUMATEIBLHO 03HAKOMbTECH € TAHHOM l/lHCprKHl{leﬂ, OﬁpaTl/lB 0c000e BHUMAaHHE

HA Bce NMpeAynpekAeHus H Mepbl NPeI0CTOPOKHOCTH)
«Tanxait XapTKnsa Menukan Texnomnomku Ko., JItm.»

(Shanghai HeartCare Medical Technology Co., Ltd.)
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[HanmenoBanne uzgenus)
[TopnepxuBaromumii Karerep
[peaynpexnenne]
® JlaHHOE M3JENUE CTEPHIN30BAHO OKCHIOM STHJIEHA.

® [IpennazHadeHO Ui OJHOKPATHOrO IpuMeHeHus. 1loBTOpHAsA crepwin3anus U IOBTOPHOE
HCII0JIb30BAHUE 3alpelIeHbl. ITO MOXKET IPUBECTU K YXYAIIECHUIO CMa3bIBAIOIUX CBOWCTB
JUCTAJIBHOIO OT/EJNIa KaTeTepa, 4TO IOMEMIAET €ro yCIEIIHOMY IPOABUKCHUIO K LIEJIA B
COCYZI€, @ B CEPbE3HBIX CIy4asX — K HAPYLIECHUIO CTPYKTYPHOM LIETOCTHOCTH yCTPOMCTBA.

® He ucnonb3yiTe u3lenue, eciiu nepeja NpUMEHEHHEM OOHApY>KEeHbl MPU3HAKU BCKPBITHS
YIaKOBKH, €€ MOBPEKICHUS, pa3pbiBa UM €CJIU UCTEK CPOK TOJAHOCTH CTEPHIIN3AIINH.

® llcnonw3yiTe U3enue 10 UCTEYEHHs CPOKa rOAHOCTHU. [0 ero ucreueHnn UCnoIb30BaHue
3aIpeLIeHoO.

L HSI[CJ'II/IG np€aHasHa4CHO I HKCIOJb30BaHUA  TOJBKO  CIICOHUAJIBHO O6y‘leHHI)IM
MCIUIIMHCKHUM IIEPCOHAIIOM.

[ Kommiexrammsn]

® JloanepkuBarolui KaTeTep - 1 KOMIUIEKT

® lHCTpyKuus 10 NIPUMEHEHUIO - 1 3K3eMILLIp

[Koncrpykuus u cocras)

[TonnepxuBaromuii KaTeTep COCTOUT U3 KaTeTepa, BBOJHOTO YeXJia, yJUIMHUTEIbHOW TPYOKU 1
Y-o6pasnoro kianana. KOHCTpyKIMs KaTeTrepa BKJIIOYaeT TPYOKY C OIUIETKOH, TpyOKW st
pacrpeneneHus HarpspKeHus! (BHYTPEHHIOIO M BHEIITHIOW) M MAaHXKeTy. JIMCTambHBIN OT/eN KaTeTepa
C BHEIIHEH CTOPOHBI MMEET THAPOPHILHOE MOKPHITHE. TpyOKa C OIJIETKON MpeaCcTaBiseT cOOOU
OJTHOIIPOCBETHYIO TPYOKY TPEXCIOWHOM KOHCTPYKIIMH, HA TUCTAILHOM KOHIIE KOTOPOU PacIoiIOKeH
PEHTTEHOKOHTPACTHBIA MapKep JUIsl BH3YalIM3allMd TI0J] PEHTTEHOCKOMHMYECKHUM KOHTPOJIEM.
KoHcTpykuus monaep >KUBaroniero Karerepa nokasana Ha Pucynke 1, a Mojenu u crienuguKanuu
nznenus npuBeaeHsl B Tabnume 1.

2% e

1. Mamxera; 2. BHyTpeHHss TpyOKa pacnpeaeicHus HanpsbkeHust; 3. BHemHss TpyOka pacnipenenenus HanpsbkeHus; 4. TpyOxa ¢

OILJICTKO;

Puc. 1a) Cxema karerepa
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v A

5. CoeqMHUTENbHBIN 3JIEMEHT BBOIHOTO yexia; 6. TpyOka BBOOHOTO yexiia;

Puc. 1b) Cxema BBOJHOTrO 4yexia

o
J
qO) == 1 N
v

Puc. 1¢) Cxema yanmuHHATENBHON TPYOKH

Puc. 1d) Cxema Y-o0pa3Horo xianana

Puc. 1 Cxema KOHCTPYKIIMH MOJIEP>KUBAIOIIIETO KaTeTepa
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[ Monenu u cnenupuxanun]

Tabmuma 1. Moaenu u crieniuuKaiiy MoIep>KUBAIONINX KaTETEPOB

HomunanbsHbiii Hapy>KHBIN BuyTtpennuit tuamerp Pabouas Konduryparms nuctaabHOro
Monens/Tam
nquametp OD katerepa ID niHa L KoHma V*
SM*SC- 1.80Mm
6F (2.10 mm) 95¢cm Tur S (0°)
65095
SM*SC- 1.80Mm
6F (2.10mm) 105¢m Tur S (0°)
6S105
SM*SC- 1.80Mm
6F (2.10mm) 95¢cm Turr MPD (20°-45°)
6D095
SM*SC- 1.80Mmm
6F (2.10 mm) 105¢cm Turn MPD (20°-45°)
6D105
SM*SC- 1.80MmMm
6F (2.105 mm) 95¢m Turnr MPC (45°-90°)
6C095
SM*SC- 1.80MmMm
6F (2.10 mm) 105¢cm Turnr MPC (45°-90°)
6C105
SM*SC-
7F (2.43mm) 1.98MMm 75cMm Tun S (0°)
75075
SM*SC-
7F (2.43mm) 1.98Mmm 75cm Tun MPC (45°-90°)
7C075
SM*SC-
7F (2.43mm) 1.98Mmm 75cm Tun MPD (20°-45°)
7D075
SM*SC-
7F (2.43mMm) 1.98MMm 85cm Tun S (0°)
75085
SM*SC-
7F (2.43Mm) 1.98MMm 85¢cm Tun MPC (45°-90°)
7C085
SM*SC-
7F (2.43mm) 1.98Mmm 85¢cm Tun MPD (20°-45°)
7D085
SM*SC-
7F (2.43mm) 1.98Mmm 95¢cm Turr S (0°)
75095
SM*SC-
7F (2.43mm) 1.98Mmm 95¢m Turr MPC (45°-90°)
7C095
SM*SC-
7F (2.43mm) 1.98Mmm 95¢m Turr MPD (20°-45°)
7D095
SM*SC-
7F (2.43mm) 1.98Mmm 105¢cm Tun S (0°)
75105
SM*SC- 7F (2.43mm) 1.98Mmm 105¢cMm Turr MPC (45°-90°)
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7C105
SM*SC-
7F (2.43mm) 1.98Mmm 105¢m Turr MPD (20°-45°)
7D105
SM*SC- Tun S (0°)
8F (2.75mm) 2.24MMm 70cm
85070
SM*SC- Tun S (0°)
8F (2.75Mm) 2.24MMm 80cMm
85080
SM*SC- Tun S (0°)
8F (2.75mm) 2.24MM 90cm
85090
SM*SC- Tur S (0°)
8F (2.75mMm) 2.24MM 100cMm
85100
SM*SC-
8F (2.75mMm) 2.24mm 70cm Tun MPC (45°-90°)
8C070
SM*SC-
8F (2.75mMm) 2.24mm 80cm Tun MPC (45°-90°)
8C080
SM*SC-
8F (2.75mm) 2.24mm 90cMm Tun MPC (45°-90°)
8C090
SM*SC-
8F (2.75mm) 2.24mm 100cm Tun MPC (45°-90°)
8C100
SM*SC-
8F (2.75mm) 2.24MMm 70cm Tun MPD (20°-45°)
8D070
SM*SC-
8F (2.75mm) 2.24MMm 80cm Turr MPD (20°-45°)
8D080
SM*SC-
8F (2.75mm) 2.24MMm 90cm Turr MPD (20°-45°)
8D090
SM*SC-
8F (2.75mm) 2.24MMm 100cm Turr MPD (20°-45°)
8D100

[ O6aacTs npumenennsn )

HaHHOG HU3ACINE IPEAHA3HAUYCHO AJId MOABCACHUSA MHTCPBCHIIMOHHBIX WU JUATHOCTHYCCKUX
WHCTPYMEHTOB B COCYJIbI HEUPOBACKYJISIPHOM, NTepru(epruIecKOr 1 KOPOHAPHOU CUCTEM.

[Mpornsonokazanus]

o HaHI/IeHTBI C TUNICPUYYBCTBUTCIBHOCTBIO K KOHTPACTHOMY BCIICCTBY,

[ J HaHI/IeHT])I C IIPOTUBOIIOKA3aHUAMHU K MTPOBEACHHUIO aHTI/IarpeFaHTHoﬁ I/I/I/IHI/I aHTHKanyHﬂHTHOﬁ TCparunu.
[ Mlorennuanbubie ociiokHeHus )

K MOTCHIUAJIbHBIM OCJIOKHCHUAM OTHOCATCA, HO HC OIrPaHUYMNBAIOTCA:
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OcTtpas cocyaucrasi OKKIIIO3Us;

O06pa3zoBaHue MCEBI0AHEBPU3MBI;

Boznymnas sm6omus;

JleTanbHBIN UCXO/I;

JlucranbpHast SMOOJIHUS;

OMOOJIBL;

['emaToma WK KpOBOTEUEHHE B MECTE MYHKIUU;
Wudexnmys;

BryTpuuepennoe KpoBOU3IUSIHNE,

Hiemus;

Hesponoruueckuii n1eunnT, BKIOYAst HHCYJIBT;
Bazocnasm, Tpom603, paccioenne uinu nepdopanus Cocyaa;

BryTpuuepennoe KpoBou3IusHHAE

[ CoBmecTumocTh M HeoOX0aMOE BenoMorarebLHoe o6opyaoBanue )

ITonnepxuBaronuii katetep 6F coBMECTUM ¢ KaTeTepaMu 1uamMeTpoM 10 SF BKIIFOUUTEIBHO.

[Tonnepxusaromuii karerep 7F coBMeCTUM ¢ katerepamu aAuaMeTpoM SE u MeHee.

[TopnepxxuBaronuii karerep 8F coBMecTHM ¢ karerepamu auameTpoM 6F u meHee.

CoBmMmecTHM ¢ poBOAHUKaMK quameTrpom .035"/.038".

[ Mpenynpexnenue]

HpI/IMCHCHI/IC JaHHOT'O U3JCIIU NOITYCKACTCd TOJBKO BpadaMy, MPOMCAIINMU CTICHHUAJIbHYIO TOATOTOBKY

10 COOTBETCTBYIOIIIUM MHTCPBCHUMOHHBIM TCXHOJIOTUAM.

JlaHHBIN TOANEP)KUBAIOIINK KaTeTep MpenHa3sHa4deH I OJHOKPATHOTO NPHMEHEHHS M HE IOJICKUT
MTOBTOPHOMY HCTIONB30BaHUIO. [locie nenonb30Banms U3AeIHNe NOMISKUT YTHIN3ALUH B YCTaHOBJICHHOM
nopsinke. CTpyKTypHAsI LENOCTHOCTh W/WIHM (DYHKIHMOHAIBHOCTD M3/ENHS MOTYT OBITH HapyIICHBI MpH
MIOIIBITKE TIOBTOPHOTO HCIIONIB30BAHUS WM OYMCTKH. Ilocie BBeICHHS B OpPraHM3M dYeJIOBEKa KaTeTep
KpalfHe CJOXKHO IIOJHOCTBIO OYHCTHTh, & €ro IIOBTOPHOE HCIONb30BaHHE MOXET MPUBECTH K

NIEPEKPCCTHOMY 3apa’KCHUIO.

HpI/I MNPOBCACHUHU KaTCTCpa B CIIydaC BO3HUKHOBCHUSA 3HAYHUTCIBHOIO COIIPOTUBJICHHA 3alpCliacTCsa
npujiaratb yCUJIWA JJIA €T0 NPOABMIXKCHUA UIIW BpalllCHUA 6e3 THIATEILHOMN peHTFeHOCKOHH‘ICCKOﬁ OILICHKH
NPUYUHBL COIIPOTUBJICHHA. Ecnu OpHUirMHa COINPOTUBJIICHUSA HE YCTAHOBJICHA, KATCTCP MOOJIXKCH OLITE
HU3BJICYCH. HpI/IHy,I[I/ITeJ'H)HOC NPOABHMIKCHHUE MOXCT IMPUBECTU K IMOBPCKIACHUIO COCyda WJIW CaMOro

KaTerepa.

HpI/I HapylmeHHUU IPOXOJUMOCTHU MPOCBETA KAaTCTEPa 3alIpCIIACTCA IPUMEHATD JAaBJICHUE I €TO OUUCTKU.
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OTO MOXXET IPUBECTH K pa3pblBy KaTeTepa M, Kak CIEICTBUE, K MOBPEKICHUIO cocyaa. B ciydae

HapyILIeHUS IPOXOAUMOCTH KaTeTep 0/DKEH OBITh yaleH U 3aMCHEH.

HpI/I BBCACHHUMU KaTCTCpa CICAYCT CO6JHO,Z[3.TI> OCO6y10 OCTOPOXHOCTb BO n30eKaHne MOBPCKIACHUSA
COCYOB. KaTeTep MOXET BBI3BATH OKKIIO3UIO MAJIbIX COCYIOB, H€O6XO,I(I/IMO n30erarb IOJIHOTO

MPEeKpaIeHUs] KPOBOTOKA.

[ Mepn1 npexocropoxnoctu )

[lepen ucrnonb3oBaHueM yOSIUTECH, YTO MOJIENb U CIICIIM(PUKAIIMA U3JISNUS TOIXOASIT JUTSl THIAaHUPYEMOM

POy PHIL.
Wznenue cnengyeT XpaHUTh B IPOXJIAAHOM, CYXOM, XOPOILIO BEHTWINPYEMOM IIOMEIIEHUH.
3anpelaeTcs HCIOIb30BaHUE, €CIIM YIIAaKOBKA ITOBPEXKICHA.

3anpelaeTcst UCMOIb30BAHUE, €CTIH KAaTeTEp COTHYT WU MOBPEKICH.

Uznenue 10mKHO OBITh HCIOIB30BAHO 10 UCTEUEHUS CPOKA TOJHOCTH.

He nonyckaercs crepuiu3anus B aBTOKJIABE.

Bo wu3bexanne O6paSOBaHI/I$I Tp0M6OB WM KPUCTAJUIM3AllMHM KOHTPACTHOT'O BCHIECTBA HeO6XOZ[I/IMO

OCYILECTBIIATh HENPEPHIBHOE IPOMbIBAHHE IIPOCBETA KaTE€Tepa COOTBETCTBYIOLIMM PAaCTBOPOM.

BpameHHe Kare€Teépa MOXKCT BBI3BATh H3ru0 WiIn pacciioeHue €ro Teja, B Ccliy4dae 3HAYNTEIHHON

nedopMalry KaTeTepa Bce MHCTPYMEHTHI IOJIKHBI ObITh U3BJICUEHBI.

[ Mncrpyxuus no npumenenno ]

€ Dranbl HCNOJIL30BAHUS JUIHHHOTO HHTPOAbIOCEPa (1TMHHOI POBOTHUKOBOI CHCTEMBbI):

[TogGepure MoOAAEPKUBAIOIINN KaTeTep COOTBETCTBYIOIIECH MOACIM M CHEIUUKAIIIN B
3aBUCHMOCTH OT aHATOMUYECKOTO PACIIOJIOKEHUS.

MenieHHO HW3BICKUTE KaTeTep BMECTe C OJIMCTEpHOW IUIAHKOW W3 YIAKOBKH, 3aTeM
aKKypaTHO CHUMUTE C TUIAHKU CaM KaTeTep, BBOJHON 4eXOJ, YUIMHUTEIbHYIO0 TPYyOKy U Y-
o0Opa3HbIii KIIamnaH.

[IpoBeppTe M3AENME HA HANUYME U3TMOOB MM MHBIX NoBpexaAeHUN. Ilpu ux oOHapyxeHun
3aMEHUTE U3JCIINE.

Hepez[ HUCIIOJBb30BaHUECM HpOMOfITe IPOCBET KaTeTeCpa u BBOJHOI'O qycxiia
rermapuHU3npPOBaAHHBIM (1)I/I3I/IOJ'IOI"I/I‘16CKI/IM pacTBOPOM.

[IpucoenuuuTe YAJIUHUTEIBHYIO TPYOKY (CO CTOPOHBI T€MOCTATHUECKOro KJjamaHa) K
MaH)XeTe KaTeTepa BpaIlaTeIbHbIM IBH)KEHUEM J10 (PUKCAIUU. 3aTEM BBEAUTE BBOIHOM UeX0JI
yepe3 IeMOCTaTHYECKUN KIamaH B KaTeTep 0 IUIOTHOW (PUKCAMU PYKOSTKH uexja B
3alleNKUBaloNIeMcs Kojmauke kinanaHa. OcTraBbTe COOpaHHYIO CHCTEMY B TOTOBHOCTH K
IIPUMEHEHHUIO.

C wucnosb30BaHWEM aCENTUYCCKONW TEXHUKH TMPOBEIUTE KAHIONIO WIJIBI ISl TYHKIUU
MHTPOABIOCEPA B MPOCBET cOCyJa. YAEpKHUBas KaHIONIO HEMOABH)KHO, W3BJIEKUTE CTHIIET,
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HeartCare

COMPLETE SOLUTION FOR STROKE

3aTeM BBEIUTE TMOKWI KOHEI MPOBOJHHMKA Yepe3 KaHIONIO U MPOJBUHBTE MPOBOJHUK [0
LIEJIEBON MO3ULINH.

yI[Cp)KI/IBaSI IMPOBOAHUK HCIIOJABUKHO, U3BJICKUTC KAHIOJIIO U MMPHUKMUTC 00J1acTh IIYHKIHUHU,
IMOCJIC YCro NpOBCAUTE KATCTCP B COCYA.

VY nepxuBasi KaTeTep, BBOJHOW 4€X0JI U MPOBOJIHUK KaK €MHOE LI€JI0€, PACIOJIOKUTE KaTeTep
BOJIM3U KOKHU U, UCTIONb3YsI BpallaTeJIbHOE JBUKEHHE, IPOBEUTE YCTPONUCTBO Yepe3 KOXKY B
IIPOCBET COCYJa.

Ilox PCHTICHOCKOIIMYCCKUM KOHTPOJICM IMMPOABUHBTC KATCTCP OO LeJIeBOM IIO3HMIIMH, 3aTCM
H3BJICKUTC IPOBOJAHUK U BBOJHOM 4€X0JI U3 KaTeTepa.

[TpoBeanTe acnupanuio 4epe3 TPEXX0A0BOU KIIanaH yUIMHUTEILHON TPYOKH AJIS yAalIeHus
BO3MOJKHBIX ITy3BIPBKOB BO3yXa U3 CUCTEMBI.

[TonGepute NpOBOAHUK COOTBETCTBYIOLIETO JUAMETPA, BBEAUTE €r0 B KATETEP U MIPOJBUHBTE
70 AMCTaJbHOTO KOHIA KaTeTepa; 3aTeM IPOJBHUHBLTE NMPOBOJHUK U KaTETep N0 LIEJIEBOrO
ydacTKa cocyza.

Beeaute APYIruc HHCTPYMCHTEI BOJIb KaTETCPpa (I/I HpOBO,[[HI/IKa) B IIPOCBCT COCYyJa.

[Tocne 3aBeprieHus TpoLEAypbl I W3BJICUYCHHS KaTeTepa MNPUKMUTE COCYJl B MECTE
MyHKIIMH, 3aT€M MEJICHHO U3BJIEKUTE KaTeTep.

€ Dranbl HCNOJIL30BAHUS HANPABJISIONIEr0 KaTeTepa

HO,I[6CpI/ITC HO,H,Z[Cp)KI/IBaIOH_[I/Iﬁ KaTeTeCp COOTBCTCTBYIOH_IGI\/'I MOACIN H CHCI_[I/I(I)I/IKE[LII/II/I B
3aBUCUMOCTH OT aHATOMHUYCCKOI'O PACIIOJIOKCHHA.

[IpoBeppTe KaTeTep U Apyrue NHCTPYMEHTHI Ha HaJIM4KUe U3THOO0B WIIM MHBIX MOBPEXKICHUH.
IIpu ux oOHapyKEHUH 3aMEHUTE U3/IENHE.

[Ipucoenuante Y-oOpa3Hpld KilamaH K KareTepy M TIPOMOWTE TMPOCBET KaTeTepa
renapuHU3UPOBAHHBIM (PU3HOJIOTUYECKHM PaCTBOPOM.

HpI/I HCIIOJIb30BAHWKU BBCAUTC MPOBOJAHUK B KATCTCP W MHNPOJABUHLBTC €TI0 OO BbBIXOJA
AUCTAJIBHOTO KOHIIA IMPOBOAHHKA U3 JUCTAJIBHOI'O KOHIIA KATCTEPA.

B cooTBeTcTBUM CO CTaHAAPTHON MHTEPBEHIMOHHON METOJIMKON YCTAaHOBUTE UHTPOIBIOCED,
COOTBETCTBYIOLIMI HAPYKHOMY JUAMETPY KaTeTepa.

OaHOBpEeMEHHO BBEIUTE KaTETep U MPOBOJIHUK YePe3 UHTPOABIOCED, TPOIBUHYB MPOBOIHUK
JUCTalbHEEe KOHIIA KaTeTepa.

CoBMeCTHO HpOI[BHFaﬁTe KaTCTCp U MPOBOAHUK, UCIIOJB3Yd MPOBOJHUK JJISI HABUTAIUU K
IIEJIEBOMY YYacTKy COCY/Ia.

Ilocme AOCTMIKCHUS ITPOBOJHUKOM HGHGBOfI MO3UIUHU 1o pCHTTCHOCKONMNMYCCKUM KOHTPOJIEM
IMPOABHUHBLTC KAaTCTCP B KCJIACMOC MOJIOKCHUC B COCYAC U U3BJICKUTC ITPOBOJHUK.

BBenure apyrue MHCTpYMEHTHI BAOJb KaTeTepa (M MPOBOJAHUKA) B TPOCBET COCYAA.
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@ HeartCare

® Tlocre 3aBeplieHUs NPOLELYPhl MEITECHHO M3BIEKUTE KaTeTep.
[ Crepunnszaums )

W31enme CTepUIH30BaHO OKCHIOM JTHIICHA.
[ Ycnopus xpanenns )

XpaHUTh B IIPOXJIATHOM, CYXOM, XOPOIIO BEHTUIUPYEMOM OMEIICHUH.
[ Vcnosus Tpancnopruposku )

[Tpu TpaHCTIOPTHPOBKE CIIEAYET N30ETaTh CHIIFHOTO CIABIMBAHUSA, IPSMOTO BO3/ICHCTBHUS CONHEYHBIX JTydel

1 TIONaJaHust aTMOC(EPHBIX OCAIKOB.
[ Nara npoussoncTsa, cpok rogquoctn )
CM. Ha yHaKOBOIIHOﬁ 3THUKETKE.
[ Cpox roanocru]
IIpu COOMIOEHNH YCTAHOBIEHHBIX YCIOBUH XPAHEHHUS CPOK TOJHOCTH M3ENUS COCTABIISET 3 TO/Ia.

[ O603naueHus 1 cuMBOJIBI )

1 ® IMoBTOPHOE HCIOJIB30BAHME 3ANIPEIIEHO

2) [Iﬂ CM. HHCTPYKIHMIO 110 IPUMEHEHHI0
e

3) ZAN Bepeub OT COJIHEYHOr0 CBETA

4) ? Bepeub OT BJIaru

5) g Cpok roguocTu

6) Homep napruun

7 Mopnean/Tunopasmep (ko ToBapa)

8) @ IMoBTOpHAas cTepuiIM3anus 3anipelieHa

9) CTepuJIN30BaHO OKCHIOM ITHJIEHA

10) CrepuiibHO

1 ' @ He HCNo/1b30BaTh NPH HAPYIIEHHH [IEJI0CTHOCTH
N YIaKOBKH

12) @ KoamnuecTBo n3aesmni B ynakoske: 1
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@ HeartCare

[ Mocnenponaxnoe oGeanyxuanue]

Kommnanus «Illanxaii XaprKsa Menukan Texnonomku Kopmopeimn Jlumuren» (Shanghai
HeartCare Medical Technology Co., Ltd.) ctpemutcs npemoctaBisTh BBICOKOKAYECTBEHHBIC H
BBICOKOX((QEKTUBHBIC MEAMIIMHCKUE TMPOAYKTHI JUIS OOJIACTH HEBPOJOTHYECKUX BMEIIATEIBCTB.
HeartCare Medical rapantupyer otcyTcTBHEe [e(EKTOB MaTepuajioB WM TPOU3BOJCTBA B
MOCTABIISIEMOM MNPOJIYKIIMM Ha MOMEHT IIOJYYCHHUsS 3aKa3uukoM. Bce ocraBmivecss BOMPOCHI
OTHOCHTEJIBHO TPOJYKTa IOJKHBI ObITh HAIIPABJICHBI B KOMITAHUIO.

[ Opunuansnoe 3aspaenne]

Kommanuns «lanxait XaprKsa Menukan Texnonomxu Kopnopeiimn Jlumuren» (Shanghai
HeartCare Medical Technology Co., Ltd.) ueTko yka3bIBaeT, YTO «IOJIACPKUBAIOLINI KaTeTep,
MPOU3BOAMMBIN Hallle KOMIIAHUEH, PETHA3HAYECH JIJIs1 OAHOPA30BOI0 UCIOJb30BAHUS U HE JOJIKEH
MOBTOPHO wWcmonb3oBaThes. HeartCare Medical He HeceT OTBETCTBEHHOCTH IO OTHOIICHHIO K
MPOAYKTY 3a JI000H yuiepd, Heyaady HpOoIeayphl, BHI3BaHHBIC HETPABHIBHBIM HCIIOIb30BaHHEM
MPOJYKTa, BEIOOPOM MOJEIH, OIHUOKON omepaTopa WM JI000H IPYyrol 4eloBEYECKOH OIMOKOMA.
HeartCare Medical Hukoum o00pa3oM He pPEKOMEHAYET, HE yKa3blBaeT M HE I0/pa3yMeBacT
BO3MOKHOCTh TOBTOPHOTO HCIIOJIb30BaHUA CHUCTEMBl W HE HECeT OTBETCTBEHHOCTH IO
NPEJOTBPAIICHUI0 HECYACTHBIX CIy4acB WM TOBPEXKICHHS TPOJYKTa, BBI3BAHHBIX MOBTOPHBIM
WCTIOJIH30BAHUEM.
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@ HeartCare

IMpousBoautens: «lllanxait XaptKsa Memukan Texnomomku Ko., JIta.» (Shanghai HeartCare
Medical Technology Co., Ltd.)

Anpec: 3ganue 38, Ne 356, UYxxon60 Poyn, CnenmanbsHsiii paiton JInneran, Kuraiickas (Llanxaiickas)
MUJIOTHAsS 30Ha cBOOOTHOM ToproBiu, 201422 Ilanxaii, Kurai

Otnen nocnenpoaaxuoro oocnyxuanus: «lllanxait XaprKsa Meaukan Texknonomku Ko., JIta.»
(Shanghai HeartCare Medical Technology Co., Ltd.)

Ten./ ®akc: 021-58975056

Howmep/Bepcus : SC-SMS-004 / A

Jara Beimycka : 11.10.2025 .
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