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1. Device Description

KONAR-MF Ventricular Septal Defect (VSD) closure system (herginafter referred to
as the system, KONAR-MF VSD closure system) includes the KONAR-MF VSD
Occiuder for closing the ventricular septal defect (hereinafter referred to as the
occluder, KONAR-MF VSD occluder) and the SteerEase introducer for delivery
(hereinafter referred to as the introducer, SteerEase introducer).

» The KONAR-MF VSD occluder is a percutaneous, transcatheter closure device
for the non-surgical closure of Ventricular Septal Defects (VSDs) in patients. The
occluder is a self-expandable, double-disc device made from a Nitinol wire mesh,
The two discs are linked together by a cone-shaped waist corresponding to the
size of the ventricular septal defect (VSD). The waist of the four largest models
are sewn with PTFE membranes securely using Nylon threads in order to

i increase its occlusion ability and reduce the residual shunts, while the four

7 smallest models have no membrane in it. The product is fixed at both ends with a
lug and screw.

» The KONAR-MF VSD occluder can be used in combination with the SteerEase
introducer, which consists of a coil reinforced sheath, a dilator, a loader, a
haemostatic valve and a delivery cable. The introducer is used to advance the
KONAR-MF VSD occluder to the proper position. When the occluder is released
from the sheath, one disc expands on each side of the defect, and the expanding
waist closes the VSD tunnel in the septum between the left and right ventricles.

2, indications and Usage

KONAR-MF Ventricular Septal Defect (VSD) closure system is intended for
percutaneous transcatheter closure of ventricular septal defect.

¢ Indications:

Patients have VSDs, which effects the cardiac hemodynamics.

Patients older than 6 months and weigh more than 8kg.

Isolated perimembranous VSD with or without Membranous Septal Aneurysm
(MSA).

Muscular VSD.

Size of the VSD is larger than or equal to 2mm, less than 10mm.

Upper margin of VSD to aortic valve distance >2 mm for models 6-4, 8-8, 10-
8, 12-10, 14-12 and >2.5mm for models 5-3, 7-5, 9-7, in case of PmVSD.
Patient does not present with an aortic valve prolapsing into the VSD and
patient does not exhibit aortic valve regurgitation.

¢ e o2

3. Contraindications

English 1

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



o Patient has extensive congenital cardinal anomaly which can only be adequately
repaired by cardiac surgery.

* Presence of thrombus at the intended site of implant, or documented evidence of
venous thrombus in the vessels through which access to the defect is gained.

e Active endocarditis or other infections producing bacteria.

e The implant of KONAR-MF VSD Occluder would cause an obvious interference
with the aortic valve or the atrioventricular valve.

¢ Patients with severely increased pulmonary vascular resistance and a right-to-left
shunt and patients with documented irreversible pulmonary vascular disease.

o Patients with contraindications to anti-platelet therapy or agents.

Warnings
« Patient allergic to nickel may suffer an allergic reaction to the device.

* The KONAR-MF VSD Occluder and Introducer should only be used by those
physicians trained in transcatheter defect closure techniques.

+ Physicians must be prepared to deal with emergency situations, which require
removal of embolized devices that result in critical hemodynamic compromise.
This includes the availability of an onsite surgeon.

o Embolized devices must be removed. Embolized devices should not be
withdrawn through intracardiac structures unless they have been adequately
collapsed within a sheath.

+ For single use only. Do not reuse or resterilize. Structural integrity and/or function
may be impaired or be lost through cleaning, resterilization, or reuse and may
cause adverse patient reactions. Lifetech Scientific (Shenzhen) Co., Ltd. will not
be responsible for any direct or consequential damages or expenses resulting
from reuse of any of the components in the KONAR-MF VSD Occluder.

* Do not use, if the sterile barrier has been compromised in any way.

» Do notrelease the KONAR-MF VSD Occhider from the delivery cable if the device
does not conform to its original configuration or if the device position is unstable.
Recapture the device and redeploy. If still unsatisfactory, recapture the device and
replace with a new device. Implantation of this device may not eliminate or
substitute the need for Coumadin in patients with VSD and paradoxical embolism.

« Device closure in patients who have suffered a previous thromboembolic stroke
should be discussed with the patient or family. In addition, consuitation with a
neuroiogist and hematologist is suggested to determine if the benefit of device
closure outweighs the risk.

~$}
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¢ Double check the connection safety before loading the device into the loader.
* Retrieve the device when it is hard to release the device from the delivery cable.

« When NI° atrioventricular block occurs during VSD closure operation, stop
implanting and send for surgical treatment.

o [ II° atrioventricular block occurs before the occluder placement, stop to observe
for three to five minutes. implantation can go on only if the atrioventricular block
disappears after observation. If |1° atrioventricular block occurs after the occluder
placement, the patient should be administrated with steroid cortex hormone (e.g.
Dexamethasone 0.1mg/kg/T). The occluder can be released if the atrioventricular
block disappears in fifteen minutes observation, otherwise withdraw the device
and send for surgical treatment.

8. Precautions

The KONAR-MF VSD Occluder is single use device. The production date and
expiry date are marked on the label. Do not reuse or resterilize them.

e

+ Pre-procedure, procedure and post-procedure medication.

< Pre-procedure
Aspirin ([3-5 mg)kg/day) is to be started at lsast 24 hours prior to the
procedure. Anti-platelet and anticoagulation medication is optional if the
patient has contraindication to aspirin.

< Procedure
Patient should be fully heparanized throughout the procedure with a minimum
active clotting time (ACT) of 250 seconds prior to device insertion.
Transesophogeal echocardiography (TEE) or similar imaging equipment is
recommended as an aid in placing the MF Occluder.

¢ Post-procedure

Patients should take appropriate endocarditic prophylaxis for 6 months following
device implantation. The decision to continue endocarditic prophylaxis beyond 6
months is at the discretion of the physician.

Patients, who showed any residual shunt, should be inspected by
echocardiographic examination for the residual shunt until the defect is closed
completely.

e MR conditional

A patient with an implanted KONAR-MF VSD Occluder can be scanned safely
immediately after placement of the device under the following conditions:

< Static magnetic field of 3 T or less.
< Spatial gradient magnetic field of 720 G/em or less.
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< Maximum MR system-reported, whole-body-averaged specific absorption
rate (SAR) of 3 W/kg for 15 minutes of scanning.

Remark: MRI! image quality may be compromised if the area of interest is in the
exact same area or relatively close fo the position of the device. Therefore,
optimization of MR imaging parameters to compensate for the presence of this
device may be necessary.
< Use in Specific population
Pregnancy- Care should be taken to minimize the radiation exposure to the
fetus and the mother.
Nursing mothers- There has been no quantitative assessment of the
presence of leachable in breast milk.

8. Adverse Events

¢+ Placement of the KONAR-MF VSD Occluder involves using standard
interventional cardiac catheterization techniques. The following adverse events
might be expected from interventional cardiac catheterization techniques.

< Allergic reaction < Arthythmias
< Air embolus < Thrombus formation
< Septal tearing < Device migration
<4 Injury to the nerve or vessel well < Cardiac perforation
< Incomplete sealing of the defect <% Infection
< Hemolysis < Cardiac temponade
< li*Atrioventricular block < [“and |I"Atrioventricular block
< Aortic regurgitation < Left ventricular enlargement or dysfunction
< Fever < TIA
<4 Residual shunt < Apnea
< Excessive bleeding < endocarditis
< Hematom < Pericardial effusion
7. Product features

The occluders are available in the following (Figure 1 & Table 1).
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Figure 1 The KONAR-MF VSD Occluder
Table 1 List of specifications of the KONAR-MF VSD Occluder and recommended
SteerEase introducers

Unit: mm
B Occluder Recommended
H ®D oD1 ®D2 L SteerEase
Specification introducer
LT-MFO-5-3 10 3 5 SFPAF, SFP5F
LT-MFO-84 10 4 8 SFP4F, SFPSF
LT-MFO-7-5 12 5 7 SFP4F, SFPSF
LT-MFO-86 12 8 8 SFPA4F, SFPSF
LT-MFO-0.7 14 7 9 4 SFP6F
LT-MFO-10-8 14 8 10 SFPSF
LT-MFO-12-10 16 10 12 SFPTF
LT-MFO-14-12 18 12 14 SFPTF

8. Directions for Use
Complete Device System Description
e The KONAR-MF VSD Occluder

¢ The KONAR-MF VSD Occluder is a percutaneous, transcatheter closure device
for the non-surgical closure of Ventricular Septal Defects (VSDs) in patients. The
occluder is a self-expandable, double-disc device made from a Nitinol wire
mesh. The two discs are linked together by a cone-shaped waist corresponding
to the size of the VSD. The waist of the four largest models are sewn with PTFE
membranes securely using Nylon threads in order to increase its occlusion
ability and reduce the residual shunts, while the four smallest models have no
membrane in it. The product is fixed at both ends with a lug and screw.

» The SteerEase introducer (Refer to Figure 2)

The KONAR-MF VSD occluder can be used in combination with the SteerEase
introducer, which consists of a coil reinforced sheath, a dilator, a loader, a
haemostatic valve and a delivery cable. The introducer is used to advance the
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KONAR-MF VSD Occluder to the proper position. When the occluder is
released from the sheath, one disc expands on each side of the defect, and the
expanding waist closes the VSD tunnel in the septum between the left and right
ventricles.

&>

&

'V.\'..

Sheath: The sheath is used to advance the devices to its desired position
within the heart.

Hemostatic valve: The haemostatic valve at the proximal end of the sheath
minimizes bleeding. The sideport with the flexible extension tube and
stopcock is used to flush the system.

Dilator: The dilator is used to ease penetration of the tissues and the vessel
wall

Loader: The loader is used to introduce the occluder with the attached
delivery cable into the sheath.

Delivery cable: The delivery cable is used to advance the occluder through
the sheath, holding it in position while the sheath is pulled back to deploy the
accluder. The handle (Plastic vise) and delivery cable are also used to retrieve
and/or reposition the occluder if the size, position or the expansion of the
occluder is deemed to be unsatisfactory.

The Handle: The handle screwed top the proximal end of the delivery cable
is used {o facilitate direction control and serve as “release control handle” for
disconnecting (releasing) the occluder from the delivery cable.

Figure 2 The KONAR-MFVSD Occluder and the SteerEase introducer

e Directions for Use

¢ 6 & 2

Perform procedure under either general or conscious sedation.

Give patient a dose of an appropriate antibiotic during the catheterization
procedure.

Obtain access to the femoral artery, femoral vein, and/or right intamal jugular
vein,

Administer heparin to achieve an activated clotting time of greater than 250
seconds throughout the procedure.

Perform standard right and left heart catheterization. Assess the pulmonary
vascular resistance.

English 6
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Figure 3 lllustration of loading the device into a loader

< Measure the size of the defect and its distance to the aortic valve by TEE and
left ventriculography. Select a occluder 0-2mm larger than the VSD size as
assessed. The waist diameter ® D1 of the four small models should be 0-
1mm larger than the VSD size, while the waist diameter ® D1 of the four large

. models should be 1-2mm larger than the VSD size.

i < Access the VSD with a guidewire using either venous or arterial approach.
The venous approach may be from either the inferior vena cava or the
superior vena cava depending on the location of the VSD. Form an
arteriovenous loop with the wire.

< Advance the sheath and dilator over the guidewire until the 0.038-inch “J” tip
of the dilator crosses the VSD. Then remove the dilator.

< Advance the guidewire into the apex of the ventricle and position the tip of the
sheath in the body of the ventricle.

< Pass the delivery cable through the loader and attach the occluder device to
the tip of the delivery cable by rotating the device clockwise until it is firmly

attached. To ensure proper occluder release, rotate the device counter-
clockwise 1/8 of a turn.

< Immerse the occluder and loader in saline solution and retract the device into
the loader. Slowly remove the guidewire and allow for back-bleeding to purge
air from the system.

<4 Connect the loader to the sheath. Transfer the device from the loader into the

sheath, and without rotation, advance the occluder to the tip of the sheath.

& Retract the sheath slowly until the distal disc is deployed. Pull the entire
assembly (delivery cable and sheath) into the VSD. . .

4 Once position is confirmed, retract the sheath to deploy the proximal disc.

4 |f the position of the device is unsatisfactory, stabilize the delivery cable and
re-advance the sheath until the device is completely within the sheath, and
reposition the device and deploy it again, or remove the device from the
patient.

< If the device position is satisfactory, attach the handle to the delivery cable,
then release the device by rotating the delivery cable counter-clockwise until

it separates from the occluder, finally remove the delivery cable and sheath
from the patient.
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<% Use TEE to confirm device placement, assess for residual shunts, obstruction,
or regurgitation induced by the device. Perform an angiogram o assess for
residual flow through the device.

9. Post-procedure
* All patients should be kept overnight for observation.
* Anticoagulation treatment with heparin for 24 hours and antibiotic for 3 days.

o Oral aspirin 3-5 mg/(kg.d) for children, and 3 mg/(kg.d) for adults for 6 months;
conditionally, plus plavix 75 mg/d for some aduit patients.

o Re-examination by echocardiography, ECG and chest X-ray at 24 hours, 1, 3, 6
and 12 months respectively, after the procedure.

’ 10.  Expiry Date

» KONAR-MF VSD occluder: Shelf life - § years, sterility preservation period - §
years,

o SteerEase introducer: Shelf life - 3 years, sterility preservation period - 3 years,
The shelf life is indicated on the labels, and the manufacturing date and use by
date are marked on the label. DO not use an expired product.

". Package and Label

» The KONAR-MF VSD closure system is supplied sterile and packed in a single
box.

o The KONAR-MF VSD occluder is packaged and secured in a PETG tray, sealed
with dialysis paper, and then placed in a terminal sterilization bag with a
sterilization label and indicator attached.

» All components of the SteerEase introducer are fixed and secured to a pallet and
then sealed in two terminal sterilization pouches with a sterilization label and
indicator attached to the large terminal sterilization pouch.

o The product is sterilized and placed in a box with instructions for use. The label is
attached to the box.

12. Transportation, storage and operation

o Products are transported by all modes of transport in covered vehicles in
accordance with the rules of cargo transportation applicable to this type of
transport in accordance with the following conditions: Transportation conditions:
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air temperature from +5°C to +40°C at a relative humidity of 35% to 685% (non-
condensing) and an atmospheric pressure of 500-1080 hPa. Operating conditions:
The product should be transported at an air temperature of +32°C to 42°C with a
relative humidity of no more than 80% (non-condensing) and an atmospheric
pressure of 500-1060 hPa. Storage conditions: air temperature from +5°C to
+40°C at a relative humidity of 35% to 65% (non-condensing) and an atmospheric
pressure of 500-1060 hPa. Store the product in the manufacturer's packaging in
a dry, clean place, away from heat sources and direct sunlight, at a controlled
temperature. The shelf life is indicated on the label of each product.

13. Information about sterility of the product

o The product is delivered sterile. Sterilization parameters: gas sterilization method
/' (ethylene oxide)} in accordance with ISO 11135-1 (residual contamination level 10-
*  8). The product is apyrogenic.

* Repeated sterilization of the product is prohibited. Repeated use is prohibited.

14. Disposal data

» Dispose of the product in accordance with SanPiN 2.1.7.2790-10 for class b
waste (epidemiologically hazardous waste). After hardware decontamination
methods using physical methods and changing the appearance of waste,
excluding the paossibility of their reuse, class b waste can be accumulated,
temporarily stored, transported, destroyed and buried together with class a waste
(epidemiologically safe waste, in composition close to MSW). Packaging of
decontaminated medical waste of class B must have a label indicating that the
waste has been decontaminated.

+ In case of non-use of the product, damage to the individual packaging and
expiration of the storage period, disposal should be carried out in accordance with
SanPiN 2.1.7.2790-10 for class a waste.

18. Compliance with the standards of the Russian Federation

e GOST R 50444-92 "Medical devices, apparatus and equipment. General
technical conditions *.

¢ GOSTR ISO 14630-2017 "Inactive surgical implants. General requirements"”

e GOST R 1SO 11070-2010 “Single-use sterile introducer. Technical requirements
and test methods "

* GOST ISO 116807-1-2018 “Packaging for medical devices subject to terminal
sterilization. Part 1. Requirements for materials, sterilization barrier systems and
packaging systems

» GOST R ISO 15223-1-2014 "Medical devices. Symbols used in marking on
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medical devices, labels and accompanying documents. Part 1. General
requirements "

o GOST 31214-2016 “Medical devices. Requirements for samples and
documentation submitted for toxicological, sanitary-chemical studies, tests for
sterility and pyrogenicity ",

o GOST R 52770-2016 “Medical devices. Safety requirements. Methods of
sanitary-chemical and toxicological tests *;

e GOST 31208-2003 “Containers for blood and blood components. Chemical and.
biological safety requirementis and test methods “,

e GOST ISO 10993-1-2011 “Medical devices. Assessment of the biological effect
of medical devices. Part 1. Assessment and Research ";

» GOSTR ISO 10993-2-2009 “Medical devices. Assessment of the biological effect

» of medical devices. Part 2. Requirements for the treatment of animals ",

4 GOST ISO 10993-4-2011 “Medical devices. Assessment of the biological effect
of medical devices. Part 4. Research of products interacting with blood *;

e GOST ISO 10893-5-2011 “Medical devices. Assessment of the biological effect
of medical devices. Part 5. Studies for cytotoxicity: in vitro methods ",

* GOST ISO 10993-6-2011 “Medical devices. Assessment of the biological effect
of medical devices. Part 6. Studies of local action after implantation ”;

o GOST ISO 10993-7-2018 “Medical devices. Assessment of the biological effect
of medical devices. Part 7. Residual content of ethylene oxide after sterilization *;

o GOST {SO 10993-10-2011 “Medical devices. Assessment of the biological effect
of medical devices. Part 10. Studies of irritant and sensitizing effects *;

e GOST ISO 10993-11-2011 "Medical devices. Assessment of the bioiogical effect
of medical devices. Part 11. Studies of general toxic effects ”;

o GOSTISO 10993-12-2015 "Medical devices. Assessment of the biological effect
of medical devices. Part 12. Preparation of samples and control samples ";

o State Pharmacopoeia of the Russian Federation OFS.1.2.4.0005.15
“Pyrogenicity”,

o PND F 14.1: 2: 4.138-98 “Quantitative chemical analysis of waters. Methods for
measuring mass concentrations of cobak, nickel, copper, zinc, chromium,
manganese, iron, silver, cadmium and lead in drinking, natural and waste water
samples by atomic absorption spectrometry ",

» MU 4628-88 "Guidelines for the gas chromatographic determination of residual
monomers and non-polymerizing impurities released from polystyrene plastics in
water, model media and food";

¢ MUK 4.1.650-96 "Guidelines for the gas chromatographic determination of
acetone, methanol, benzene, toluene, ethylbenzene, pentane, o-, m-, p-xylene,
hexane, octane and decane in water”;

o MUK 4.1.653-96 "Guidelines for the reaction chromatographic determination of
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formaldehyde in water."

16. Delivery set of the product:

The KONAR-MF VSD Closure System includes:
1. KONAR-MF VSD Occluder of one design -1 pc.
2. SteerEase introducerof one design - 1 pc.

3. Instructions for use - 1 pc.

4, Sticker for KONAR-MF VSD Occluder - 1pc.

J Sticker for SteerEase introducer- 4 pcs.

’
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1. Onucanue uagenun

Cucrema ANA 3akpeiTUA AedexTa Mexokenyaoukosoi neperopoaku KONAR-MF VSD
(panee no Texcry - cucrema, cucrema KONAR-MF VSD) skniovaer 8 cebn
Oxxmogep KONAR-MF VSD Aana 3akpbiTHR  aedekta MenoxenyaoMKosod
neperopoaku(fanee no Tekcty - okknioaep, okkmoaep KONAR-MF VSD) u
uHTpoabiocep SteerEase ANA aocrasku  (fanee no TEKCTY —UHTPOALIOCEP,
uHTpoablocep SteerEase).

o Oxxmogep KONAR-MF VSD ato ycTpoiicTBO ANR HEXMPYPruvecKoro YPecKoXHOro
TPaHCKATETEPHOro  3aKkphiTUA  AedexTa MEeNOKeNYAOHKOBOA  Neperopoaku
y nayventoB (VSD). Oxkniogep npeacraenser coBoi yCTPOWCTBO C ABYMA
CaMOpPacKpLIBAIOWMMICA  ANCKAMW,  UIMOTOBNEHHOE M3  HUTHHONOBOW
nposonovuHoid cetku. [lea ancka coegvHeHu mexay coGoi koxycooGpasHoi
nepemMbivkoN, COBNARAIWERA NO pasMepy C ASDEKTOM MENOKENYAOMKOBON
neperopoaku (VSD). Nepembivka veThipex campix kpynHoraGapuTHbix moaenei
HanexHo cwura ¢ MemBpanamn us NTHI ¢ NOMOWDBIO HEANOHOBLIX HUTEH, UTO
ynyqwaet cnocobHoCTe oOKkNogepa 3akpbiBath Aedexthl W ymeHbllaeT
ocTaTouHbIA cBpoc kpoBu. Y ueTupex mopeneih camoro Manoro pasmepa
memGpana otcyrcyeyer. Usgenue saxpenneHo Ha oBowX KOHUAX NPM NOMOLIM
HAKOHEUHUKA ¥ BUHTA.

~
n\h_

o Oxxmogep KONAR-MF VSD mMOXHO MCNONb30BATL B COMETAHUM C WHTPOALIOCED
SteerEase, koTOpLIA COCTONT U3 YCUNEHHOW cnupanelo oBoNOMKK ANA A0CTaBKK,
aunararopa, 3arpysuvka, remocTaTMMeckoro knanaHa w xafens pocraskm.
Unrpoabiocep SteerEase cnyxut gns npogsuxennn okkniogepa KONAR-MF
V8D 8 nyxHoe nonoxesue. Mocne seicsoboxgeHnn okknkaepa us oGonovkn Ans
AOCTaBKN C KDKAOW CTOPOHEI OT gedexTa packpbiBaeTCA MO OQHOMY [UCKY, a
PaCWIMPAIOWANACA Nepembiuka sakpuisaer npocser VSD B neperopoake mexay
NeBbLIM W NPaBLIM XEYACHKAMM.

2, NokasaHua » ucNoNb3oBaHKE

* Cuctema Ann 3akpeiTun fethekta mexokenyaoukoeoi neperopoakn KONAR-MF
VSD npegHasHayeHa ANA YPECKOXHOTO TPAHCKATETSPHOMD SakpbiTUA AedexTa
mexokenyaoukosoi neperopoakun {(VSD).Mokasanus

< Hanwuve y nauventa VSD, xoTopbiit BNMAET HA reMOAUHAMUKY cepaua.

< Bospact nauueHTa crapuse 6 mecaues v sec Gonee 8 kr.

< UsonnposanHbih nepumembpanosHbiil VSD ¢ anespusmoid memGpanosHomn
YyacTu neperopoakn unu 6es nee.

< Mbiweunbiid VSD.

< Pasmep VSD Gonble nnu pasen 2 MM ¥ MeHble 10 Mm,

< Bepxnuit npegen paccroaHua oT VSD fo aopTancHoro knanasa >2 MM Ans
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moaenei 6-4, 8-6, 10-8, 12-10, 14-12 n >2,5 Mm ana mogeneit 5-3, 7-5, 9-7, 8
cnyvae nepumembpanosHoro VSD.

< OrcyTcTemne y nauueHTa nponanca aopTanbHoro knanawa s VSD v aopTansHoil
peryprutauwm.

3. MNpoTusonoxasanmusn

* MaurenTtl ¢ OGWNPHLIMK BPOXKASHHEIMW AHOMANMAMK CEpPALA, KOTOPLIE MOXHO
ACIXHBIM 0Opa3om CKoppexTMpoBaTb TONLKO C NOMOLIBIO XUPYPIUYECKOro
BMewwarTenscTea Ha cepaue.

e Hanwuue TpomGa B NpeANONAra@MOM MECTe UMRNAHTALMK UNK AOKYMEHTaNbLHO
NOATBEepXAEHHOE Hanwune Beno3Horo TpomGa B cocygax, vepes KoTopbie
OCYWECTBNAETCA AOCTYN K AedheKTy.

;’7- AKTUBHBIA 2HAOKAPAWUT ¥NK Apyrue BakrepuanbHeie HHEKLMK.

* Wmnnaxtaums okkniopepa KONAR-MF VSD npueeaeT K ABHOMY ero
B3aWMOAGHCTBUIO C AOPTanNbHLIM  KNanaHOM MAKW  ATPHOBEHTPUKYMADHLIM
KnanaHom.

e MaunenTsl CO IHAYNTENHHO NOBHILLIBHHOW PEIUCTEHTHOCTLIO NErouHLIX COCYAOB
W cOpocoM KpOBM cCnpasa Haneeo, & TaKKe NAUWEHTH C AOKYMEHTanbHo
noaTaepXAeHHLIM HeoBpaTuMbIM 3aBonesaHnem CoCyA0B Nerkux.

¢ NMauveHTs! C MNPOTMBONOKASAHWAMM K aHTUTpoMGOUMTapHOR Tepanunm uAW
npenaparam.

4. Npepynpexgenun

e Y nauueHToB C anneprveid Ha HUKeNL MOXET HaGNIoAaTLCA annepruyeckan
peakuus Ha usaenwe.

s Oxxmogep KONAR-MF VSD ponxeH WCNONb3OBATLCA TONLKC Bpavami,
ofydeHHbIMW MeTOAUKE TPAHCKATETEPHOO 3aKpLITUA AedeKTos.

o Bpaum pomkHb! GbiTb FOTOBbLI K AGUCTBUAM, HEOGXOAUMBIM B IKCTPEHHBIX
curyauunax, TpeGylowmnx yaaneHns 3MGONM3IMPOBAHHLIX WAAGNWIH, KOTOpLbie
Bbi3bIBAIOT KPUTUMECKME HAPYWEHUA FOMOAMHAMMKN. JTO NOAPAa3lyMeBaeT
Hanuuue Xupypra B yupexaeHuu.

o OmbGonuauporatibie usaenun Heobxoaumo yaanaTh. OMGoNnsUpoBaHHbIe
u3genuna He cneayeT yaanaTh Yepes BHYTPUCEPABYHLIe CTPYKTYPbI, €CMIH OHN He
Gbinn gocratorHeiM 0Gpasom cxatht BHYTPH 0B0NOMKM ANA A0CTABKW.

¢ Tonbko ANA OAHOKPATHOrC KCNONBb3OBAHUA. He CNOoNLIDBATL U He CTepNNN30BATL

NoBTOPHO. CTPYKTYPHaR LENOCTHOCTD WHIW (DYHKUMOHWPOBAHNE MIREITHA MOTYT

GbiTh YacTUMHO UNU NONHOCTBHIO HapPYUWEHbi B NPOUECCe NMOBTOPHOW OMWCTKW,
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CTEPUAKMIAUMK UNK NPUMEHEHUSA, YTO MOXET NIPUBECTU K PA3BUTUIO ¥ NayweHTa
HexenarenbHouix peakuuin. Komnavun Lifetech Scientific (Shenzhen) Co., Lid. e
HeceT OTBETCTBOHHOCTU 3a Kakue-NNGO NPAMbLIE WU KOCBEHHbIe YOLITKN, ywepd
MNKW pacxogbl, BOSHUKILME B pPe3yNbTaTe NOBTOPHOIO WCNONbsosaHun NKGuIX
KoMnoHeHTOoB okKkniogepa KONAR-MF VSD.

» He ncnonb3oBate npy NGbIX HapyLLEHNAX cTepunbHoro Gapuepa.

s 3anpewaerca orcoeaguHath okkniogep KONAR-MF VSD or kabens gocrasku,
eCMU na3aenne He NpUHAMaeT UCXOAHYI0 (opMy, a TaKke NpU HeCcTabHuNbHOM
nonoxeHnn uspenua. Cneayet NOBTOPHO 3axSaTUTL USAGME W YCTAHOBUTE ero
ewe pas. Ecnv peaynstar no-npexHesMy HeyAOBNETBOPUTEneH, Heobxoaumo
NOBTOPHO BLINONHWTL 3AXBAT UIAENUA W SAMEHNTL ero HoBbIM. UMnnaHTauun
U3NENUN MOXET HEe WCKNIouaTb HEOOXOAWMOCTM B TEpPanUM KyMagWHOM W He

/S ABAATHCA 3aMEHOW Takow Tepanuu y nauuwentoe ¢ VSD u napagokcanbHoi

¢ ambonueir.

¢ Wcnoneaosanne uspenus y NaUWeHTOs, paHee nepeHecLumMx
TpombBoambonuyeckuit MHCYNLT, HeobxoauMo obCyauTL C NALUMEHTOM UMW ¢ &ro
ceMmbeil. Kpome TOro, pekoMeHAYeTCR NONY4UUTb KOHCYNLTAUMIO Hesponora W
remaronora, Ytobnl onpeaenuTs, NepeseilunBaeT N NOMb3a OT KCNONLIOBAHNA
U3ALNMA CONYTCTBYIOWNA STOMY PUCK.

« epea yCTAHOBKOMH U3AGNKA B 3arpY3UK creayeT ABaxabl NPOBEPUTL HAREKHOCTD
CoeANHEeHNS.

¢ Ecnu wanenue ¢ TPyAOM OTCOSAUHRAETCA OT Kkalens AoCTaBku, M3genwe
Heo6X0ANMO UIBMEMD,

o Mpu BOIHMKHOBEHUN ATPUOBEHTPUKYNApHOW Gnokaabl lli°crenenn Bso Bpema
BLINONHEHUA Npoueaypl 3akpbiTus VSD HeoBxoauMo npekpaTUTh UMNNAHTaUuIO
¥ HanpaeuTb NAUNEeHTa Ha XMpPYpPruMeckoe neveHue.

o [Ipy BOSHWUKHOBEHMW aTPUOBEHTPUKYNAPHOW Bnokaawl H cTeneHu A0 YCTAHOBKW
OKKNIOAepa Ccnefyer nNpekpaTuTk Manunynauun wu sect HabniopeHue 3a
COCTOAHWEM NaLUeHTa B TevyeHue 3—5 MUHYT. IMNAAHTaLNI0 MOXHO NPOAOIKATL
TONbKO NpPU MCYE3HOBEHUM ATPUMOBESHTPUKYNSPHOW Onokagsl nocne nepuoaa
HabniogeHun. Mpu BOSHUKHOBEHNMW aTPUOBEHTPUKYNAPHOW Onokagsl |l cTenexw
NOCNe YCTaHOBKW OKKNIOAGpPa NaLUWeHTY CreayeT HadHauuTh npenapar
KOPTUKOCTEPOUAHONC ropMoHa (Hanpumep, AekcamerasoH B gose 0,1 mr/kr). Ecnm
no OKoH4YaHWW 15-MuHyTHOrO HabnIAGHNA aTPUOBEHTPUKYNApHas OGnokaja
MCHe3HeT, OKKNogep MOXHO BeicBoboauTe. B npotusHom cnyvae Heobxoaumo
M3BNeMb M3AENUe W HaNPaBUTb NALUUEHTa Ha XUPYPrUYECKOe NleYeHKe.

5. Mepbi MpeaocTOpOXHOCTH
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¢ Oxxniogep KONAR-MF VSD npeaHasHaueH NCKNICYUTENLHO QNA 0QHOPasoBoro
NCNoNb3oBaHuUA. [lara NPonMsBOACTBA M CPOK FOAHOCTU YKasaHbi Ha JITUKETKe.
TosTopHOE UCNONL3OBAHWE UAWN CTEPUNTMIALIMA SanpPeLLeHb..

o MeaukameHTO3HaA Tepanua nepea NPoLeAYPOd, BO BpeMs NPOLEAYPL W nocne
Hee.

< Mepea npoueaypoit
He nosgHee uem 3a 24 yaca A0 Hauana npoueaypsl ACMXeH BbiTb Havar
npuem acnupuna (3~-5 wr/kr/cyt). Ecnm  y  nayueHTa UMEIOTCA
MPOTUBOMNOKA3AHWA K ACNUPUHY, NPUMEHeHWe AHTUTPOMOOLUMTApPHLIX M
AHTHKOATYNIAHTHBIX NPENAapaTos He ABNAETCA 06ASATENbHBIM,
< Bo spems npoueaypbl
Ha nporaxenun Bced npoueaypsl AO/DKHA NPOBOAMTLCS  NONHaA
. renapuHM3ayus C AOCTUNKEHMEM MWHUMANbLHOTO aKTHBHOIO BPEMEHW
cBepTbiBaeMocTh (ABC) 250 cexyHa A0 BBeASHUA YCTPONCTBAKIAGNNA.
Ona  ofneruenna yCTaHOBKM  MYNLTH(EHECTRPANLHOrO  OKKNloAepa
PEKOMEOKAYOTCA WUCNONb3OBATL  YPECNUUIEBOAHYI0  Ixoxapauorpadulo
(YN3xoKIN unn aHanorMYHeie METOAMKM BU3YaNU3IaLWMN,

-t
Ny

+ NMocne npoueaypb!

B TeveHne 6 MecsuEB NOCNe WMNnAHTaUMK W3SENWA Y NauMeHTCB AOMKHa
npoBoAUTLCA  agekeatHas  npodunakTuka sHpokapauta. Pewexwe o
NPOAOIMKEHUA npOohUNAKTHKM  IHAOKAPAUTAZ NO  MCTEMEHUH 6 mecsuer
NPUHUMABTCA NO YCMOTPEOHKIO Bpada.

Y nauveHToB ¢ HANWMMMEM OCTAaTOMHOro cHpoca KpPOBM QONNHO NPOBOAWTLCA
axokapanorpaduyeckoe uccnegosaxue ana Habnoaequa sa cGpocom ao Tex nop,
noKa He NPOU3oIHAET NOMHOE 3aKPbITHE AedeKTa.

e« CoBmecTumocTb ¢ MPT

< WHaykuma marduTHOro Nonn, pasHana 3 T u mexee.
< [poCTpaHCTBEHHLIA rPAgHUEHT MarHUTHOro nona 720 Nc/cm nnu mexee.
< MakcumanbHbiil coobwaempin cuctemoi MPT ycpeanennblil ANA Bcero Tena
yposene cneundudeckoi abcopbuum (SAR) 3 Br/ikr B Tevenne 15 munyT
CKAHUPOBAHUA,
MNpumeuanns Ecnu wuccneayeman ofnacTe cosnafjaer ¢ obnacteio
PacnonoXeH!s M3NENUs WNU PacnonaraeTcA OTHOCUTENbHO BNWIKO K Hel, aTto
MOXET HeraTMBHO NOBNMMATL Ha kavyecTso MP-usoGpaxeHua. Moatomy moxet
notpebosarbca onTuMMIauma napameTpos MP-8usyanusaLum AnA KOMNEHCaLIMU
NPUCYTCTBUA H3aENUs.
< Wcnanb3osaHue B 0coSLIX NONYNAUMAX
Bepemennbie: cnegyer cobnioaatb OCTOPOXHOCTD ANS CBeAGHMA K
MHHUMYMY BO3AGACTBHA U3NYYSHUA HA NNOA U GEPEMEHHYIO KEHLLUHY,
Kopmawme rpyabio Marepu: KOMMUOCTBEHHARN OLGHKa BeuwecTs,
Ha pycckom Aasvse 13
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NPOHUKAIOWKX B MPYAHOE MONOKO, He NpoBoAnUNACh.

8. HOXONATENLHLIS ABNGHKUA

 Oxkmiogep KONAR-MF VSD ycTaHaenwueaerca C NPUMEHSHUEM CTaHAAapPTHLIX
MHTEPBEHUNOHHBIX METOAMK Karetepusaumu cepaua. [lpw  npuMeHeHwuw
UHTEPBEHLMOHHEIX METOAWK KAaTEeTepPH3auMU Cepaua BOSMOXHBLI Cheayowme

HEXENnaTenbHbie ABNBHUS.
< Anneprudeckan peaxuvs < AputMin
< BoaaywHan smGonus < dopumposanne Tpomba
< Pa3pniB neperopoaxu < Mwurpauus nagenus
J_"¢ MNospexgeHwe Hepaa wim creHkn < Mepdopauns cepaua
*  cocyna
< Henonwoe 3akpuiTe aedexra < Undexumn
< Femonus < TamnoHaga cepaua
< ATPHOBEHTPUKYNRPHAA Gnokaga < ATproOBeHTPUXYNApHas Gnoxaga
Il crenenu Fu !l crengnm
< AopranbHan peryprutaumus < Pacwwpexne unn AuceyHKuus Nesoro
KENyAouKa
4 lMoBbiLIGHWE TEMNEPATYPLI. 4 TUA
< OcratouHbiit cBpoc xposK < OcrasoaKa AbIXaHKA
<4 OGunbHOE KpoBOTEHBHUE < JngokapauT
< emaToma % MNepwkapananbHbii BHINOT

7. CeoiicTaa nagenus
o OKKNIOASPbI NPEANAranTCA B CNAAYIOLWNX BapuanTax (cM. puc. 1 v TaGnuuy 1).

Pucynox 1. Oxxniogep KONAR-MF VSD
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Tabnuua 1. TexHuueckue xapakrepuctuku okkniogep KONAR-MF VSD u
pekomeHayeMmble uHTpoablocep SteerEase
EAvHnua u3MepeHnsa: Mm

TexHnueckue peKkomeHayeMbie
napameTps! @D | D1 | ®D2 | L WUHTpOAbIOCEp
okknaepa SteerEase
LT-MFO-5-3 10 3 5 SFP4F, SFP5F
LT-MFO-6-4 10 4 6 SFP4F, SFPSF
LT-MFO-7-5 12 5 7 SFP4F, SFP5F
LT-MFO-8-6 12 6 8 SFP4F, SFPSF
LT-MFO-9-7 14 7 9 4 SFP6F

LT-MFO-10-8 14 8 10 SFP6F

LT-MFO-12-10 | 16 10 12 SFP7F

, LT-MFO-14-12 18 12 14 SFP7F

8. Ykazanmna no npumeHeHnIo
MonHoe onnucaxnue nagenua
o Okkniopep KONAR-MF VSD

Oxkkmonep KONAR-MF VSD npeacrasnser cobow ycTpoictBo Aans
HEXUPYPru4ecKoro  YpeckOXHOr0  TpPaHCKaTeTepHOro  3akpuitua  aedekra
mexoxkenyaovkoson neperopoaku y nauuentos (VSD). Oxkkniopgep KONAR-MF
npeacraenseTr coboi YCTPOWCTBO C ABYMA CaMOPaCKpbiBAOWUMUCA AUCKAMM,
U3roToBNEHHOe W3 HWUTUHONOBOW NPOBONMOYHOW ceTkU. [lBa Aucka cCoeauHEeHb
mexay cobon koHycoobpa3Hon nepeMbivkoW, coBnagawwen no pasmepy ¢ VSD.
MNepembiuka yeTbipex cambix KpynHoraGapuTHbIX MoOAenen HafAeXHo clwuta ¢
membpaHamun u3 MNTOI ¢ nomouwbio HEWNOHOBLIX HUTEW, 4YTO ynydwaer
cnocobHOCTb OkkNioAepa 3akpbiBaTbh AedeKTbl U yMeHbLUaeT OCTaTouHbIn c6poc
KpoBUW. Y veTbipex moaenew camoro mManoro pasmepa membpaHa OTcyTcTByerT.
Nanenue 3akpenneHo Ha 060Mx KOHLAX NPU NOMOLIM HAKOHEYHUKA W BUHTA.

e WnTtpopablocep SteerEase (cm. puc. 2)

Oxkknionep KONAR-MF VSD M0XHO “cnonb3oBaTh B COMETaHUM C UHTPOAbIOCEP
SteerEase, kOTOpbI COCTOUT U3 YCUNEHHOW cnupanbio 060N0YkKU ANA AOCTaBKK,
Auwnararopa, 3arpysuuka, remMocTaTMHecKoro knanaHa w kabens pocraskv .
UHTpoablocep SteerEase cnyxut ans npoasuxeHus okkoaepa KONAR-MF VSD
B HyxHoe nonoxeHue. Mocne BbicBoGoXaeHus okknoagepa us obonouvku aAns
AOCTaBKU C KaXaon CTOPOHbI OT Aedexkta packpbiBaeTcs No OAHOMY AUCKY, a
paclwMpAIoLAanca nepeMbivka 3akpbiBaer npoceet VSD B neperopoake mexay
nesbIM ¥ NPaBLIM XeNnyao4YKaMHU,

< Obonouka ana pocraBku: obonouka cnyxut AnNA NPOBEAEHUA U3nenus B
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HYXHOE MECTO BHYTPK Cepaua.
< [lemocraruueckuit KnanaH: reMocTaTUMECKWA KNAnaH Ha NPOKCUMANbHOM
KOHUEe ODONOMKM MUHUMUSMPYeT KpoBoTeuekue. Bokosoi nopT ¢ rubkon
YANMHUTENLHON TPYOKOW ¥ 3anOPHLIM KPaHOM CNYXMY ANA NPOMLIBAHNA
CUCTEMbI.

Avnararop: aunararop oGneryasT NPOHNKHOBEHKE B TKAHW U CTEHKY cocyaa.

3arpyauuk: 3arpysHuK CAYXHT ANA BBEAESHUA OKKNIOAEPa C NPUCOSAUHEHHBIM

K Hemy kaGenem aocrasku B 0GONOMKY.

< xabenb gocrasku: kabenb AOCTABKY CRIYXMUT ANA NPOABWKEHUA OKKNIOASPA B
obGonouyke ANA AOCTaBKW, yAepXusas €ro Ha mecre, noka ofonouka ans

AOCTaBKW OTBOAMTCA Hasag ANA YCTAaHOBKM OkknioAepa. PykoaTtka

(nnacTmaccoebiii  Aepxarens) W AocTaBnslouwMin  kabenb UCNONL3YIOTCA

TaKke ANA WUIBNEYEHNS WWNW WIMEHEHMA NONOXEHWS OKKNIOAepa, ecnu

pasmep, RONOXEHUe uNK pacliMpeHdne okknogepa Gyaer couTeHo

HEYAOBNETBOPUTENLHBIM.
< PykosiTka: pPyKOATKA, NPUBMHUNBAEMbIA K NPOKCUMANbHOMY  KOHUY

Aoctasnaowero kabens, ofneriaer KOHTPONE HANPABNEHWS W CRYXWT

«PYYKOA KOHTPONA BLICBOGONKAGHUA» ANA OTCORAUHEHHA (BLICBOBOXACHUA)

okknioaepa ot poctasnaAowero kabens.

+ @

'\s:v

OBaNONER ANA AOCTEMIM

KaGane 0CToRKN " FessocTaTIVECIIS KNARAN © MANIOH YANMHUTONLNON

. € MANOR YRnWHTeNeroA  th S aeng o sanopHem Quxrnanen
':,w wsanoprome kparow tub L

o YkasaHua NO NPUMEHEHUIO

< Mpoueaypy nposoauts nog obwum obesGonuBaHwemM wnu B ycnosusax
cepaunm ¢ COXpaHeHUeM CO3HAHMA.

Bo BpemMa npoueayps Karetepusauuu BBECTM NAUWeHTY A03Y
COOTBETCTRYIOWEro aHTubuoruka.

Obecneuntb goctyn k GeapenHoil aptepuun, GeapeHHOR BeHe wunu npaBoil
BRYTPEHHEN APEMHOI BeHe.

Beecrn renapuH € UGNLI0 AOCTINXEHUR AKTUBUPOBAHHOIC BPEMEHU
ceepThiaeMocTi Sonee 250 cekyHa Ha NPOTSEHWN BCER NPOLSAYPYI.
BLINONHUTL CTAHAAPTHYIO KATETEPHIALMIO NPABsLIX U NeBLIX OTAENOB cepaua.
OueHUTb PesSUCTEHTHOCTL NEroYHbLIX COCYA0B.,

¢ <+ ¢+ 2
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d—;&——@:
Puc. 3. YcraHoBKa W3zenuss sarpys|umk
< Wameputb pasmep fAedexta U paccTosHMe A0 aoOpTanbHOrO Knanaia ¢
nomowsio YMNOxoKl u nesoi BeHTpukynorpacdmu. BuiGpaTte oOKkkNIOASP
pasMepom Ha 0 - 2 mm Gonbwe wsmepexHoro pasmepa VSD. [Auametp
nepembiMk @ D1 Ha wyeThipex manbix Mogenax AcnxeH Ha 0-1 mm
npesbilwaTe pasMep VSD, a gnametp nepembivku ® D1 Ha YeTbipex KpynHbIX
~, MOASNAX AoMKeH Ha 1-2 MM npessiwaTs pasmep VSD,

7 4 BuiNONHATL BEHOIHLI WNW apTepuanbHeil AOCTYN K VSD ¢ nomoubio
nposogHUKa. BeHO3HLIA A0CTYN MOXET GbiTh OCYWECTBNEH Yepe3 HUKHIOW
NOMYI0 BEHY WNW Yepes BEepXHIOI0 NONYI0 BeHY, B 3JaBUCUMOCTW OT
pacnonoxesna VSD. CdopmmposaTth CNOMOULIO  NPOBOAHMKA
apTepUOBEHO3HYIO NETNIO. '

< [Mpopsurarb o6onouky ANA AOCTABKM U QUNATaTop NO NposoAaHuKy 0,038-
AOAMOBBIA J-06pa3Hbii A0 TeX Nop, NOKa KOHeY aunartaTtopa He npoiaer
yepe3s VSD. Nocne atoro yaanute gunararop.

< MpoBect nNPOBOAHWK B BEPXYLLUKY XENyAouKa W pacflofnoXuTh KOHel
060NoYKH ANA AOCTABKW B TENE XKENnyaoMKa.

< [lpoBect kabenes AocTaskv vepes 3arpyavuk M NPUCOSAUHWUTL OXKNIOAEp
K KOHLlY kaBena aocTasku, Bpawan uagenue No HacoBoi cYpenke, Noka OHO
He NPUCOBAUHMTCA QOCTATOMHO NPouHo. Yrobu obecneunTts npaBunbHoe
BbicBOGOXKAGHNE OKKNIOASPA, NOBEPHYTH USAGNUS NPOTUB YECOBOW CTPEnKN
Ha 1/8 obGopora.

< MMorpy3nTth okkNIoAep U 3arpys4uk 8 GUIKONOrHYECKWA PacTBOP U BTAHYTL
uwagenue B aarpysquk. MeaneHHo u3BNEYL NPOBOAHWK W C MNOMOLLUbIO
oBpaTHOro Toka KpoBM YAanMTh 803AYX U3 CHCTEMbI.

< MoacoeguHuTs 3arpysunk kK oBonouke Ans aoctasku, lNepemMecTuTh uagenue
“3 sarpysduka B 060NOYKY ANA AOCTABKY W, HE Bpawas ero, NpoaBuraTh
OKKNIOAEP K KOHLY 060N0YKM ANSA AOCTABKM,

< MeaneHHo orsect obonouky ANA AOCTABKW, noka He GyaeTr passepHyT
AUCTanbHbIA auck. BranyTb BCKO cucTeMy (focTaBnsowui kabene u
o6onouky) B VSD.

< MNocne AOCTUNEHUA HYXKHOW NOIUUWN OTBECTU OBONOYKY ANA AOCTABKW,
4YTOObl YCTAHOBWTL MPOKCUMAaNbHBIA AUCK,

< Ecnu nonoxeHue wusnenuAa HEyAOBNETBOPUTeNLHO, cTabunusuposark
kaGene 4OCTABKM W NOBTOPHO NPOABUHYTL o6onouKy ANA AOCTaBKu Bnepen
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AO TeX NOP, NOKa NSAENUE NONHOCTbIO He okaxetcs B oGonoMke. Mocne atoro
U3MEHUTL MONOXEHNE UIAENUA U YCTAHOBUTL 610 NOBTOPHO NGO WsBNEYL
M3genve u3 Tena NauneHTa.

< Ecnn nonoxexne uanenus YAOBNETBOPHTENLHO, 3AKPENWTL PYKOATKY B
kabene pocTaBku, 3aTeM OTCOSAMHWTL M3aenwne, Bpawan kabens AoCTaBKU
NPOTNB YaCOBOW CTPENKK A0 6ro OTAGNEHUA OT OKKNIOASPa. 3aTeM HU3Bneyb
kaGenb aocTasku 1 0GONOHKY ANA AOCTABKK U3 TeNa NaLUeNTa.

< C nomowpio YN3IxoKI nposepuTh NPaBUNLHOCTL YCTAHOBKN Mafenus,
BLINONHUTL OLEHKY HA NPeaMeT OCTaTOMHOro cOpoca KpoBW, a TaKwe

HanmIna o6CTPYKLMU MNW PETYPTHTAUNK B PESYNLTATE YCTAHOBKU MIATIWA.
NonyunTe aHMOrPaMMy AN OLIGHKN OCTATOUHOrO KPOBOTOKA Yepes usaenne.

9. Nocne npoueaypui

7

+ « Bcex nauyweHTos cneayet HabnioaaTe B TeHeHWE HOUK B CTauMoHape.

e AHTTHKOAryNnAUWOHHan Tepanua renapkHOM Haadavaetcd Ha 24 uvaca,
aHTMOHOTUKOTEPaANUA — Ha 3 CYTOK,

e ACNUPUH HasHavaeTcR nepopanbHo B aosuposke 3-5 mr/krcyT ana aerteit u 3
Mr/Kr*cyT ANA B3pOChsiX, B TeueHue 6 mecaues, ycnosHo, nntoc MNnaeuke 75 mricyT
Y HeKOTOpbIX 83POCNbLIX NALMEHTOB,

¢ [Mocne npoueaypb! HEOGX0AUMO NPOBOAUTE NOBTOPHOE UCCNEAOBAHKE METOAAMM
axokapaworpaduu, 3Kl n peHTreHorpaduu rpyaHod Knetku yepes 24 yaca, a
Take 1, 3, 6 u 12 mecaueB COOTBETCTBEHHO.

10. Cpok roasoc™

o Oxxniogep KONAR-MF VSD ana sakpuitun aedexta MexokenyaoqkoBoi
neperopoaku: apaHTUAMLIK CPOK XpaHeHMst — 5 net, CPOK COXPaAHeHWN
CTepUNLHOCTH — 5 neT.

e uHTpoaslocep SteerEase Ana aocTasku: MApaHTHIHLIA CPOK XpPaHBHUA — 3 roaa,
CPOK COXpaHeHWs cTepunbHoCcTM — 3 ropa.flarva npowssoacTsa W pava
MCTEUEHHS CPOKA FOAHOCTM yKkasaHbl Ha 3tuketke. JAMNPELWAETCA
UCNONbLIOBATL UIAEGNNA C UCTEKLWKM CPOXOM FOAHOCTH.

11. YnaxoBxa U 3TMKeTKA

* Cucrema gns sakpbitua gedexra mexckenyaoukosoi neperopogkn KONAR-MF
VSD nocrasnserTcs 8 CTEPUNLHOM BHAE M YNAKOBAHHOA B 6QUHYIO KOPOBKY.

e Oxxuogep KONAR-MF VSD ynaxosaw # 3sacukcmposan 8 notke NITT,
3anevaTtaHHbiM AMannu3HOW GyMmaroil, a 3aTeM NoMeLLeH B NaKeT ANA (PUHWIIHON
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CTEPUNU3ALIMK, K KOTOPOMY NPUKPENTEeHb! 3TUKETKA U MHAWKETOP CTepUNn3aLnu.

» Bce kOMNOHeHTH! UHTpoablocep SteerEase sadhukcuposaHsl ¥ 3aKpeniieHbl Ha
NOAACHE, a 3aTam 3anevaraHel B ABa naketa ANA GUHUIUHOR CTepruAUIaLUM, K
nakety Ans GUHAWHOW cTepunusauvm GONbWOMY NPUKPENNEHbl 3TUKETKa W
WHAWKATOP CTepunM3ayun. Mspenue cTepunnsyeTcs W nometuaeTcn B kopobky c
WHCTPYKUWER NO NPUMEHEHNIO. STUKETKA NpUKpenneHa K kopobke

12, TpaWcnopTUpoBaHWe, XPaHOHME W IKCNNYyaTALIMA

e M3nenns TPaHCNOPTUPYIOTCA BCOMU BMAAMH TPAHCNOPTAa B  KPLITHIX
TPaHCHOPTHBIX CPEACTBAX B COOTBETCTBHW C NpasuiamM NEpPeBO3KM py3os,
ACWCTBYIOWMMU HA AAHHOM BUAS TPAHCNOPTa B COOTBETCTBUMW C YCNOBUAMK:

~ Ycnoewa TpaHCNopTUPOBaHWA: Temnepatypa sosgyxa ot +5°C no +40°C npu
;#  orHocuTensHoit BnaxHocTH ot 35% Ao 65% (HexoHAeHCUPYIOWAACR) W
armocgepHom pasnesnn 500 -~ 1060 rMa.

¢ Ycnosun akcnnyatauuu: Magenue cneayer TPaHCNOPTURORATL NPU TeMNepaType

sosgyxa ot +32°C ao 42°C npu oTHoCHTenbHOi BnaxHoct We Gonee 80%
(HekoHABHCHPYIOWANACA) U aTMocdepHoM aaBneHuu S00 — 1060 rla.

YcnoBms xpaHeHus: vemnepaTypa Bosgyxa or +5°C ao +40°C npm
OTHOCHTENbHOW BnaxHoCcT oT 35% A0 65% (HexoHAeHCHpYOLWAACA) W
arMocdepHom aasneHun 500 - 1060 rMa.

XpaHuTs M3genne B ynakoeBke NPeanpUATUR-USFOTOBHTENS B CYXOM, YUCTOM
MecTe, B4anW OT WCYOYHMKOB Tenna M NPAMBIX COMNHEYHbIX Nydel, npw
KOHTPONUpyeMon Temneparype. CPoK XpaHeHUs yxa3aH Ha JTMKeTKe Kaxaoro
uanenua.

13. CBegeHnA O CTEPUALHOCTH MIRSNUA

Magenue nOCTaBnsAeTcA CcTepunbHbiM. [apamerpel cTepunuaauuu. rasoBbii
MeToA cTepunusauun (OKMCb 3TUNEeHa) 8 coorsetrcTeun ¢ Tpebosanuamm ISO
11135-1 (ypoeeHb 0cTaTONHOR KoHTamuHauum 10-6). Manenue anuporeHHo.
MobTopHan cTepunusauma uagenus 3anpewexa. MoeTtopHoe npuMmeHeHwe
sanpeuweso,

14. Ceegenna 06 yrunusayum

e YTunusayua uigenus nposoaute B coorsetcreum ¢ CanluH 2.1.7.2790-10 ana
oTxaaoe knacca b (anuaemmnonoruiecku onacHsie oTxoasbl). Nocne annaparHbixX
cnocoboB obessapaxuBaHUA C NpUMEHEHUEM NINYECKUX METOA0B M
USMEHEHUA BHELUHEr0 BHUAAa OTX0A0B, WCKNIOHAIOUIGr0 BOIMOXHOCTL  MX
NOBTOPHOrO NPUMEHEHUA, OTXOALI KNaccoB B MOryT HaKanNUBaTLCA, BPOMOHHO
XPaHNTLCA, TPAHCNOPTUPOBATLCA, YHUMTOKATLCH U 3AXOPaHUBATLCR COBMECTHO
C oTXoAaMy knacca A (snnaemuonorndeckn 6esonacHbie OTXOAL, NO cocTasy
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npubnuxenHsie k TBO). YnakoBka o0e3sapaeHHbIX MEeAVLMHCKUX OTX0A0B
knaccoe B AonxHa MMeTs MapkMpoBKY, CBWAGTENLCTBYIOLWLYIO O NPOBEASHHOM
obessapaxupanvuu 0TX0A0B.

15. Cooreercraue ctanpapTam Poccuitckoin degepaunun

FOCT P 50444-92 «TpuGoptl, annapatol u oGopyaosanne meanuunckne. Obwme
TEXHUHECKUE YCNIOBURY,

FOCT P UCO 14630-2017 «UmnnanTaThl xupypruveckue HeaxtusHble. O6wme
TpeGosaHus»

MNCT P UCO 11070-2010 «UHTpoAbIOCEPbl ORHOKPATHOTO NPUMEHEHKA
crepunbHbie. TexHuueckue TpeGoBaHNA W METOALI UCNLITAHWA®

MOCT 1SO 11607-1-2018 «YnakoBka AN MEQUUMHCKUX w3nenuih, Nognexawmx
duHnuMOi crepunusauvn. Yacts 1. TpebopaHua k marepuanam, GapbepHbIM
CMCTEMaM GNA CTEPHNMH3ALVK ¥ YNIAKOBOYHBIM CHCTEMaM®

FMOCT P UCO 15223-1-2014 «Uzpnenua meanuynHcKkue. CUMBONDBI, NPUMEHAGMbIe
nPY  MapKUPOBAHMU HA  MEAULUMHCKUX  WU3AeNMAX, IJTHKETKaX W 8
conposoauTenbHoi goxymeHTaumw. Yacte 1. OGwme TpeSopanua»

MOCT 31214-2016 <Wspenua wmeauumHckne. TpeGosaHua «k obpasuam u
AOKYMEHTaUMW, NPEACTABNSIEMbIM Ha  TOKCHKONOrMHYECKWe, CAHWTapHo-
XUMUMECKUE HCCNBA0BAHUA, UCNILITAHHA HA CTEPUNLHOCTE W NUPOTEHHOCTLY;

FOCT P 52770-2016 «W3penwa wmeauumHckue. TpeGosanua GesonacHocTi,
MeToabl CAHUTAPHO-XHMWHECKUX M TOKCHKONOMUMBCKUX UCNLITAHKIAR;

FOCT 31208-2003 «KouTeliHepbl ANA KpoBU W &€ KOMNOHeHToB. TpebosaHun
XMMUJeckol n Suonormieckoih 6a30NACHOCTH U METOAL! UCTIHITAHUAD,

FOCT I1ISO 10893-1-2011 «Wagenus meauuutHckue, OueHka GuonorMueckoro
AEHCTBUA MeaULIMHCKUX uaaenwi. YacTe 1. OueHKa n nccneaoBaHus»,

rOCT P KCO 10993-2-2009 «MNanenua meauumnHckue. Ouerka Guonoruyeckoro
AeHCTBUA MeAUUMHCKNX usaennid. Yacte 2. TpeBosanus x ofpawenwio ¢
XKMBOTHLIMU»,

FOCT SO 10993-4-2011 «U3genua meauuuHckue, OueHka OGuonorwdeckoro
AeWcTBMA  MeauuuHeKkMx wspenuid, MacTe 4. WUccnegoBaHua  U3genwid,
B32UMOAEACTBYIOUX C KPOBLIO®;

rOCT ISO 10993-5-2011 «U3genua MeauuuHckwe. Ouexka Guonorudeckoro
AsHCTBNA MeAUUMHCKUX uagenuid. YacTte 5. UccnenoBaHns Ha UMTOTOKCUMHOCTD:
MeToAb in vitro»,

FOCT ISO 10993-6-2011 «W3genua meauumHckme. OueHka Guonorudeckoro
AeACTBUA MeAUUMHCKMX usAenuid. YacTte 6. MccnesoBaHUA MECTHOMO AeNCTBUR
nocne uMnNaHTauuns,;

MOCT I1SO 10993-7-2016 «Uagenua meauumHckue. OueHka Guonorudeckoro
AedcTBMA  MeaMUMHCKMX u3genuii. Yacte 7. OcratouHoe cogepxaHue
3TWNEHOKCUAA NOCAe CTepunusaLuun»;

fOCT I1SO 10993-10-2011 «Mapnenua meauuunckne. Ouenxa Buonorvyeckoro
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AelicTBna MeauLiMHckux uagenuii. HYacrte 10. Uccneposanva pasapaxaiowero u
ceHCUBUNUINPYIOLLero AeCTBUAY;

* [OCT ISO 10993-11-2011 «U3genua meauuuHckue. Ouenka Guonorwueckoro
AeicTBus MeauUMHCKMX nagennid, Hacte 11. Uccnegosannsa obLETOKCUHECKOrD
AecTaua»,

* NOCT ISO 109983-12-2015 «U3genus meavumvHckne. OueHka Guonoruueckoro
ACWCTBMA MeanuuH-ckux usgenwid. Yacte 12. [lpurotoaneHue npo6 u
KOHTpONbHble o6pasubiy»;

 TlocypapcraenHan capmakones PO OPC.1.2.4,0005.15 «MuporeHHocTe»,

» NHA © 14.1:2:4.139-98 «KonnuyecTBeHHLIA XUMUIECKUA aHanus eod. Metoguka
UsMepeHniA MaccoBbIX KOHLEHTpauui kobansTa, HUKens, Meau, UMHKa, xpoma,
mapranua, xenesa, cepefpa, kKagMus U CBUHUA B Npobax NUTLeBLIX, NPUPOARBIX
1 CTOMHbIX BOQ METOAOM aTOMHO-a6copbUUOHHOM CNeKTpoMEeTPUN»;

MY 4628-88 «Metoanueckue YyKkalaHua No rasoxpomarorpauieckomy
onpeaeneHuio OCTATOMHLIX MOHOMEPOB ¥ HENnONUMEPU3YIOLUXCA NnpuMeced,
BLIAGNAILIMXCA U3 NONUCTUPONBHBIX NNACTUKOB B BOAS, MOAENBHLIX CpeAax W
NULLBBLIX NPOAYKTAX»;

¢ MYK 4.1.850-96 aMeroguuyeckue YKa3aHWA NO rasoxpomaTtorpaduveckomy
onpenenexunio aueToHa, metaHona, Gensona, Tonyona, aTunGexsona, NeHTaHa,
0-, M-, N-KCUNONA, reKCaHa, OKTaHa W AeKaHa 8 Boje»;

e MYK 4.1.653-96 «MeTopuyeckue YKa3aHuA no PEaKLIMOHHO~
xpomaTorpacduyeckomy ocnpeaenesnio popmansaeruga 8 Boge».

'\gn
3

16. KoMnaekTt nocrapky Haeann:

B cocrap Cuctemnl ans 3akpuTua Achekta Mexokenynouxosoit neperopoaky KONAR-MF
VSD nipn noctaske BXOANT:

1. Oxknionep Ans 3akphiTHA AchexTa Mexokenyaoukosoi neperopoaki KONAR-MF VSD
Occluder oanoro ucnoauenns -1 w.

2. HaGop SteerEase ana a0cTaBkH OKKMOZEpa AN8 3aKphITUS AedeKTa MEXKENYA0HKOBOH
neperopoaxy KONAR-MF VSD Occluder oanoro uenonxenus - 1 wr.

3. HucTpykuns no npuMenesnio — | ar.

4, Cruxep ana Oxxntofiepa BNA 3aKPHITHE AePEKTa MEROKENYAOYKOBOH NEperopoAxH
KONAR-MF VSD Occluder — lwr.

5. Craxep nns HaGopa SteerEase nna nocrasku okkntofepa Ans 3aKkpuiTHs Aedekta
mexoxesty rouxoBoi neperopoaku KONAR-MF VSD Occluder — 4w,
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YNOnHOMOUEHHEIR NPEACTABUTENb NPONABUANTENA HE TEPPHUTOPUN PO;

ObuwecTso € OrpaHMYEHHOK OTBBTCTBEHHOCTLIO «KoMnaHks «BuBu» (OO0 ¢Komnanns «BuBux)
1298085, r.Mockea, Npocnext Mupa, aom 101, crp 1, nom 17.

Ten: +7(489)2816768

»~
I

e
’ u&m
Lifetech Scientific (Shenzhen) Co., Ltd. (Naidprek Caitertucux (LWeHbxens) Ko., N174.), Kurau.
Floor 1-5, Cybio Electronic Building,
Langshan 2nd Street, North Area of High-tech Park,
Nanshan District, Shenzhan 518057
P. R. China
Tel: +86 755 86026250
Fax: +86 755 86026251

Email: lifetechimed@lifetechmed.com

T ey st s
LifeTech Scientific (Europe) Cobperatief U.A
Oliemolenstraat 60, 6416CB Heerlen, the Netherands

File No.: LT/TS/45101RU V1.0 2020-12-01
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/ INepeBox ¢ anrnuiickoro ¥ KUTalCKOro S3blKa Ha PYCCKHH A3BIK

CEPTHUOHKAT

Coset KuTas no pa3sBETHIO MEXAYHAPOAHOH TOProsau

it

Coset KuTas no pasBHTHIO MEXAYHAPOAROHR Toproain - MexayRapoaras Toprosas najara
@ 000 LWHPMH [&7) INFO@CIRMIRU @ WWW.GOSZDRAVNADZOR RU Knras



Coser Kntas no passataio MexaynapoaHoil Toproean
Mexaynapoanas Toprosas nanata Kuras

00626409 W

CEPTHOHKAT

Ne 214403A0/068491

HACTOSIINM YAOCTOBEPSEM, 9TO neuars komnarun «JIAWOTEK CAHEHTU®UK
(IIEHbXEHD) KO, JITA.» na npunaraeMom JJOKYMEHTE asnserca moyiHHHBIM.

Copet KuTas nno passuTio MEXIyRapoAHOH
TOPrORJIH

IMeqars: [Coser KuTag no passuTHio
MexayHapoaHo#t roproeny // CEPTHOUKAINUA]
[Mopnuch yNOTHOMOYEHHOTO THUA: /noonucy/

Xy Ha

Jara: 30 nosGpa 2021 r.

\gx

TucHenas nedars: [Coper KnTas no
Pa3BHTUIO MEXAYHAPOAHOR TOProBH
// CEPTHOUKALINA]

BeG-caliT Ana nposepkH NOANKHHOCTH cepTHHKaTa: hitp://www.rzccpit.com/validate himl
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Meyvats: [/lavidotek CarieHTdwK (LLeHbxeHb) Ko., J1Ta,]
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/Norotun NaridTek CaineHTnduK /

YTBEPXJEHO
/nognuce/
"eHepanbHbIv gmpekTop, Ce KOaxyait

28.11.2021 .



MepeBOA LaHHOTO TEKCTA BbINO/IHEH MepeBOAYMKOM AsieKceeBbiM ANeKceem
AnekcaHapoBuMYEM.

occuiickas degepayms

Mopog MockBa.

BToporo espana gse ThiCBWASH” atb BTOpPOro roga.

A, TllpokoweHKoBa Ejighs EBreub” Ha, HoTapuyc ropofa MOCKBbI, CBWAETENbCTBY
NoASIMHHOCTbL NoANUCK nepeBogumnka Agacoeé] a Anekces AnekcaHApoBMYa.

Moanuck caenaHa B M'oem NpLI~YTCTBLL

JInyHocTb NognucasLUero Ainky :TaHOB/eHa.

3apeructpupoBaHo B Ar'ctpe”o /867772022 -

YnnayeHo 3a coBepuy MMM pualpw)”o/perictema: 400 py6. 00 ko

E.E. lMpokoLeHko

lMpoLwHypoBaHo, Npo o neyatbto__ 31  “Mwcr (

E.E. MNpokoweHKoBa
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