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PreludeSYNC

Radial Compression Device

INSTRUCTIONS FOR USE

PRODUCT DESCRIPTION

The Prelude Sync~ Radial Compression Device is a sterile, single use disposable device used to assist in
gaining and maintaining hemostasis of the radial and ulnar artery following catheterization procedures.
It has a soft wristband with a secure hook and loop fastener. The band delivers adjustable compression of
the puncture site with an inflatable bulb, and a check valve for easy inflation and deflation with a syringe.
Aclear curved backer plate provides optimal visualization of the puncture site and ease of placement.

INDICATIONS FOR USE
The Prelude Sync is a compression device used to assist in gaining hemostasis of arterial percutaneous
access sites.

CONTRAINDICATIONS
= Patients hypersensitive to the materials of the compression device.
« Patients with infection or other serious skin diseases at the site of puncture.
Pertaining to radial artery catheterization only: patients with an abnormal Aliens test, radial pulse,
or insufficient dual artery supply.
« Notindicated for femoral artery compression.

WARNINGS

« Prior to inflation of bulb, confirm that air is being injected into the Prelude Sync and NOT the side

port of the sheath or other device.

= Ensure the band is fastened securely around the wrist without slack.
Over-inflation of bulb {above 20mL of air) may cause pain, numbness, artery occlusion, or damage
to the device.
Under-inflation of bulb, or failure to secure band without slack around the wrist, may compromise
the ability of the device to assist hemostasis of the artery.
Arterial pulse distal to the compression device should be monitored to ensure the artery is not
completely occluded as arterial damage or thrombosis may occur.
= Patients should not be left unattended while the Prelude Sync is in use.
« Do not leave the Prelude Sync on for an inappropriately long period of time as tissue damage may

occur.
« Do not expose the Prelude Sync to organic solvents, as they may cause damage to the device.
CAUTIONS

« Maintain sterile field during application.
« This device should be used by clinicians with adequate training in the use of the device.
« Sterile if package is unopened and undamaged.
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REUSE PRECAUTION STATEMENT
For single patient use only. Do not reuse, reprocess or resterilize. Reuse, reprocessing or resterilization
may compromise the structural integrity of the device and/or lead to device failure which, in turn, may
result in patient injury, illness or death. Reuse, reprocessing or resterilization may also create a risk of
contamination of the device and/or cause patient infection or cross-infection, including, but not limited
to, the transmission of infectious disease{s) from one patient to another. Contamination of the device may
lead to injury, iliness or death of the patient.
POTENTIAL COMPLICATIONS
Possible complications that may result from use of this device include, but are not limited to; hematoma,
recurrent bleeding, local venous thrombosis, nerve damage, pain or numbness, complex regional pain
syndrome, allergic reaction, and artery occlusion.
INSTRUCTIONS FOR USE
Device Placement
1 Ensure site is clean and dry,
NOTE: This device needs to be positioned differently for the following uses:
« Radial artery use: Ensure the CURVED section of the clear plate is on the THUMB side of the
wrist,
« Ulnar artery use: Ensure the CURVED section of the clear plate is on the LITTLE FINGER (fifth
digit) side of the wrist.

Figure 1
2, Aspirate the sheath, then withdraw the sheath approximately one inch (2-3 cm).

Figure 2.
3. Place the center of the "crosshairs" over the arteriotomy (location where the sheath entered the
artery, approximately 1-2mm proximal to the skin puncture site).

Figure 3.
4. Fasten the band securely around the wrist without any slack, but do not overtighten.
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5. Fill the Prelude Sync syringe (included) with 20mLof air.
NOTE: Nominal air inflation: ISmL
Maximum fill volume: 20mL
6. Attach and completely engage the Prelude Sync syringe to the tubing line labeled "AIR".
7. Slowly inflate the bulb with air while simultaneously removing the sheath. Once the sheath is
completely removed, continuetoinject air into the bulb until bleeding has stopped.

Figure 4.
NOTE: While inflating, maintain pressure on the syringe plunger to avoid any inadvertent release
of air.
Slowly withdraw air from the bulb until there isoozing from the access site. Once oozing is observed,
re-inject up to 4mLs of air into the bulb until hemostasis is achieved, if bleeding or hematoma are
present, additional air may be injected as needed to achieve patent hemostasis.

9. Remove syringe.
NOTE: If bleeding is observed at any time, inject additional air (not exceeding the max fill volume
of 20mL) until bleeding stops.

10. Optional tubing clip: You may snap the loose tubing into the clip to secure it to the device.

11. Per hospital protocol, record the patient's vital signs and ensure adequate distal perfusion is
maintained (patent hemostasis). If necessary, adjust air volume in bulb.
NOTE: Airvolume and compression time may differ according to patient's condition, anticoagulant
dosage, and size of puncture site.

12. Optional device/chart stickers are included to facilitate recording the time of inflation and mLs, as
well as the time of deflation and mLs removed.

S)

Figure 6.
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Device Removal

1 Atthe recommended device removal time, withdraw 2mLof air from the Prelude Sync and observe
the access site for bleeding.

2. If bleeding is present, inject air until bleeding stops. Wait 30 min. and repeat step 1 of the device
removal instructions.

3. If no bleeding is present, continue to remove 2mL of air every 15 minutes x3, or until pressure is
fully released.

4. Once the air is removed and hemostasis is confirmed, carefully remove the Prelude Sync. Place a
sterile dressing per hospital protocol,

|/\On|y Caution: Federal (USA) law restricts this device to sale by or on the order of a
physician.
Consult accompanying documents.
Read instructions prior to use.
Single use.
singleUu
( § ) Do not use if package is damaged.

Isteriteleo | Sterilized using ethylene oxide.
REF Catalog Number

1|_OT | Lot Number

Used By
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52017 Merit Medical Systems, Inc. All rights reserved.

C€0086

\w T www.merit.com

Manufacturer:

Merit Medical Systems, Inc.

1600 West Merit Parkway, South Jordan, Utah 84095

U.S.A. 1-801-253-1600 U.S.A. Customer Service 1-800-356-3748

Authorized Representative:
Merit Medical Ireland Ltd, Parkmore Business Park West, Galway, Ireland
EC Customer Service +31 43 3588222

401766001_004 2017-06-13
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PreludeSYNODISTAL English

Radial Compression Device

INSTRUCTIONS FOR USE

PRODUCTOESCRIPTION

The PreludeSYNC DISTAL Radial Compression Device is a sterile, single use disposable device used to
assist in gaining and maintaining hemostasis of the radial artery following catheterization procedures.
It has a soft wristband and thumb saddle strap with secure hook and loop fasteners. The band delivers
adjustable compression of the puncture site with an inflatable balloon, and a check valve for easy inflation
and deflation with a syringe. A clear curved backer plate provides optimal visualization of the puncture
site and ease of placement.

INDICATIONS FOR USE

The PreludeSYNC is a compression device used to assist in gaining hemostasis of arterial percutaneous
access sites.

CONTRAINDICATIONS

= Patients hypersensitive to the materials ofthe compression device.

« Patients with infection or other serious skin diseases at the site of puncture.

= Not indicated for femoral artery compression.

« Patients with an abnormal Allens test, radial pulse, or insufficient dual artery supply.

WARNINGS

Prior to inflation of balloon, confirm that air is being injected into the PreludeSYNC DISTAL and NOT the side port
of the sheath or other device.

Ensure the band isfastened tightly around the wristand hand without slack.

Prolonged over-inflation of balloon may cause pain, numbness, artery occlusion, nerve damage or damage to
the device.

Under-inflation of balloon, or failure to secure band without slack around the wrist and hand, may compromise
the ability ofthe device to assist hemostasis of the artery, resulting in bleeding, and/or hematoma.

Arterial pulse distal to the compression device should be monitored to ensure the artery is not completely
occluded asarterial damage or thrombosis may occur.

Patients should not be leftunattended while the PreludeSYNC DISTAL is in use.

Do not leave the PreludeSYNC DISTAL on for an inappropriately long period oftime as tissue damage, or arterial
occlusion may occur.

Do not expose the PreludeSYNC DISTAL to organic solvents, as they may cause damage to the device.

CAUTIONS

« Maintain sterile field during application.

« This device should be used by clinicians with adequate training in the use ofthe device.
« Sterile if package is unopened and undamaged.

REUSE PRECAUTION STATEMENT
For single patient use only. Do not reuse, reprocess or resterilize. Reuse, reprocessing or resterilization
may compromise the structural integrity of the device and/or lead to device failure which, in turn, may
result in patient injury, illness or death. Reuse, reprocessing or resterilization may also create a risk of
contamination of the device and/or cause patient infection or cross-infection, including, but not limited
to, the transmission of infectious disease(s) from one patient to another. Contamination of the device may
lead to injury, illness or death of the patient.
POTENTIAL COMPLICATIONS
Possible complications that may result from use of this device include, but are not limited to; hematoma,
recurrent bleeding, local venous thrombosis, nerve damage, pain or numbness, complex regional pain
syndrome, allergic reaction, and artery occlusion.
INSTRUCTIONS FOR USE
Device Placement
1 Ensure site is clean and dry.
2. For left hand placements use catalog code SDRB-REG-LT. For right hand placements use catalog code
SDRB-REG-RT.
3. For alarge patient wrist/hand, you may add the extension band (included) prior to placing the
PreludeSYNC DISTAL (FIGURE 1).

4. Aspirate the sheath, then withdraw the sheath approximately one inch (2-3 cm).
5. Place the band on the hand/wrist with band #1 on the little finger side, band #2 on the thumb side, and
band #3 facing up toward the thumb (FIGURE 2).
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Manufacturer;
Merit Medical Systems, Inc.
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South Jordan, Utah 84095 U.S.A,
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EU Customer Service +31 43 358 82 22

403907001£N_002 ID 2018-03-12

-
& 000 LHPMY (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU




Appendix to Instruction for Use

INDICATION FOR USE

Compression devices are designed to achieve and maintain hemostasis during vascular catheterization procedures.
The PreludeSync and PreludeSYNC DISTAL are a compression devices used to assist in gaining hemostasis of arterial
percutaneous access sites.

DEVICE SPECIFICATION

Configurations:

1 Compression device PreludeSYNC, composed of;
- compression device, length: 24 cm, 29 cm.

- syringe - 20 m.

- the informational sticker.

- instruction for use.

2 Compression device PreludeSYNC DISTAL, composed of:
- compression device configuration: left, right;

- syringe - 10 m;

- the informational sticker;

- instruction for use.

Table 1; PreludeSYNC sDBcification

Device Dimensional sDecifications Mass, H
Compression device 240mm x 44.2mm <122
PreludeSYNC, length: 24 cm

Compression device 290mm x 44.2mm <125
PreludeSYNC, length: 29 cm

Compression device Loop 178mm x 25.4m <115
PreludeSYNC DISTAL, Short Hook 39.4mm x 25.4mm

configuration: left, right Long Hook 147.5mm x25.4mm

Table 2: PreludeSYNC Svrinae InFlator sDecification

SDecfficatlon 10ml Svrinoe 20ml Stfrinfle
Fill volume 10ml 20ml

Total graduated capacity 10ml 20ml
Maximum usable capacity 1ml 20ml

Mass (weight) S16g ~"21g
Graduation intervals at least 1.0 m at least 5.0 ml

The main materials used in the manufacture of the PreludeSYNC and PreludeSYNC Distal are identified below:
Table 3: PreludeSYNC material SDecification

PRODUCTS COMPONENT MATERIAL
Fastener Nylon/PVC
) Bladder Polyurethane

Backer Plate Thermoplastic Polyurethane

Fill tube with check valve Connector tube: PVC
Check valve: Polycarbonate
Stem: Silicone

Adapter Cap Polycarbonate

Adhesive UV Adhesive

‘AIR" Label Polypropylene film, blue
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PACKAGING

One (1) PreludeSYNC DISTAL/ PreludeSYNC Radial and one (1) syringe inflator are placed in a thermoformed PETG
blister tray. The formed blister tray is sealed with a Tyvek lid using validated equipment in a controlled environment. Five
(5) blister trays are placed inside a shelf carton. Four (4) shelf cartons are placed into a shipper carton.

Aonlicable Swnbols
This symbol means that the device fully
C€ complies with European Directive 93/42/EEC.

I I ] Manufacturer

Authorized Representative

EC REP
Single use
Do not resterilize
REF Reference Number
LOT Lot Number
I STERILE [e o] Sterilization: Ethylene-Oxide Gas
FAonIy Caution: U. S. federal law restricts this device
to sale by or on the order of a physician.
Use by
)K Caution: Consult Accompanying Documents
For electronic copy scan QR code, or go to
D O www.merit.com .lfu
( ) ) Do not use if package is damaged

Non-pyrogenic

Manufacturing date

TRANSPORTATION, STORAGE and OPERATION CpilDITIONS

Transportation temperature -35 °C to +55 °C
Storage temperature +5 °C to +27 °C
Usage 15 °C to 35 °C, relative humidity <80%, atm.

Pressure 84.0 - 106.7 kPa (630-800 mm Fig).
Use Conditions - in medical and preventive treatment facility.

SHELF LIFE
Shelf life- 3 year.

STERILIZATION
Ethylene Oxide

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



MAINTENANCE:
NOT APPLICABLE. The product is intended for single use only.

DISPOSAL

Dispose the devices according to local environmental requirements.

Class of hazard for medical wastes by reference to specification of morphological composition (in accordance with
Russian Sanitary Regulations and Standards 2.1.7.2790-10) Class B

WARRANTY

Limited Warranty and Disclaimer

Merit represents and warrants that the products shall materially conform to the specifications at the time of shipment to
Customer and will remain materially free of defects in materials and workmanship for the period specified on the written
limited warranty separately provided with each product. This warranty shall not apply to products that have been (i)
modified, changed, repaired, refurbished, reprocessed, or altered by anyone other than Merit; (i) subjected to misuse,
mishandling, re-use, re-sterilization, accident, abuse, neglect or tampering; (iii) damaged by excessive physical,
environmental or electrical stress; or that have had a serial number altered, defaced or removed; (iv) combined with any
other product; (v) used outside the approved “Indications for Use" as cleared by the relevant competent authority, used
contrary to the use outlined in the product specifications or in an application or environment for which such product was
not designed or contemplated. Any technical product advice furnished by Merit is provided without duty or compensation
and Merit assumes no obligation or liability, all such advice being given and accepted at Customer’s risk. EXCEPT AS
EXPRESSLY SET FORTH HEREIN MERIT MAKES NO REPRESENATION OR WARRANTY OF ANY KIND,
EXPRESS OR IMPLIED, TO CUSTOMER, ITS END-USERS OR ANY THIRD PARTIES WITH RESPECT TO THE
PRODUCTS. MERIT DISCLAIMS AND EXCLUDES ANY AND ALL OTHER EXPRESS, IMPLIED, AND STATUTORY
WARRANTIES, INCLUDING WITHOUT LIMITATION, WARRANTIES AGAINST INFRINGEMENT, AND THE IMPLIED
WARRANTIES OF MERCHANTABILITY AND FITNESS FOR A PARTICULAR PURPOSE.

Limitation of Liability

UNDER NO CIRCUMSTANCES SHALL MERIT BE LIABLE TO CUSTOMER OR ANY OTHER PERSON OR ENTITY
FOR ANY PUNITIVE, SPECIAL, INCIDENTAL OR CONSEQUENTIAL DAMAGES, WHETHER BASED UPON LOST
GOODWILL, LOST RESALE PROFITS, WORK STOPPAGE, PRODUCT FAILURE, IMPAIRMENT OF OTHER
PRODUCTS OR OTHERWISE AND WHETHER IN A CONTRACT, TORT OR OTHER ACTION FOR OR ARISING OUT
OF BREACH OF WARRANTY, BREACH OF CONTRACT, DELAY, NEGLIGENCE, STRICT LIABILITY, OR OTHERWISE.

Customer Service

Merit Medical Systems, Inc. Merit Technologies LLC

1600 West Merit Parkway 119017 Moscow,

South Jordan, Utah 84095 U.S.A. 1st Kazachiy pereulok.

+ 1801 253 1600 bid 7, 1floor, room 6, Russian Federation

+ 7495 221 89 02
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[MepeBoa ¢ aHrIMIACKOTO A3blKa Ha PyCCKUi A3bIK]

WHCTpYKLWM no skcnayarauuu
KomnpeccroHHoe ycTpolicTBo PreludeSYNC
Jara: 27 thespans 2020 r.

CocrouT 13 11 cTpaHuy,

MOATBEPXAEHUE

LLirat OTa )
a UMEHHO

Okpyr Cont Jlelik )

CerogHs, 27 despans 2020 roga, KO MHe, HoTapuycy [keHHugep PopaxaM, NMYHO aBuaca PobepT
YontopT, CTaplwuii MeHegxep MO HOPMaTWBHO-MPaBOBOMY 06ecneyeHuto, NpeAbABUBLUNIA  MHe
[OCTaToO4Hble [0Ka3aTenbCTBa TOrO, 4YTO OH ABMAAETCA JIMLOM, WMEHeM KOTOpPOro noAnucaH

npunaraeMblii JOKYMeHT, U MOATBEPAUBLUNIA, YTO OH JIMYHO Nognucan ero.
YpoctoBepsieTca Moeli NOANUCHI0 N 0hULMaNbHOM NevaTbio.

/Moanunce/
HoTapuyc
Mos nuueH3us AencTeuTenbHa Ao: 27 noHa 2021 T.

[MeyaTb HOTapuyca:
JkeHHuep Dopaxam

Hotapuyc - WraT FOTa

Homep nuueHsmn Ne 695417

Mosi nuueH3ns genctTeuTenbHa 4o 27 noHa 2021 r.]
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[MevaTs:

«Meputr Megunkan Cucteme, NHK.»
1987

[Neyatb KOMNaHUK

tOre]

PobepT Yondopt

CTapLumii MeHekep No HOPMaTUBHO-MPABOBOMY 06ECMeUeHUI0

«Meput Megukan Cucteme, NHK.»
(Merit Medical Systems, Inc.)
CWA

Inognuce!
(nognuck 1 neyarb)

27 (peBpana 2020 r.

KomnpeccnoHHoe yctpoincteo PreludeSYNC

WHCTPYKLUMUM MO aKcnayaTayum
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Pycckuii

PreludeSYNC Radial

KomnpeccnoHHoe ycTpoicTBo
WHCTPYKLMA NO 3Kcnayatauum

OMUCAHNE

KomnpeccuoHHoe ycTpoiicto Prelude Sync Radial — 3710 cTepunbHOe ycTpoiicTBO 0LHOPA30BOroO
NPYMEHEHNs, KOTOPOe MWCNojb3yeTcs AN AOCTUXEHWS W NOAAepXaHus remoctasa fly4eBoil u
NOKTEBOI apTepuii mocne npoueaypbl KaTeTepu3auuu. YCTPONCTBO WMEET MATKY MaHXeTy ¢
HaleXXHOW 3aCTeXKOM-«nnnyykoii». MaHxeTa obecneynBaeT peryanpyeMoe cxatme mecta npokona
npy nomoLLy 6annoHa ¢ perynupyowmm KnanaHoM Ans NPOCToThl HaKauMBaHWA 1 0TKauMBBaHMS BO3AyXa
C UCMonb30BaHMeM LWnpuua. Mpo3payHas W30rHyTas 3afHss NnacTuHa o6ecneynBaeT ONTUManbHY0
BM3yaNn3aLyio MecTa NpoKosa 1 cnoco6eTBYeT yA06CTBY pasMeLLEHUs YCTPOoCTBa.

MOKA3AHUA KNPUMEHEHWIO

Prelude Sync — 370 KOMNPECCMOHHOE YCTPOICTBO, KOTOPOE UCMOMb3YETCS A5 AOCTUXEHUS remocTasa
BMECTaX YpeckoXHOro foCTyna B apTepuansHoe pycno,

MPOTVBOMOKA3AHUA

e TayueHTbl C NOBbILIEHHO YYBCTBUTENBHOCTLIO K MaTepuanaM, NCnob3yemMbiM B KOMNPECCUOHHOM
yCcTpoliicTBe,

e TlauMeHTbl ¢ MHDEKLMAMN UK JPYIMU Cepbe3HbIMU 3a60/1EBAHUAMU KOXM B MECTE NPOKONA.

e OTHOCUTCS UCKMIOUYNTENBHO K KaTeTepu3aLnm Ny4eBoit apTepum: naumeHTsbl ¢ 0TPULATENbHbIM
pesynbTaToM Tecta ANneHa, ¢ nynbcauueli Ny4eBoil apTepun UM ¢ HELOCTATOUHbIM ABOMHbLIM
apTepuasbHbIM KPOBOCHAGXEHNEM.

> He npefHasHayYeHo Ans KOMMpeccun 6epeHHolt apTepun.

MPEAYNPEXAEHNA

« T[lpexpe Yem HafyBaTb 6annoH, ybegurech, YTO BO3AyX 3aKauvBaeTcs BycTpoiicTso Prelude Sync,
a HE B 60kOBOe OTBEPCTWE MHTPOAbIOCEPA UK B APYroe YCTPOACTBO,

e YbeauTech, 4TO MaHXeTa HaAeXXHO 3athMKCMpoBaHa BOKPYT 3ansicTbs U MOTHO NPUEraeT K Hemy.

* UpesmepHoe pasayBaHue 6annoHa (6onee 20 mn BO34yxa) MOXET Bbi3BaTb 60/b, OHEMEHUE,
NPUBECTU K OKK/IO3UW apTepuii v NOBPEXAEHMIO0 YCTPOIACTBA.

e HepoctaToyHoe pasfyBaHue 6annoHa UM HennoTHOe NpuieraHne MaHXeTbl K 3anACTbl0 MOTyT
HeraTMBHO NOBAUATL Ha CMOCOBHOCTL YCTPOICTBA NOAAEPXKMBATL FEMOCTa3 apTepun.

e CnefyeT KOHTPONIMPOBATbL apTepUabHbIii MyNbC B ANCTaNbHOM OT YCTPOCTBA y4acTke, YTOObI
y6eaunTbCs, YTO apTepusa He ByfeT NONHOCTLIO OKKNIO3MPOBaHa, Tak Kak BO3MOXHO NOBPeXaeHne
apTepuu Unm BO3HMKHOBEHWE TPOM603a.

e MauveHTOB He cnefdyeT 0CTaBNATL 63 NPMCMOTPA BO BPEMS UCMOMNb30BaHWsA ycTpolicTBa Prelude Sync.

e 3anpewjaetcsa octaBnsATb ycTpoiictBo Prelude Sync Ha pyke Ha gnutensHoe Bpems,

MOCKONbKY CyLLeCTBYeT BEPOATHOCTb NOBPEXAEHUA TKaHEeA.

* Henoggepratb ycTpoiicTBO Prelude Sync BO3AeiiCTBUIO OpPraHNyeckux pacTBopuTeneid, mocKonbKy

3TO MOXET NPUBECTU K MOBPEXAEHMIO YCTPOIACTBA.
MEPbI MPELOCTOPOXHOCTU

e Ob6ecneybTe CTepUbHbIE YCNIOBWA MPU HaLeBaHUN MaHXETbI.

e [laHHOe yCcTPOWCTBO MOXeT UCNOMb30BaThCA MeAULUHCKUMMN paboTHUKaAMUW, VMELWUMM
COOTBETCTBYIOLLYIO MOAFOTOBKY MO MCMO/b30BaHUIO YCTPOWCTBA.

e YCTPOWCTBO CTEPW/BHO, TONBKO €CMIN YNaKOBKa He BCKPbITa W He NOBPeXaeHa.

NPEAYNPEXAEHWE O HEAOMYCTUMOCTWM NMOBTOPHOIO NCMNOJ/1b3OBAHUA

Vicnonb30BaTh TONMLKO NS OAHOTO NMalMeHTa. 3anpeLLaeTcsl ToBTOPHOE KCMo/b30BaHe, 06paboTka unm
cTepunu3aLus. MoBTOPHOE MCNO/b30BaHMe, 06PaGOTKa WK CTEPUIM3ALS MOTYT HApYLLMTL CTRYKTYPHYHO
LLeNI0CTHOCTb YCTPOIACTBA M (/M) NPUBECTY K HENPaBUMLHOI paboTe YCTPOIAcTBa W, KaK ClIeAiCTBUE, K TPaBME,
3a60/1eBaHMI0 UM CMEPTM NavmeHTa. MoBTOPHOE MCNO/b30BaHKe, 06paboTka UK CTepun3alms MoryT
TaloKe BbI3BaTb PUCK 3arps3HeHUs YCTPOCTBA U (MNK) MPUBECTM K 3aPKEHNIO U NEPEKPECTHOMY
3apaKeHNI0 NaLyeHTa, BK/IOUas NePeHOC NH(MEKLMOHHBIX 3a60M1eBaHM OT NaLUeHTa K NaLmeHTy.
3arpsisHeHu1e ycTPocTBa MOXET MPUBECTU K TpaBMe, 3a60/1eBaHUI0 WM CMepTX NaLyeHTa.

BO3MOXXHbIE OCNOXXHEHWA

K BO3MOXHbIM OCNOXHEHWUSIM, KOTOpbIe MOTYT BO3HUKHYTb B pe3y/bTaTe UCMO/b30BaHUS JAHHOTO
YCTPOICTBA, OTHOCATCSA, NOMKUMO NPOYero: remaTtoma, NOBTOPHOE KPOBOTEYEHUE, MECTHbIN BEHO3HbIi
TPOMGO3, NOBPEXAeHVe HepBOB, 60Mb UM OHEMEHWe, KOMMIEKCHbIA PervoHapHblii 601eBoi CMHAPOM,
annepruyeckas peakLms n oKKI3ns apTepuii.
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YKA3AHW/A MO NMPUMEHEHUIO

PasmelLeHue ycTpoiicTBa
1 Y6epautecb, YTO MECTO Pa3MeLLEHUS YACTOE U CyXOe.

MPUMEYAHWE. laHHOe yCTPOACTBO pac3meLlaeTcs pasnyHbIMM cnocobamm, B 3aBUCUMOCTH OT

LieNIeBOr0 MCMO/b30BaHNA:

e HanyueBoii aptepum: ybeautech, uto M3OTHYTAA yacTb Npo3payHoil NNacTMHbI HAXOAUTCS Ha
3ancTbe Co CTOPOHbI BOJbLIOMO MABLIA.

e Ha nokreBoii apTepuu: y6eanTteck, 4to M3OTHYTAS yacTb NPO3paYHOI NAACTUHLI HAXOAMTCS HA
3anscTbe co CTopoHbl M3VHLUA (nsaTbii nanew).

PucyHok L
2. Ypanute XWAKOCTb U3 MHTPOABIOCEPA U BbITAHUTE ero NpuéansnTenbHo Ha 2—3 cm (1 Aoiim).

oX...

PucyHoK 2.

3. Pa3MecTuTe LIEHTp «NpuLena» Hag aptepuoTomueli (MECTO, rAe MHTPOABLIOCED BXOAWT B apTepuio,
NPUBAN3UTENBHO HA 1—2 MM NPOKCUMAbHO K MECTY MPOKO/A KOXM).

HafiexxHo 3atmKenpyiiTe MaHXXeTY BOKPYT 3anACTbs, YTO6bI OHa MAOTHO K HeMy npunerana, 0gHaKo
He 3aTArnBaiiTe CNWKOM CUMbHO.
Ha6epwute B wnpuy, Prelude Sync (noctaBnseTcs B KOMNNeKTe) BO34yX 06bemom 20 M.
MPUMEYAHUE. HoMmnHanbHbI 06beM Bosgyxa: 15mn

MakcMasnbHbIi 06beM 3anonHeHus: 20 Mn
MpucoeamnHute wnpuy, Prelude SyncK Tpy6ke ¢ 3TUKETKO «AIR» (BO3[1YX) 1 3aKpenuTe ero

Meg/ieHHO HazlyBaiiTe 6annoH BO34yXOM, OLHOBPEMEHHO yaanss uHTpogbtocep. Mocne Toro
KaK HTpoZbtocep 6yaeT NONHOCTLIO YAaneH, NPogoKaiiTe 3akaunBaTb Bo3ayX B 6a/10H, Noka
KPOBOTEUYEHUE HEe OCTAHOBUTCS.

MPUMEYAHWE. Bo BpeMsi HaflyBaHUsi Ga/iioHa COXpaHAITE faB/eHe Ha NOPLUEHD LWNPULA, YTO6bI
136exatb cnydyaliHoro BbibGpoca Bo3ayxa.

Meg/ieHHo OTkauvBaliTe BO3fyx 13 GanisioHa, NoKa B MecTe JOCTyNa He NOABATCA BblaeneHmns. Kak Tonbko
3TO CMlyumnTCs, NOBTOPHO BBEAWTE 110 4 KN BO3/yXa B 6a/l/IOH, Noka He GyaeT [JOCTUTHYT remocTas. B
cnyyae KPOBOTEUEHMA WM reMaToMbl MOXHO [06aBUTb BO3AyXa [/15 [JOCTMXKEHNS reMocTasa.

r

e r

PucyHok 5.

9. Ypganute wnpuu,.

MPUMEYAHWE. Ecnu B Kakoii-nM6o MOMEHT BPEMEHW BO3HWKHET KPOBOTEYEHWE, 106aBbTe
BO34yxa B 6aNoH (He NpeBblllas MakcMMasbHbI 06beM 20 M), NOKa KPOBOTEUYeHUe He
0CTaHOBUTCS.

10. flononHuTenbHas ckoba Ana KpenneHns Tpy6Kn: Bbl MOXETE 3aKpenuTb CBOOGOAHYHO YacTb TPYOKU
Ha yCTpoiicTBe NpW NOMOLLM CKOGbI.

11. B cOOTBETCTBMU C NPOTOKOOM GONbHULBI PETUCTPUPYITE OCHOBHbIE GU3Monornyeckmne
nokasarte i nauueHTa v ybeautech, YTo NOAAEPXMBAETCA COOTBETCTBYOLLAA ANCTaIbHAA Nepdy3uns
(06Lwumit remocTas). Mpu HeOBXOAMMOCTH OTKOPPEKTUPYIiTe 06beM BO3AyXa B GannoHe.
MPUMEYAHWE. O6bem Bo3fyxa v BpeMsi KOMMPECCUM 3aBUCST OT COCTOSHMA NauyeHTa, 403bl
aHTUKOAry/ISHTOB 1 pa3Mepa MecTa NnpoKosia.

12. 8 KOMNNEKT BK/OUEHbI 3TUKETKU-CTUKEPbI 4151 YCTPOWCTBA U KapTbl NalueHTa, Ha KoTopbixX
cneflyet ykasaTb BpeMs 1 06beM HakauvBaHWsA/OTKa4MBaHNA BO3Myxa.
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YpaneHue yctpoiictea
1 Mpw HacTynneHMn peKOMEHA0BaHHOTO BPEMEHM YAa/leHUs YeTpoiicTBa oTkavaiite u3 Prelude Sync 2 mn
BO3/yXa 1 NPOBepbTe, HE BO3HWK/O /M KPOBOTEYEHWE B MECTE NPOKONA.

-3..

PucyHok 7.
2. Ecnu npucyTcTBYeT KpOBOTEUYEeHMe, BBOAMUTE BO3AYX, NOKA OHO He 0CTaHoBMTCA. MogoxauTe
30 MUHYT 1 NOBTOPUTE 3Tan | MHCTPYKLIMM MO YANEHUIO YCTPOICTBA.
3. Ecnv KpoBOTeYeHMe OTCYTCTBYeT, yAanaiTe TpYXAbI N0 2 M1 BO3AyXa Kaxable 15 MUHYT unu fo
MOJHOTO NpeKpaLeHns AaBneHns Ha pyKy.
4. Tocne yganeHuns Bo3ayxa v NOATBEPXAEHNS remocTasa akkypatHo yganute Prelude Sync. Hanoxwure
CTepUIIbHYIO NOBA3KY B COOTBETCTBUM C K/IMHUYECKUM MPOTOKOIOM

©2017 Merit Medical Systems, Inc. Bce npaBa 3ape3epBypoBaHbl.

CeOOBG

Www.merit.com
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PreludeSYNODISTAL Pyca

KOMMPECCVOHHOE YCTPOWCTBO
MHCTPYKLMA N0 aKcnayaTaumm

OMUCAHUE N3OENNA

KomnpeccroHHoe yctpoiictBo PreludeSYNC DISTAL ... sro CTepU/IbHOE YCTPOICTBO OAHOPaKBOro
NPYMEHEHNs, KOTOPOe WCMONb3yeTcs ANA [OCTUXKEHWUS W NoAAepXaHWus remocrtasa /iy4yeBoii apTepuu
nocne npoueaypbl KaTteTepusauuu. YCTPOWCTBO MMeeT MArKYI0 MaHXeTy W PeMeHb AN KpenneHus
BOKpPYr 6ONbLIOTO  Manbla C HAAEXHON  3aCTeXKOM-«aMnydykoil». MaHxeTa ob6ecnedynsaeTt
perynupyemoe cxatue Mecta Npokosaa npu nomoLm 6annoHa, a perynupytoLnii knanaH npegycmMoTpeH
AN Nerkoro pasgysaHus W CAyBaHWA C MCNOMb30BaHWEM Linpuua. lpo3pauHas W30rHyTas OnopHas
nnaclHa ob6ecneynBaeT ONTUMa/IbHYKO BU3yanuW3aUui0 MecTa MpoKona W CrncKo6CTByeT yno6cCTBy
pa3melleHus ycTpoiicTea.

MOKA3AHUA K MPUMEHEHWIO

PreludeSYNC — 3TO KOMNPECCMOHHOE YCTPOACTBO, KOTOPOE UCNOMb3YEeTCs AN LOCTMXCY S reMocTasa B

MecTax YpeCKOXHOr0 J0CTyna B apTepuanbHoe pycno.

MPOTUBOMOKA3AHWA

e [auWeHTLICNOBbIW NHONYYBCT8UTEILHOCTEIOKMATEPUANAM, UCMONb3YEeMbIMBKOMMNPECCUOHHOMYCTPOICTBE.

o [aumMeHTbl ¢ MHPEKLUSAMU UK APYTUMU CEPbE3HBIMU .3a060/1EBAHMSIMIA KOXM B MECTE NPOKONa.

e lMayuemTbicoTpULATENbHBIMPE3YIbTaroMTeCTaANNEerHa.cnynbcamMmmeinyyeBoiapThUUMANCHe 4OCTaTOUUbIM
[1BOVHbIM apTepUabHLIM KPOBOCHAGXKEHNEM.

* He npe/~asHau«ko Ans kKomMnpeccum 6e|:)eHHoli aptepun.

MPEAYNPEXAEHUA

« [pexae YeM HafyBaTb 6annoH, ybeauTec b, 4TO BO3AyX 3akauvsae?Tcs B ycTpoiic TBo PrdudeSYNC DISTAL, a HE B
60KOBOE 0TBEPCTUE K»HTPOABIOCEPA MK B APYroe YCTPOIACTBO.

* Y6eauTech, YTO MaHXeTa HafieXKHo 3aMKCpoBaHa BOKPYT 3ansaCcTbsd U KUCTW W NIOTHO NpUeraeT K HAM.

* [lnuTenbHoe uype.3MepHOe pasgysaHue 6anioHa MOXeT Bbi3BaTb 60/b, OHEMEHWE, NOBPEXAEeHNe HepBa,
MPUBECTMN K OKK/HO31MN apTePUit NNV NOBPEXAEHNIO YCTPOIACTBA.

* HepocTatouHoe pasgysaHue 6anioHa Uan HenaoTHOe NpuieraHne MaHxeTbl K 3anfAcTblo U pyKe MOryT
CHM3UTb CMCXTOBGHOCTb YCTPOIACTBA NOAAEPXKMBATL TEMOCTa3 apTePUI, Bbi3biBaTb KPOBOTEUEHME /WK
remaromy.

« CnefyeT KOHTPO/MPOBATH apTepuaLL>HbIl My/bC B AUCTa/IbHOM OT YCTPOICTBA yyacTke, YTobbl y6eanThes, YTo
apTepus He 6yleT NONHOCTbIO OKK/I03MPOBaHaaK Kak BO3MO>W"0 NOBPEXAEHVEe apTePUK UM BO3HUKHOBEHE
Tpomb03a.

« lMauueHToB He cneayeT ocTaBNATL 6e3 NpUcMoTpa BO BpeMs UCMob30BaHus ycTpoiicTea PreludeSYNC DISTAL.

« 3anpewaetcs octaBnaThb ycTpoiictBo PreludeSYNC DISTAL Ha pyke Ha AUTENbHOE BPEMS,

MOCKO/bKY CyLLeCTBYEeT BEPOSTHOCTb MOBPEXAEHNA TKaHel NN 3aKynopku apTepuid.

* He noppeprartb ycTpoiicTBo PreludeSYNC DISTAL Bo3feiicTBMIO OpraH4ecknx pacTBOpPUTENEN, MOCKONbKY 3TO

MOXET NPUBECTU K NOBPEX/EHNIO YCTPOIACTBA.

MEPBI MTPEAOCTOPOXHOCTU

* O6ecneybTe CTEPUNbHbIE YCNOBUA NPW HALEBAHUN MaHKEN»?,

« [laHHOE YCTPOIiCTBO MOXCA MCMOMb30BaTHCA MEANLIMHCKUMU PaBOTHUKaMK, UMEIOLMMIN COOTBETCTBYOLLYHO
NOAroTOBKY MO UCMO/b30BaHWIO YCTPOIACTBA.

* YCTPOICTBO CTEPUIIBHO, TOMLKO EC/IM YNaKoBKa He BCKPbITa 1 He MoBpeXeHa.

NPEAYNPEXAEHNEOHEAONYCTUMOCTMNOBTOPHOTOUCMNO/TIb30OBAHUA

Vicnonb3oBatb TOMbKO NS OAHOMO MaluMeHTa. 3anpeluaeTcs NOBTOPHOE MCMO/b30BaHWe, 06paboTka unm
cTepunusaums. MOBTOPHOE MCMOb30BaHWE, 06paboTKa MU CTEPUNM3ALMS MOTYT HapYLWWUTb CTPYKTYPHYH
LIeNOCTHOCTb YCTPOICTBA U (MNM) NPUBECTU K HENPaBW/LHON paboTe ycTPOCTBa 1, KaK CneAcTBre, K Tpasme,
3a601eBaHMI0 UM CMEPTM NaLneHTa. MMOBTOPHOE UCNONMb30BaHWE, 06paboTKa NN CTEPUAN3ALIUS MOTYT TakxKe
BbI3BaTb PUCK 3arps3HEHUs YCTPOMCTBA U (MAM) NPUBECTU K 3aPaXKEHWMIO UMW NEPEK|?eCTHOMY 3apaXeHuto
nauWeHTa, BK/OYas MEPEHOC WH(EKLMOHHbIX 3a60NMeBaHWA OT nNauueHTa K nauueHTy. 3arpssHeHue
YCTPOIACTBA MOXET NPUBECTH K TPaBMe, 3a60/1€BaHI0 UMW CMEPTM MaLMEHTa.

BO3MOXHbIEOC/IOXHEHWS

K BO3MOXHbBIM OC/IOXHEHUSIM, KOTOpble MOTYT BO3HWUKHYTL B pe3y/nbTare MCNoMb30BaHUs AaHHOMO
YCTPOIACTBA, OTHOCATCS, MOMMUMO MPOYEro: reMaToMa, MOBTOPHOe KPOBOTEUEHNE, MECTHI BEHO3HbIA
TPOMGO03, NOBPEXAeHNE HEPBOB, 6O/ WM OHEMEHNE, KOMIIEKCHbIV PErMoHapHbIii 601eBoli CUHAPOM,
annepruyeckas peakLys v OKKI3Ns apTepui.

PYKOBO/CTBO no 3KCMAYATAL NN
PasmelleHune ycTpolicTBa
1 Y6epautech, YTO MECTO PA3MELLEHUS YMCTOE U CYXOe.
2. ins NneBOCTOPOHHETO YCTPOIACTBA YKa3blBaiiTe ko katanora SORB-REG-LT. [ins npaBOCTOPOHHEro
ycTpolicTBa ykasbiBalite kog katasiora SDRB-REG-RT.

3. Benvy nauyieHTa LW1POoKoe 3anscTbe UM KUCTb, MOXHO UCMO/b30BaTh AOMOMHUTENBHYIO
MaH)eTy (MocTaBnseTcst B KoMmekTe) aAns pasmelleHus PreludeSYNC DISTAL (PUCYHOK 1).
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jnoJTOfiIMHtt>nhHo;
JononHutensHas
MaHxeTa Kpenutcs
K MaHxeTe N’ 2

4. Ypanute XXnAKOCTb U3 UHTPOAbLKCEPA U BBITAHUTE €r0 NPUGAN3NTENBHO Ha 2—3 cM (1 Atoiim).
5. Pazmectute maHxeTy Ne 1 Ha pyke/3anacTbe Ha CTOPOHE MMU3MHLA, MaHXeTy Ne 2 Ha cTOpoHe
60/blI0ro nansbua, a MaHxety Ne3 npoTaHUTe BBEPX K 60/bLLOMY nanbly (PUUCYHOK 2),

| V<mpausir.9a i*ns yke(v>

6. PasamecTuTe LEHTP «npuLena» 6annoHa Hag apTepuoToMueii (MecTo, rae UHTPOAbocep BXOAWT B
apTepuio, NPUBAU3UTENBHO HA 1—2 MM NPOKCUMAbHO OT MecTa npokona Koxw) (PUCYHOK 3),

WHTpoabtocep

<rMr>uuen» Ha 1—2 MM
(cpokcmmanbHo or
mur.rii fijpoKo/i« koxu

«Mpuuen»

HapexHo 3akpenute maHxeTy Ne 1 m Ne2 BOKpyr 3ansicTbsi, 3aTeM 06epHMTe MaHxXeTy Ne3 BOKpyr
OCHOBaHWA 60/1bLLIOr0 NasbLia TaK, YTobbl OHa NNOTHO Npunerana (PUCYHOK 4).

NPUMEYAHMUE; Ecnm MHTpOAbloCcep pPacnonoXeH B MecTe KpenneHus MaHxeTbl Ne3, Torga maHxery
Ne3 Heobx0AMMO 3aMKCUpOBaThb MOCNE YAANEHN UHTPObIOCEpa.

HagexHo
3aKpenuTe
MaHXeTy
BOKpYT

3anAacTbAa
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8 HabepuTe B Wwnpuy {noctaBnseTcs B KOMMNIEKTE) BO3Ayx 06bemMom 10 M.
MPUMEYAHUE: MakcManbHbIii 06bem 3anonHeHns 6annoHa: 10 mn.

9 BBeguTe WNpWL, B KNanaH B BEPXHEN YacTu yCTPoWcTBa.

10. MepneHHO HagyBaiiTe 6asiNoOH BO3AYXOM, OAHOBPEMEHHO YAansas UHTpoAstocep. Mocne Toro, kak
VHTpOAbtocep GyeT NONHOCTLIO YAaNeH, NPofo/MKaliTe 3aKkaumBaTh BO3yX B 6aI/I0H, Noka
KPOBOTEYEHWE He OCTaHOBUTCS.

MPUMEYAHVIE: Bo Bpems HafyBaHWs GasifioHa coxpaHsiiTe AasneHe Ha NOopLUEHb LUNPUL, YTOBbI
136exarthb CryyaiiHoro Bblbpoca Bo3ayxa.

11 OTperynupyiitTe o6bem Bo3ayxa ANA AOCTVXKEHUA remocTasa. Mpu Hannuyum KpOBOTEUEHUA WK
remMaToMbl MOXHO 06aBWTb BO3Ayxa 10 NOMHOW OCTaHOBKY KPOBOTEYEHMS.

12. Ypanute winpuu,.

NPUMEYAHWVE: MaumneHT fomkeH CBOBOAHO ABUraThb KMUCTbIO U 3anscTbem 6e3 BO306HOBIEHUS
KpoBOTeueHus. MonpocuTe nauyeHTa NoABUraTh KUCTLIO U .3amscTbem 1 NpoBepbTe MECTO MPOKO/Ia Ha
Hannune KpoBoTeyeHus. Mpu KPoBOTEYEHUM A06aBbTE BO3ayXa (He NPeBbILLas MakcUMabHbIA 06beM
10 mn) 10 NO/HO OCTAHOBKM KPOBOTEYEHNA.

MPVYMEYAHVIE: Ecnv B Kakoli-nnbo MOMEHT BpEMEHW BO3HUKHET KPOBOTEYEHME, fi0baBbTe BO3AyXa
B 6a/1IoH (He NpeBbIlLas MakcMabHbIA 06beM 10 M), NOKa KPOBOTEUEHUE HE OCTAHOBUTCS.
MPUMEYAHVIE: lepxuTe WnpuL, nog, pyKow, Y4ToBbl UMETb BO3MOXHOCTb BbICTPO OTKaYaTb BO3AYX
NYAaUTb YCTPOIACTBO.

13. B cOOTBETCTBMM C NPOTOKOOM 6O/bHNLbI 3anKCbiBaliTe OCHOBHbIE (I3MONOTNYeckne
nokasaTtenn nauyeHTa v cneauTe 3a NoAAepXKaHVeM COOTBETCTBYIOLel AncTanbHo nepdysuv. Mpn
Heo6X0AVMOCTN OTKOPPEKTUPYIiTE 06beM BO3AyXa B BanoHe.

MPUMEYAHVE: O6beM BO3/yXa 1 BpeEMS KOMMPECCUI 3aBUCAT OT COCTOAHUSA NauueHTa, 403bl
aHTUKOAry/nsHTOB 1 pasMepa Mecta NpoKosa.

14. B KOMNNEKT BKIHOUEHbI 3TUKETKN-CTUKEPbI /1 YCTPOICTBA W KapTbl NaLWeHTa, Ha KOTOPbIX

cliefyet ykasaTtb BpeMs 1 00beM HakauBaHUA/OTKauMBaHUA BO3ayXa.

COYBAHVE N YAANEHWE YCTPOVCTBA

1 B3aBMCUMOCTM OT 0BCTOATENLCTB, BECL BO3/YX M3 6asioHa MOXHO MeIEHHO YAANNUTb 3a BPems,
HY)XXHOe [/191 [JOCTUXXEHMA NMOHOIo reMocTasa, U MOXHO yAansTb BO3AyX HebobLLmMMm nopumsamm (1-2
M/T) B COOTBETCCTBMM C NPeAnounTaeMbiMn METOANKAMU 1 MPOTOKOIOM B0MbHULBI A15 NoAAepXKaHUs
remMocrasa.

2. Mo JOCTMXEHUM NOJHOTO remMocTasa Mef/IeHHO yAanuTe OCcTaBLUMIACA BO3AYX U3 YCTpoiicTBa
PreludeSYNC DISTAL 1 ocMOTpUTE MECTO NPOKO/A Ha Ha/lnumne KPOBOTEUEHNS.

MPUMEYAHME: Bpems [OCTUXEHUS NOMIHOTO reMocTasa 3aBUCUT OT COCTOSHMSA NauyeHTa, A03bl
aHTUKOAryNsaHTOB U pa3mepa MecTa npokKona.

3. Tpu BO3HMKHOBEHUWN KPOBOTEYEHUSA BBOAMTE BO3[yX, MOKA OHO He ocTaHoBUTCA. MogoxanTe
[0CTaTO4HOE KOMMYECTBO BPEMEHM U MOBTOPWTE MHCTPYKLMM MO CAYBAHWIO WYLANEeHI0 YCTPOCTBa.

4. Tocne yaaneHns Bo3ayxa v NOATBEPXAEHUs reMocTasa akkypatHo yaanure PreludeSYNC DISTAL.

5. Hanoxure cTepunbHyto NoBA3KY B COOTBETCTBUAM C NPOTOKONOM BOMbHULIbI.

BHuMaHVe! defiepanbHblli 3aK0H BHumaHve! O6patutecs K
IJONLY CLUA paspeLuaeTt npofaxy CONPOBOAUTENLHON [OKYMEHTaLWN.

[aHHOTr O M3[Eenns TOMbKO Bpayam XK Mepep ncnonb3oBaHnem

WK MO WX NPeSnncaHnio 03HAKOMbTECh C UHCTPYKLMEA.

[ns oiHOPa30BOro MUCMobL30BaHUS. 0 He ctepununsosarb NOBTOPHO

He ncrione3osare npu nospe eHHOM | teleo{ CTEPUNN30BAHO 3TUIEHOKCUAOM
sterile eo
ynakoBke. P A

iLy YCTpOICTBO A1 NEBOIA PyKM VRI YCTpOIAcTBO A/151 NPaBOiA pyKu

[ns nonyyeHus aNeKTPOHHOM Konuu npockaHupyiite QR-KOA Win nepeitanTe no cebiike

L www.merit.com/ifu 1 BBeanTe NAEHTUDMKALMOHHBIA HOMep elFU. ins nonyyeHus
neyatHoli konum obpatuteck B Cnyxo6y noaaepxku knneHtos B CLUA nnm EBpone.
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Mpwo>keHne K MHCTPYKLMW MO 3KCcnyaTauum
bKASAH/A K MTPUMEHEHNIO
MMPECCUOHHbIE YCTPOMCTBA NpefHa3HauYeHbl 41 4OCTVXXEHUS W NOAAEPKaHUA remocTasa npy NpoBefeHnn
oLefypbl KaTeTepusaLunm cocyos,
@k Sync n PreludeSYNC DISTAL - 3TO KOMMPECCMOHHOE YCTPOIACTBO, KOTOPOE UCMONb3YETCA A1 AOCTUXEHUS
MOCTa3a B MecTax YpecKoXXHOro AOCTyna B apTepuanbHOe pycno.

1LLELINOVKALMA YCTPOUCTBA

VNOMIM/EKTHOCT:

]I, KomnpeccroHHoe ycTpoiicTBo PreludeSYNC, B cocTaBe:
*KOMMPECCMOHHOE YCTPOICTBO, AnnHa: 24 cM, 29 cMm;

eunpy- 20 M,

eHaKefka NH(hOPMaLMOHHaS;

SVHCTPYKLMS N0 3KCANyaTauuu.

2 KomnpeccuroHHoe ycTpoiicteo PreludeSYNC DISTAL, B cocTaBe:
-KOMMPECCMOHHOE YCTPOIACTBO, KOH(Mrypauwms: NeBbIA, Npasblif;
-lwnpury, - 10 m;

-Hak/elika H(hopMaLMOHHas;

-MHCTPYKUMA MO 3KCMJTyaTalmm.

lafnMrirwmoWWw FmfudtoS{ywc-- ... ) n

N3penne : Pasmeptl Macca, r
KomnpeccroHHoe yCTPOocTBo 240MM X 44.2MM <122
PreludeSYNC, gnvHa: 24 cm

PreludeSYNC, anunHa: 29 cm 290MM X 44.2MM <125
KomnpeccmoHHOe yCTpOIACTBO PeMeLlOK BOKpyr 60nbLoro nanbua 178mMm x 25.4mm  <11.5
PreludeSYNC DISTAL, KopoTkas 3actexkka 39.4Mm X 25.4MMm

KOH(Mrypaums: NeBblid, NpaBblii [nvHHana 3actexxka 147.5Mm x25.4MMm

Tabn.

Cneyun™«™na"" Wnpuytomn n1nLl(y.20murl ~
O6beM HanosHeHus 10mn 20mn

MNonHasa rpagyvposaHHas BMECTUMOCTb 10mn 20mMn

MakcumMasibHas BMEeCTMMOCTb 11mn 20mn

Macca (Bec) <16r <2lr

JeneHne Wwkanbl MUHUMYM 1.0 Mn MUHUMYM 5.0 mn

Hmke nepeuncneHbl OCHOBHbIE MaTepuasbl, UCMOMb3yeMble MPU U3rOTOBNEHUM KOMMPECCUOHHBIX YCTPOCTB
PreludeSYNC u PreludeSYNC Distal:

PC - :
KOMMWCTYHOWNME N3LW1NAN 'MNTEPWAR 7" A a' 1
3acTexka-nunyyka HeiinoH/MBX
KoMnpeccuoHHbIA 6annoH MonuypetaH
OnopHasa nnactuHa TepmonnacTMyeckunin nonnypetaH
HanonHutenbHas Tpyb6Ka c CoepuHutensHas Tpybka: MBX
06paTtHbIM KnarnaHom O6partHbIli KnanaH: Monnkap6oHart

LUtok KfanaHa: CUVKOH

Konnauyok agantepa Monukap6oHar
Knei Y®-0TBepXAaeMblii Kiei
JtukeTtka «AlIR» (BO34YX) MneHka 13 NOANNPONWUIEHA, CUHSS

YNAKOBKA

OpHo (1) yctpoiictBo PreludeSYNC Distal/ PreludeSYNC Radial n ogyH (1) wnpuu-Hacoc nomeLyaroTcsl B
6MCTEPHbIA TEPMOGOPMOBaHHBIA NOTOK U3 MITI. ®OpPMOBaHHbLIA 6AMNCTEPHLI NOTOK 3anevyaTbiBaeTcs
KpbILWKON 13 maTepuana Tyvek ¢ MCNONb30BaHWEM MPOBEPEHHOTO 060PYL0BaHWUSA B KOHTPO/UPYEMbIX
ycnosusix. MATb (5) 6AMCTEPHbIX NOTKOB MOMELLAOTCS B KOPOOKY AN xpaHeHus. YeTbipe (4) KOpobku ans
XpaHeHWs MOMELLAKTCSA B TPAHCMOPTUPOBOYHBINA ALK,

JaHHbIA CMMBOA yKas3biBaeT Ha MOSIHOE COOTBETCTBUE M3OENNns
CE nonoxexnuam Aupektuebl EC 93/42/EEC.

lNpownsBoauTenb
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EC REP YNOMHOMOYEHHBI NpeAcTaBUTENb

C2) [na ogHopa3oBoro MUCnosL30BaHuA

He cTepunm3oBaTb NOBTOPHO

ref Homep no katanory
LOT Homep naptum
[steritleleo] Ctepununsauus: ra3oM aTUIEHOKCUIOM
MNpepynpexxaeHue: ®epnepancHoe 3aK0HOAATENLCTBO CWA
only paspervaeT npofasatb faHHOe M3denve TONbKO Bpayam Win no ux
3akasy
Wcnonb3oBartb a0
MpenynpexaeHwve: O3HakoMmbTECh COMPOBOAMTENbHBLIMU
[OKyMeHTaMu
[na nonyyeHUs 3M1EKTPOHHOM KOMWM NPOCKAHMPOBATb LUTPUX-KOL UK
T obpatnTbCa Ha cainT www.merit.com.lfu

He ncnonb3oBaTb NpU NOBPEXAEHHOW YNakoBKe

)'K AnNuporeHHo

[Jarta npoun3soAacTBa

wTWsesW W TTW3WT
Temnepartypa TpaHCnopPTUPOBKA [Jnana3oH Temnepatyp: ot -35 °C go +55 °C

Temneparypa xpaHeHus [dnana3oH Temnepartyp: ot +5 °C go +27 "C
[nanasoH Temnepatyp: ot 15 °C go 35 °C,
YcnoBusa akcnayatauum OTHOC, BnaxHocte ~80%, atm. gasneHue 84.0 -

106.7 kMNa (630-800 mM pT. CT. ).
Ycnosusa akcnayaraumm - Ucnonb3yetcs B Ie4ebHO-NPoPUAaKTUYECKNX YUPEXOEHNSX.
Cpok rogHoctu: Cpok rogHocTu - 3 roga.
CTEPUTN3ALNA: 3TnneHokeug,

TEXHUYECKOE OBC/NTYXXMBAHWME: HE NPUMEHUMO. U3genve npegHa3HaveHo TONbKO
NS 0IHOPA30BOro UCMOMb30BaHMS.

YTUNN3ALNA

YTUAnM3npoBatb U3L4EeNMs COrTacHO MECTHbIM 3KOI0TMYEeCKM TPeboBaHMsAM.

Knacc onacHOCTM MeAMUMHCKMX OTXOZOB CO CChUIKOM Ha creuudukaumnio Mopgonornyeckoro coctasa (B
COOTBETCTBUM C POCCMICKUMIU CaHUTapHbIMKU HOpMamy 1 npasuiamu (CanluH) 2.1.7.2790-10) Knacc b

FTAPAHTNA

OrpaHunyeHHasa rapaHTNa M 0TKa3 OT OTBETCTBEHHOCTH

KomnaHwsa «Meput» 3asBAseT W rapaHTMpyeT, u4TO [JaHHOe u3genve (akTM4eckum COOTBETCTBYET
cneumpuKkaumsaM Ha MOMEHT ero nocTaBkM 3aKasuuky W 4TO B TeyeHue nepuopa, yKasaHHOro B MUCbMEHHOM
OrpaHUYeHHO rapaHTuK, OTAENIbHO NPeAoCTaBNseMOW AN1F KaKAOro usgenus, B AaHHOM U3fenvun He Gyaet
BbIIBIEHO CYLLECTBEHHbLIX [e(eKTOB MaTepuana W KadyecTBa W3roToBleHWs. [aHHas rapaHtus He
npuMMeHseTcs K u3genusm, Kotopble (i) 6biin  MOAMPULMPOBaHbI, W3MEHEHbI, OTPEMOHTUPOBAHBI,
BOCCTAHOB/EHbI, MNepepaboTaHbl WM BUAOW3MEHEHbI CTOPOHOM, OTMYHOM OT KOMMaHum «Meput»; (i)
noABepranncb  HeHag/nexallemy oOpalleHuio,  WCMOMb30Ba/IMCb HE N0 Ha3HayeHuo,  NOBTOPHO
MCNONb30BaNINCL, MOBTOPHO CTEPUAN30BANUCL, MOMNafjasv B aBapuiiHble CUTyauuu, 3KCMayaTMpoBa/IUCL C
HapyLLeHWeM Npasus, NoABEPraaicb HebpPeXXHoMy 06paLLEHUIO UM HECAHKLIMOHNPOBAaHHOMY BMELLATE/IbCTBY;
(iii) 6bINM MOBPEXAEHLI BCNEACTBME U3OLITOYHON (PU3NYECKONA, KNMMATUYECKOA W 3NEKTPUYECKON Harpysku
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WM UMEKT M3MEHEHHBIN, CTEPTLIA UM yAaneHHbIA CepuiiHbIA Homep; (iv) 06BbEAMHSANNCL C NOOLIM APYrM
MPoAykToM; (V) MCMOMb30Ba/IMCh B LENSX, OTAWMYHBIX OT «[loKa3aHWA K MPUMEHEHWIO», O[0OPEHHbIX
COOTBETCTBYHOLMMN KOMMETEHTHbIMI OpraHamu, WCMOMb30Ba/INCL C HapyLUeHWEM MpaBua NPUMEHEHUS,
yKasaHHbIX B cneundukaumnax npogykumu, nnbo NpuMeHsnuck B 06/1actm wam cpege, 419 KOTOpoi Takoe
n3genve He paspabotaHO ¥ He npefHasHavyeHo. Jliobble TEXHUYECKMe KOHCyNMbTauum Mo NpoayKuum
npefocTaBnAlTCa KoMmnaHueld «Meput» 6e3 0653aTenbCcTB WAM KOMIEHCAUMA, M KOMMaHus «Meput» He
NPUHUMAET Ha ceba HUKakmx 0643aTenbCTB WM OTBETCTBEHHOCTU 3a Takume KOHCY/NbTauuu, MOCKOMbKY OHW
NPeaocTaBAfOTCA M IPUHAMAIOTCS MO OTBETCTBEHHOCTb 3akasunka. KOMMAHWA «MEPUT» HE OENAET
HNKAKUX 3AABIEHUI W HE OAET HUKAKUX MPAMBIX W KOCBEHHbIX FTAPAHTUI NIOBOrO POLA
3AKA3YMNKY, EFO KOHEYHbIM TMOJIb3OBATENAM WX WHbIM TPETBUM JIMUAM B OTHOLWIEHWU
ﬂ,AHHOI/I npoaykunn, nNOMMMO COLEPXALLWMXCA B HACTOAWEM AOKYMEHTE. KOMIAHWA
«MEPUT» OTKA3bIBAETCA OT OTBETCTBEHHOCTWU W WCKAKYAET BCE WHbBIE TMPAMBIE,
KOCBEHHbIE M 3AKOHOOATEJIBHO MPEAYCMOTPEHHbBIE TAPAHTUW, B YUACTHOCTW, TAPAHTUIW OT
KOHTPA®AKTA N KOCBEHHbIE TAPAHTUW NMPUTOAHOCTW ANd MNPOAAXWN W COOTBETCTBWA
OMNPEAENIEHHOW LENN.

OrpaqueHme OTBETCTBEHHOCTU

H/ MPU KAKUX OBCTOATENBCTBAX KOMNAHUA «MEPUT» HE HECET OTBETCTBEHHOCTW NEPEL
3AKA3YMKOM WX NHOBbIM APYTM ®UN3NYECKUM UMW KOPUAWNYECKMM NNLOM 3A WTPA®HBIE,
CMNEUMANBHBIE, HEMPEAHAMEPEHHbLIE WX MPEACKA3YEMbIE ~ KOCBEHHBIE  YBbITKN,
MOHECEHHbLIE BCNEACTBME YTPATbl  PEMYTAUWW, HEALOMOJNYYEHHOM  MPUBELIIN oT
MEPEMPOOAXMW, TPNOCTAHOBKW PABOTbI, TMOBPEXAEHWA MPOAYKUWW, TMOPYN [APYTOW
NPOAYKUNN VNN mubix MPUYUH, BYAb To nckn BCAEACTBUE HEMCMONHEHNA KOHTPAKTHBIX
OBA3ATE/NLCTB, TPAXOAHCKUX MPABOHAPYLIEHUA W T.4., BO3HUKAIKOLWMKX B PE3Y/IbTATE
HAPYLEHWNA MONOXEHWUA TAPAHTUW, AOrFOBOPA, 3AAEPXKW, XANATHOCTW, BE3YC/IOBHOW
OTBETCTBEHHOCTW WX NHAYE.

Cnyxx6a noaaepXK1 KINEHTOB

«Meput Megukan Cucteme, VIHK.» 000 «Meput TeKHONIO4XKNC»

1600 Yact Mepwut Mapkyaii Poccuiickaa  ®epepaumsa. 119017
CayT xopgaH, tOTa, 84095, CLLA Mocksa

+ 1801 253 1600 1-ii Kasauwii nep., 4.7, atax 1 kom 6

+ 7495 221 89 02
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MepeBoj AaHHOIO TeKcTa cAenaH MHOM, NepeBoguUnKoM [MaHKoBbIM AHApPeeM BUKTOPOBMYEM.

Poccuniickaa depepaums
fopog MockBa
[BaguaTb TpeTberommapTa ABe ThiCAYMN ABajLaTOro roga
A, Aknmos ne6 bopucosuy, HoTapuyc ropofa MoCKBbI, CBUAETENLCTBYIO NOA/MHHOCTb MOANUCK
nepesofuvka lNaHkosa AHApes BukToposuya.
Moanucy caenaHa B MOEM MPUCY TCTBUN.

JInuHoCTb NoAnucasLLIero 4OKyMeHT yCTaHOoB/eHa.

3aperncTpuposaHo B peecTpe: Ne 77/09-H/77-2020-

B3bicKaHO rocyfapCcTBEHHON NOLWMHbI(No Tapudyy): 100py6.

YnnayeHo 3a OKasaHwe ycnyr npaBoBOro 1 TexHuyeckoro xapakrepa: 300 py6.
I".5. Akumos

Bcero npotuHypo!

N CKPETEHO MNeva,

HoTapuyc
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Instructions for Use
Compression Device, SafeGuard
Dated February 27, 2020
Consisting of 11 pages

ACKNOWLEDGEMENT

State of Utah )

County of Salt Lake )

On this 27 day of February 2020, before me, Jennifer Fordham, a notary public,
personally appeared Robert Wolfarth, Senior Manager, Regulatory Affairs proved on the
basis of satisfactory evidence to be the person whose name is subscribed to the attached
instrument, and acknowledge he executed the same.

Witness my hand an official seal.

JENNIFER FORDHAM

Notary Public - State of Utah Notary Public
Comm. No. 695417

My Commission Expires on

Jun 27,2021 Ty Commission Expires: June 27, 2021
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Robert Wolfarth
Senior Manager, Regulatory Affairs
Merit Medical Systems, Inc. USA

IK SEAL |g | (sign and seal)

®.0S 27 February 2020
ooy

COMPRESSION DEVICE SafeGuard

INSTRUCTIONS FOR USE
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24cm PRESSURE ASSISTED DEVICE
INSTRUCTIONS FOR USE

Read instructions prior to use.
Product not made with natural rubber latex.

DEVICE DESCRIPTION

The SAFEGUARD 24 cm is a single use disposable device. SAFEGUARD
has a clear medical grade polyurethane window and bladder, a clear
medical grade PVC flexible fill tube, and a pressure sensitive, self-ad-
hesive peel backing. A valve on the end ofthe fill tube enables

a syringe to be connected to inflate the central bladder with air to
provide pressure to the puncture site. The SAFEGUARD pressure
assisted device has a sterile dressing with aclear window that
facilitates visibility of the access site without removal or manipulation
of the device.

INDICATIONS

The indications for use for the SAFEGUARD 24cm pressure assisted
device are to assist in obtaining and maintaining hemostasis.

The device is also indicated in the reduction of active compression
time in femoral artery cannulation following diagnostic and interven-
tional procedures with an ACT of 140 seconds or less, using a 6 Fr. and
smaller sheath size.

CONTRAINDICATIONS
The adhesive portion of the SAFEGUARD device should not be used
over excoriated skin.

CAUTIONS

H Only. Caution: Federal (U.S.A.) law restricts this device to sale by or
on the order of a physician.

CAUTION: with over-inflation i.e., above 40 mb's of air, the bulb

may begin to expand radially and could compromise the adhesive
properties of the device.

CAUTION: Under-inflation of device could compromise the ability of
the device to assist in obtaining and maintaining hemostasis.

REUSE PRECAUTION STATEMENT

For single patient use only. Do not reuse, reprocess or resterilize.
Reuse, reprocessing or resterilization may compromise the structural
integrity of the device and/or lead to device failure which, in turn,
may resultin patient injury, iliness or death. Reuse, reprocessing or
resterifization may also create a risk of contamination of the device
and/or cause patient infection or cross-infection, including, but not
limited to, the transmission of infectious disease(s) from one patient
to another. Contamination of the device may lead to injury, illness or
death of the patient.

PRECAUTIONS

* Use proper aseptic techniques while handling product,

+ Do notuse if package is damaged

+ Inspectdevice prior to use to verify that no damage has occurred
during shipping.

POTENTIAL ADVERSE EFFECTS

Possible adverse effects that may result from the use of this device:
* Hematoma

* Local bleeding

* Arterio-venous fistula or pseudoaneurysm

SAFES MAT Manual Compression

Historical Control N=85

Compression (minutes)

Manual
Compression

SAFEC UARO Hist orical
MAT =101 Contrr N=85

D

= o
no

Mo s

Major Complications

»

Access site bleeding
requiring transfusion 0 0 0 0

Vascular repair or the need for

vascular repair (via surgery, 0 1 0 2
ultrasound-guided intervention,

transcatheter embolization,

or stent-graft)

Any new ipsilateral lower
extremity ischemia 0 0 0 0

Surgery for access site
related nerve injury 0 0 0 0

Access site-related infection
requiring 1V antibiotics or 0 0 0 0
extending hospitalization

Minor Complications . .
Access site hematoma

>6 cm (after sheath pull) 1 1 -
Bleeding requiring > 30 minutes to

re-establish hemostasis 0 0 - -
Non-treated pseudoaneurysm 0 0 - -
Non-treated arteriovenous (AV)

fistula documented by ultrasound 0 0 -
Skin excoreation at site of Safeguard

afterremoval of dressing 0 0 -

Skin erythema 0 0 -
Allergic reaction to adhesive 0 0 -
Ipsilateral lower extremity arterial

emboli, transient loss of lower 0 0 -
extremity pulse, or deep vein

thrombosis

Access site-related vessel

laceration 0 0

Transient access-site related

nerve injury 0 0

Access site wound dehiscence 0 0 -

Localized access site infection
treated with intramuscular 0 0 - -
ororal antibiotics

*None Reported

There is no statistical difference in the rate of major complications
between the control group and the treated group.

400373004-A Safeguard24cmlIFU_0501 1S.indd 2 5/6/15 3:51 PM
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SAFETY AND EFFECTIVENESS RESULTS

A clinical trial was conducted to evaluate the safety and effective-
ness of the SAFEGUARD Manual Assist Technique (MAT) in reducing
active compression time compared to historical manual compres-
sion data. (Reduced Vascular Complications After Percutaneous
Coronary Interventions with a Non-mechanical Suture Device:
Results from the Randomized RACE Study, Sanborn,TA)

PRE-HEMOSTASIS, or MANUAL ASSIST
TECHNIQUE (MAT)

PLACEMENT OF SAFEGUARD

[

Before adhering SAFEGUARD to the

patient, be sure skin is clean and dry.

Determine the appropriate angle for

SAFEGUARD placementto provide easy

access to valve inflate/deflate port and

to allow for easy sheath removal.

Note: Placement may require adjustment

based on the patient's anatomy, angle

of the puncture site, and the presence or

absence of a procedural sheath.

2. Considerthe point of maximum pulse,
anatomy, angle of puncture and
direction of flow to determine the
appropriate SAFEGUARD position and
verify,

3. Pull the procedural sheath back
approximately 1"(2.5 cm) so thatwhen
SAFEGUARD is adhered to the skin the
sheath hub is outside the area of the
SAFEGUARD adhesive.

Note: It is recommended that you aspirate

the sheath prior to removal to prevent distal

embolization from residual clot in sheath.

4. Remove the adhesive backing and place
the bulb where you would position your
fingers to hold manual compression (for
example, in femoral artery procedures,
typically the point of maximum femoral
pulse). Make sure SAFEGUARD is com-
pletely adhered to the skin.

5. Attach and completely engage the
appropriately configured syringe to
inflate the desired volume a maximum
volume of40 mL's of air into the bulb to
apply pressure on the arteriotomy site.
Syringe must be completely engaged
in the valve to inflate/deflate the bulb.
Remove syringe.

Note: Maintain pressure on the plunger

while detaching syringe from the SAFE-

GUARD valve. Observe that the desired

pressure is achieved and maintained.

6. Remove sheath, then immediately
apply manual compression directly over
inflated bulb.

7. Hold manual compression until hemo-
stasis has been achieved.*

* Slowly release manual compression.

* Checkdistal/proximal pulses to assure
flow is maintained.

+ Confirm hemostasis by viewing the site through the inflated bulb

window.

400373004-A Safeguard24cmIFU_05011S.indd 3
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* Recommendations (MAT only):
Diagnostic patients - minimum 5 minutes
Interventional patients - minimum 10 minutes

8. Perhospital protocol, periodically check the site through the bulb
window to confirm hemostasis and to manage the bulb volume
and resultant pressure as needed. Continue to check distal/
proximal blood flow to assure patency.

9. Deflate bulb every two hours to allow for capillary refill and to
assess the site. Re-inflate the bulb if necessary.

10. Deflate the bulb by attaching an appro-
priately sized and configured syringe to
the valve, engage the valve and slowly
depress the bulb allowing the syringe
to fill with air. Alternatively, remove the
plunger from the syringe, attach syringe
and allow air to slowly release while
gently depressing the bulb.

Note: Do not draw negative pressure in

the syringe, as this will create a vacuum

on the site.

11. Prior to discharge of the patient, remove
SAFEGUARD and apply sterile dressing
per hospital protocol.

POST-HEMOSTAStS TECHNIQUE

1 When hemostasis at the access site has
been achieved, apply the SAFEGUARD
device with the access site visible under
the bulb window of the SAFEGUARD
device. Consider the point of maximum
pulse, anatomy, angle of puncture
and direction of flow to determine the
appropriate SAFEGUARD position and
verify.

Note; Before adhering SAFEGUARD to the

patient, be sure skin is clean and dry. Deter-

mine the appropriate angle for SAFEGUARD

placement to provide easy access to valve

inflate/deflate port.

2. Attach an appropriately sized and configured syringe to the valve
ofthe SAFEGUARD device.

Note: Syringe must be completely engaged valve to inflate/deflate
the bulb.

3. Inflate the bulb of the SAFEGUARD device with airto the desired
volume of air (24cm maximum of40 mL's) to apply pressure on
the arteriotomy site and remove the syringe. Check distal/proxi-
mal pulses to assure flow is maintained.

Note; Maintain pressure on the plunger while detaching syringe from

the valve of the SAFEGUARD device. Observe that the desired volume

isachieved and maintained.

4. Per hospital protocol, periodically check the site through the
bulb window to assure hemostasis is maintained and the bulb
maintains pressure.

5. Deflate bulb every two hours and assess the site. Re-inflate the
bulb if necessary.

6. Deflate the bulb by attaching an appropriately sized and config-
ured syringe to the valve, engage the valve and slowly depress
the bulb allowing the syringe to fill with air. Alternatively, remove
the plunger from the syringe, attach syringe and allow air to
slowly release while gently depressing the bulb.

Note; Do not draw negative pressure in the syringe, as this will create

avacuum on the site.

7. Prior to discharge of the patient, remove the SAFEGUARD device
and apply sterile dressing per hospital protocol.

5/6/15 3:51 PM



Maintain sterile field during application.

Keep away from sunlight A E t m C€ 0086

Do not Resterilize

Do not Reuse

(§) Do not use if package is damaged Manufacturer: Merit Medical Systems, Inc.

feiF | Catalog Number 1600 West Merit Parkway, South Jordan, Utah 84095 USA

KoT 1-801-253-1600

oT| Lot Number U S A, Customer Service 1-800-356-3748
Use By IEC IREP I
STERILEI R | sterilized Using Gamma Authorized Representative: Merit Medical Ireland Ltd.

A Caution: Consult accompanying document Parkmore Business Park West. Galway. Ireland

H | Manufacturer www.merit.com 10 050115 400373004/A
leclrepl  Aythorized Representative
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Maintain sterile field during application.

Keep away from sunlight C€
A cm

Do not Resterilize

Do not Reuse

Do not use if package is damaged Manufacturer: Merit Medical Systems, Inc,
Catalog Number 1600 West Merit Parkway, South Jordan. Utah 84095 USA

lioT1 1-801-253-1600
Lot Number U S A. Customer Service 1-800-356-3748

2 Use By EC REP
ISTERILE[ R-|  Sterilized Using Gamma Authorized Representative: Merit Medical Ireland Ltd,
A Caution: Consult accompanying document Parkmore Business Park West, Galway, Ireland
td Manufacturer www.merit.com ID 050115 400373004/A
fec[rep] Authorized Representative
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Appendix to Instructionfor Use

INDICATION FOR USE

Compression devices are designed to achieve and maintain hemostasis during vascular catheterization procedures.

SAFEGUARD 12 cm: The indications for use for the SAFEGUARD 12 cm pressure assisted device are to assist in

obtaining and maintaining hem ostasis.

SAFEGUARD 24cm: The indications for use for the SAFEGUARD 24cm pressure assisted device are to assist in
obtaining and maintaining hemostasis. The device is also indicated in the reduction of active compression time in
femoral artery cannulation following diagnostic and interventional procedures with an ACT of 140 seconds or less, using

a 6 Fr. and smaller sheath size.

DEVICE SPECIFICATION

Configurations:

Compression device SafeGuard, versions:

1. Compression SafeGuard device, length 12 cm composed of:
-compression device;

-syringe - 7 ml (if necessary);

- instruction for use.

2. Compression SafeGuard device, length 24 cm composed of:
-compression device;

-syringe - 40 ml (if necessary);

- instruction for use.

Table |I: Safeouard sDeclficatlon

Device Dimensional specifications
Compression device SafeGuard 120mm X 71.1mm

device, length 12 cm

Compression SafeGuard device, 240mm x 142.2mm

length 24 cm

Table 2: Safeguard Syringe Inflator specification

Specification 7ml Syringe
Fill volume 7ml

Total graduated capacity 7ml

Maximum usable capacity 11ml

Mass (weight) N16g
Graduation intervals at least 1.0 ml

M ass, ad
<4.5

<18

40ml Syringe
40ml
40ml
60ml
<36
at least 5.0 ml

The main materials used in the manufacture of the Safeguard 12&24cm are identified below

Table 3; Safeauard material specification

PRODUCTS COMPONENT MATERIAL
Non-woven 12cm Sub-assembly Polyester non-woven medical tape; blue ink
Bladder Polyurethane
Peel backing HDPE, white
Fill tube with Luer check valve Connector Tube: PVC
Check valve: PVC
Adapter Cap Polycarbonate Valve Adapter Cap
0-ring Silicone
Molded Backer w/ Doghouse Polyurethane resin
Dymax Adhesive Medical Device UV Adhesive
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PACKAGING

The single device is loaded into a pouch and so that the device graphics are visible when viewed through the clear side
of the pouch. A label is placed on the paper side of the pouch manufactured from uncoated Tyvek sealed to
polyethylene film. Each shelf carton contains ten (10) labeled pouches. The carton shall also contain an appropriate IFU.
Each corrugated shipping case shall contain ten (10) labeled shelf cartons.

The Safeguard device composed with the Safeguard Syringe shall be placed on a die-cut card and loaded into a pouch
and so that the device graphics are visible when viewed through the clear side of the pouch.

SAFEGUARD 12CM: Each shelf carton for shall contain ten (10) labeled pouches oriented in alternating directions with
the pouch labels facing up, toward the tear-away window.

SAFEGUARD 24CM: Each shelf carton for shall contain five (5) labeled pouches oriented in alternating directions with
the pouch labels facing up, toward the tear-away window.

The carton shall also contain an appropriate IFU. Each corrugated shipping case shall contain four (4) labeled shelf
cartons.

TRANSPORTATION, STORAGE AND OPERATION CONDITIONS

Transportation temperature  -35 °C to +55 °C
Storage temperature +5 °C to +27 °C
Usage 15 °C to 35 °C, relative humidity <80%, atm. Pressure 84.0 - 106.7 kPa (630-800 mm Hg).

Use Conditions - in medical and preventive treatment facility.

SHELF LIFE: shelf life - 3 year.

STERILIZATION: Gamma sterilization

MAINTENANCE: NOT APPLICABLE. The product is intended for single use only.

DISPOSAL

Dispose the devices according to local environmental requirements.

Class of hazard for medical wastes by reference to specification of morphological composition (in accordance with

Russian Sanitary Regulations and Standards 2.1.7.2790-10) Class B

WARRANTY

Limited W arranty and Disclaimer

Merit represents and warrants that the products shall materially conform to the specifications at the time of shipment to

Customer and will remain materially free of defects in materials and workmanship for the period specified on the written

limited warranty separately provided with each product. This warranty shall not apply to products that have been (i)

modified, changed, repaired, refurbished, reprocessed, or altered by anyone other than Merit; (ii) subjected to misuse,

mishandling, re-use, re-sterilization, accident, abuse, neglect or tampering; (iii) damaged by excessive physical,

environmental or electrical stress; or that have had a serial number altered, defaced or removed; (iv) combined with any

other product; (v) used outside the approved “Indications for Use” as cleared by the relevant competent authority, used

contrary to the use outlined in the product specifications or in an application or environment for which such product was

not designed or contemplated. Any technical product advice furnished by Merit is provided without duty or compensation

and Merit assumes no obligation or liability, all such advice being given and accepted at Customer’ risk. EXCEPT AS

EXPRESSLY SET FORTH HEREIN MERIT MAKES NO REPRESENATION OR WARRANTY OF ANY KIND,

EXPRESS OR IMPLIED, TO CUSTOMER, ITS END-USERS OR ANY THIRD PARTIES WITH RESPECT TO THE

PRODUCTS. MERIT DISCLAIMS AND EXCLUDES ANY AND ALL OTHER EXPRESS, IMPLIED, AND STATUTORY

WARRANTIES, INCLUDING WITHOUT LIMITATION, WARRANTIES AGAINST INFRINGEMENT, AND THE IMPLIED

WARRANTIES OF MERCHANTABILITY AND FITNESS FOR A PARTICULAR PURPOSE.

Limitation of Liability

UNDER NO CIRCUMSTANCES SHALL MERIT BE LIABLE TO CUSTOMER OR ANY OTHER PERSON OR ENTITY

FOR ANY PUNITIVE, SPECIAL, INCIDENTAL OR CONSEQUENTIAL DAMAGES. WHETHER BASED UPON LOST

GOODWILL, LOST RESALE PROFITS, WORK STOPPAGE, PRODUCT FAILURE, IMPAIRMENT OF OTHER

PRODUCTS OR OTHERWISE AND WHETHER IN A CONTRACT, TORT OR OTHER ACTION FOR OR ARISING OUT

OF BREACH OF WARRANTY, BREACH OF CONTRACT, DELAY, NEGLIGENCE, STRICT LIABILITY, OR OTHERWISE.
Customer Service

Merit Medical Systems, Inc. Merit Technologies LLC

1600 W est Merit Parkway 119017 Moscow,

South Jordan, Utah 84095 U.S.A. 1st Kazachiy pereulok,

+ 1801 253 1600 bid 7, 1 floor, room 6, Russian Federation

+ 7495 22189 02
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Appendix to Instructionfor Use

INDICATION FOR USE
Compression devices are designed to achieve and maintain hemostasis during vascular catheterization procedures.
SAFEGUARD Radial isa compression device to assist hemostasis of the radial artery after a transradial procedure.

DEVICE SPECIFICATION

Configurations:

Compression SafeGuard Radial device, length 26 cm composed of:
-compression device;

-syringe - 7 ml (if necessary);

- instruction for use.

Table 1: Safeouard Radial sDecification

:Devicem ') Dimensional M ass, g
specifications
Compression device SafeGuard Radial 260mm X 41.3mm <10

Table 2: Safeguard Radiai Syringe infiator specification

Specification 7ml Syringe
Fill volume 7ml

Total graduated capacity 7ml

Maximum usable capacity 11ml

Mass (weight) slég
Graduation intervals at least 1.0 ml

The main materials used in the manufacture of the Safeguard Radial are identified below:
Table 3: Safeguard Radial material speciflcatibn

PRODUCTS COMPONENT MATERIAL
Non-woven Sub-assembly Polyester non-woven medical tape; blue ink
Bladder Polyurethane
Peel Backing FIDPE, white
Fill tube with Luer check valve Connector tube: Tygon PVC
Check valve: PVC
Molded Backer w/ Doghouse Polyurethane resin
Dymax Adhesive Medical Device UV Adhesive
PACKAGING

The device is placed on a die-cut card and loaded into a pouch and so that the device graphics are visible when viewed
through the clear side of the pouch. A label is placed on the paper side of the pouch manufactured from uncoated Tyvek
sealed to polyethylene film.

Each shelf carton contains ten (10) labeled pouches. The carton shall also contain an appropriate IFU.

Each corrugated shipping case shall contain ten (10) labeled shelf cartons for single device. '

Each corrugated shipping case shall contain four (4) labeled shelf cartons for Safeguard with Syringe.

AoDlicable Symbols I
This symbol means that the device fully
complies with European Directive 93/42/EEC.
- J Manufacturer

EC REP

(D Single use

Authorized Representative
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Do not resterilize

REF Reference Number
LOT Lot Number
STERILE R Sterilization: Gamma Irradiation
only Caution: U. S. federal law restricts this device
to sale by or on the order of a physician.
2 Use by
¥ Caution: Consult Accompanying Documents
For electronic copy scan OR code, or go to
as www.merit.com.Ifu
(§) Do not use if package is damaged.
" Non-pyrogenic
d Manufacturing date

TRANSPORTATION, STOFIAGE AND OPERATION CONDITIONS

Transportation temperature -35 °C to +55 °C
Storage temperature +5 °C to +27 °C
Usage 15 °C to 35 °C, relative humidity <80%, atm.

Pressure 84.0 - 106.7 kPa (630-800 mm Hg).

Use Conditions - in medical and preventive treatment facility.

SHELF LIFE: Shelf life - 3 year.

STERILIZATION: Gamma sterilization

MAINTENANCE: NOT APPLICABLE. The product is intended for single use only.

DISPOSAL

Dispose the devices according to local environmental requirements.

Class of hazard for medical wastes by reference to specification of morphological composition (in accordance with
Russian Sanitary Regulations and Standards 2.1.7.2790-10) Class B

WARRANTY

Limited W arranty and Disclaimer

Merit represents and warrants that the products shall materially conform to the specification&at the time of shipment to
Customer and will remain materially free of defects in materials and workmanship for the period specified on the written
limited warranty separately provided with each product. This warranty shall not apply to products that have been (i)
modified, changed, repaired, refurbished, reprocessed, or altered by anyone other than Merit; (ii) subjected to misuse,
mishandling, re-use, re-sterilization, accident, abuse, neglect or tampering; (iii) damaged by excessive physical,
environmental or electrical stress; or that have had a serial number altered, defaced or removed; (iv) combined with any
other product; (v) used outside the approved “Indications for Use” as cleared by the relevant competent authority, used
contrary to the use outlined in the product specifications or in an application or environment for which such product was
not designed or contemplated. Any technical product advice furnished by Merit is provided without duty or compensation
and Merit assumes no obligation or liability, all such advice being given and accepted at Customer’s risk. EXCEPT AS
EXPRESSLY SET FORTH HEREIN MERIT MAKES NO REPRESENATION OR WARRANTY OF ANY KIND,
EXPRESS OR IMPLIED, TO CUSTOMER, ITS END-USERS OR ANY THIRD PARTIES WITH RESPECT TO THE
PRODUCTS. MERIT DISCLAIMS AND EXCLUDES ANY AND ALL OTHER EXPRESS, IMPLIED, AND STATUTORY
WARRANTIES, INCLUDING WITHOUT LIMITATION, WARRANTIES AGAINST INFRINGEMENT, AND THE IMPLIED
WARRANTIES OF MERCHANTABILITY AND FITNESS FOR A PARTICULAR PURPOSE.

Limitation of Liability
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UNDER NO CIRCUMSTANCES SHALL MERIT BE LIABLE TO CUSTOMER OR ANY OTHER PERSON OR ENTITY
FOR ANY PUNITIVE, SPECIAL, INCIDENTAL OR CONSEQUENTIAL DAMAGES, WHETHER BASED UPON LOST
GOODWILL, LOST RESALE PROFITS, WORK STOPPAGE, PRODUCT FAILURE, IMPAIRMENT OF OTHER
PRODUCTS OR OTHERWISE AND WHETHER IN A CONTRACT, TORT OR OTHER ACTION FOR OR ARISING OUT
OF BREACH OF WARRANTY, BREACH OF CONTRACT, DELAY, NEGLIGENCE. STRICT LIABILITY, OR OTHERWISE.

Customer Service

Merit Technologies LLC

119017 Moscow,

1st Kazachiy pereulok.

bid 7, 1 floor, room 6, Russian Federation

+ 7495 221 89 02

Merit Medical Systems, Inc.
1600 W est Merit Parkway
South Jordan, Utah 84095 U S A

+ 1801 253 1600
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[MepeBoa ¢ aHrMIACKOTO A3blKa Ha PYCCKMI A3bIK]

MHCTpyKUMn no akcnayarauun
KomnpeccroHHoe ycTpoiictBo SafeGuard
[Jara: 27 despans 2020 r.

CoctouT 13 11 cTpaHuL,

NMOATBEPXAEHWE

LtaT FOTa
a UMEHHO

Okpyr Cont Jlelik )

CerogHa, 27 tespans 2020 roga, KO MHe, HoTapuycy [pxeHHUdep Popaxam, NMMYHO aBunca Pobept
Yongopt, crapwuii MeHempkep MO HOPMATMBHO-MPaBOBOMY 0O6ecreyveHuto, NpeabsBUBLLNA  MHE
[OCTaTOYHble [OKasaTe/fibCTBa TOr0, 4YTO OH SABAAETCA /ALOM, WMEHEM KOTOpPOro mnoAnucaH
npunaraemblii JOKYMEHT, 1 MOATBEPAMBLUMIA, YTO OH SIMYHO NOANUCaN ero.

Y [ocToBepsieTcst Moei NoANMUCLI0 U ouLManbHOW NevaTsHo.

/Moanuce/
HoTtapuyc
Mos nnLEeH3Ms AeCcTBUTENbHA [0: 27 WoHA 2021 T.

[MeyaTb HOTapwuyca:

[bkeHHWep Popaxam

Hotapuyc - LLTaTt FOTa

Homep nuueH3nn Ne 695417

Mos nnueH3na feicTBnTeNbHa 40 27 uoHs 2021 T.]
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[MevaTs:

«Meput Mepgukan Cucteme, VIHK.»
1987

[Neyats KOMMNaHUK

tOra]

Pob6epT Yondopt

CTapLumii MeHefyKep Mo HOPMATUBHO-MPABOBOMY 06eCMeUeHNH0

«Meput Mepgukan Cucteme, NHK.»
(Merit Medical Systems, Inc.)
CWA

Inodnuch/
(nognucb 1 neyatb)

27 peBpans 2020 r.

KomnpeccuoHHoe yctpounctBo SafcGuard

MHCTpYyKLMM NO aKcnayatayumm
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KOMMPECCWOHHOE YCTPOWCTBO 12 cm

WHCTPYKUMS MO 3KCMyaTaumm

Mepes NCNONb30BAHMEM MPOYTUTE YKA3aHWUA MO NPYMEHEHWIO.
MN3fenne He cofepXuUT HaTypanbHOro natekca,

OMNUCAHWE YCTPOWNCTBA

YcTpoiictBo SAFEGUARD 12 cm 04HOpPa30BOro UCNONb30BaHUSA.
YcTpoiictBo SAFEGUARD nmeeT npo3payHoe OKHO 13
nonvypetaHa MeANLMHCKOrO Ha3Ha4YeHNsl, KOMMNPECCUOHHbI
6a110H, Npo3payHyto rMbKy HanonHMTeNbHY0 TPY6KY K3 MBX
MeJMLMHCKOrO Ha3HauYeHUs 1 camMmoKesLieecs OCHOBaHNe

C yfansembiM 3alMTHbIM cnoem. KnanaH Ha KoHLe
HanoNHUTeNbHON TPY6KM NO3BONSET NOACOEANHUTD LUNPUL, 1
HanoMHNTb BO3AYXOM HaxoAAWMiA B LeHTpe 6annoH, KOTopblii
obecneynBaeT KOMNPECCUIO B MeCTe NPoKona.
KomnpeccrnoHHoe ycTpolicteo SAFEGUARD npeacTtaBnseTt
c060I1 CTEPUNBHYI0 MaHXeTy ¢ NPO3payHbIM OKHOM, KOTOpoe
obecneynBaeT Bu3yanbHblli KOHTPONb MeECTa KateTepmsauunm
6e3 yaaneHns ycTpoicTa 1 Kakux-nmbo MaHunynauui,

NMOKA3AHUA KNPUMEHEHWIO
KomnpeccuoHHoe yctpoliictBo SAFEGUARD 12 cm
4 npeAHa3Ha4YeHo Ans JOCTVXKEHUS 1 NoAAepXKaHns
remMocrasa,
NPOTUBOMOKA3AHNSA
Knelikyto yactb ycTpoiictBa SAFEGUARD Henb3s HaknagpblBaTtb
Ha KOXY NP HapyLIEHNN LLeN0CTHOCTA KOXHOro NoKpoBa.

NPEAYNPEXAEHNA

fx Only. MpepynpexaeHue: peaepanbHOe 3aKOHOAATENbCTBO
(CLLUA) paspeLaeT npoAaxy AaHHOIO yCTPOACTBA TONbKO
Bpayam wav no npeAnucaHuio Bpaua.

NPEAYNPEXAEHWE: npn n3bbITOYHOW nogave Bosayxa (6onee
7 MN1) KOMNPECCUOHHBIA GannoH MOXEeT HayaTb pacnpsATLCS
paananbHo, YTO YXYALINUT afire3MoHHbIe CBOWCTBA YCTPOICTBa,
NPEAYNPEXAEHWE: HELOCTATOYHOE HAMNONHEHWNE BO3YXOM
MOXET HETaTUBHO CKa3aThbCsl Ha CMOCOBHOCTN yCTpoiicTBa
o6ecneunBaTb U NOAAEPXKMBATL FEMOCTA3.

NPEAYNPEXAEHWNE O HEAOMNYCTUMOCTHN
NMOBTOPHOTO MCMO/NIb3OBAHNSA

Vicnonb3oBath TOMLKO AN OAHOTO NaLueHTa. 3anpeLlaeTcs
MOBTOPHOE MUCNONb30BaHNe, 06paboTka UM cTepunnsaLms.
MoBTOpHOE MCNonb3oBaHKUe, 06paboTka UNK cTepunsaLus
MOTYT HapyLWUTb CTPYKTYPHYI LLeNI0CTHOCTb YCTPOiicTBa 1
(unn) NnpuBecTn K HeNpaBubHOW paboTe ycTpoiicTBa U, KaK
cnefcTBue, K TpaBMe, 3a60/1eBaHNI0 MW CMEPTU NaLueHTa.
MoBTOpPHOE MUCNoNb30BaHKe, 06paboTka UK cTepunsauuns
MOTYT TakXXe BbI3BaTb PUCK 3arpsisHeHUs ycTpoicTea u (um)
NPUBECTU K 3apaXeHUI0 U NepeKkpecTHOMY 3apaXeHo
nauueHTa, BKIoYas nepeHoc NHeKLMOHHbIX 3a60/1eBaHuit
OT naumeHTa K nauneHTy. 3arpsasHeHune ycTpoicTBa MOXET
npuBecTn K TpaBMe, 3a601€BaHNI0 UM CMEPTM NaLueHTa.

MEPbl NMPEAOCTOPOXHOCTMU

o Mpu 06paLIJ,eHVIM C yCTpOVICTBOM ncnonb3oBaTb Hagnexaune
MeToAbl acenTukn.

0 3anpelyaeTcs UCMOb30BaThb MPU NOBPEXAEHNN YNAKOBKM.

o lepep ncnonb30BaHNMEM OCMOTPUTE YCTPOICTBO M ybeauTecs,
4TO OHO He GblI0 NOBPEXAEHO BO BPEMS TPAHCMOPTUPOBKM.

BO3MOXHbIE HEXXE/TATE/NIbHBIE ABNEHUSA
B pesynbTare UCMNONb30BaHWS 4AHHOTO YCTPOiicTBa
BO3MOXHbI C/IeAyoUi1e HeXeaTe bHbIe ABNEHNS:

0 rematoma,

0 MEeCTHO€ KpOBOTEYEHME!
0 apTepnoBeHO3Hasa d)MCTyﬂa nnn ncesfoaHeBspusma.
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METO/, MPEFEMOCTAS3A (PYYHOW KOMMPECCUN)

YCTAHOBKA YCTPOMCTBA SAFEGUARD

1 MNepepn HanoxeHneM ycTpoiictea SAFEGUARD
ybeauTech, YTO KOXa NauueHTa ymcTas n
cyxaq. Onpefenute HeobxoAnMbIV yron
ycTaHoBKU ycTpoiicTBa SAFEGUARD, UTO6bI |\
o6ecneunTb yA06HbIM AOCTYN K KnanaHy nopra
[N HaKkaunBaHua/0TKaumBaHMA BO3ayxa u
nerkoe yfaneHue MHTpoabtocepa.
MpumeyvaHue. Mpn ycTaHOBKe cnedyert
y4nTbIBaTb @aHATOMUYECKNE OCOBEHHOCTM \ 0\
naumeHTa, yron Mecta npokona u Hanuune um
OTCYTCTBME UHTPOAbIOCEPA,
2. Mpu onpeaeneHnn TpebyeMoto NONOXKEHNS
ycTpoiictBa SAFEGUARD yunTbiBaiite 1
npoBepsaiiTe TOUKY MakCUManbHON My/bcauum,
aHaTOMUYecKne 0COBEHHOCTH, Yron npokona
1 HanpaBneHne KPOBOTOKA.
3. BbITAHUTE MHTPOAbIOCEP NPUBN3UTENBHO Ha 1
A1oim (2,5 cv), uto6bl Nocne HaknemeaHma
ycTpolictBa SAFEGUARD Ha KOXy pasbem
MHTPOAbOCEPA He nonan Noj, Kneesoli CNoA.

NMpumeyvanue. lNepes yaaneHnem
peKoMeHAYeTCa BbINOMHUTL acnupaLmio
MHTpO/blocepa BO U3bexaHne ANCTanbHO <",
3aM60nM3aLMK CTYCTKOM KPOBM OCTaBLUMMCS B
MHTpOfblOCEpe.
4. Ypanute 3alMTHbIN CNOV 1 PacnonoxuTe
KOMMPECCUOHHbIV BanioH Ha TOM MecTe, rae
Bbl PACMOIOXWAN Bbl NasibLibl NPU BbINOIHEHWN
PY4HOI KOMnpeccumn (Hanpumep, Ans
6e/ipeHHOli apTepuK 3To, KaK Npasmno, n
TOuKa MakcuManbHoW nynbcauum Ha 6egpeHHol
aptepun). Y6eaumTtecs, 4to ycTpoiictBo SAFEGUARD
NO/IHOCTbIO NpUNEraeT K KOXe.

5. MpucoeguHnTe 1 3adMKCMPYiTe LWINPUL, COOTBETCTBYIOLLEN
KOH(Urypauum, 4tobbl HaNOHUTL GanIoH HEOBXOANMbIM
06beMOM BO3Jyxa (MakcuMym 7 M) 1 Co3AaTb KOMMPeCccuio
Ha MecTe apTepuoToMum. MNpu HakauMBaHWUK / OTKauMBaHUM
BO3/yXa LUNPWUL, JOMKEH ObITb NONHOCTLIO 3aUKCMPOBAH B
Knanaxe. Yanure LWNpuL.

Mpumeuanune. Bo Bpems 0TCOeAMHEHMA WINPULA OT KnanaHa

ycTpoiictBa SAFEGUARD npogonmkaiite AaBuTb Ha NOPLUEHb.

Cnepyte 3a TeM, 4To6bl 6b110 AOCTUTHYTO M NOAAEPXVBAIOCH

Heo6xoMMOoe AaBneHue.

6. YaanuTe MHTPO/bIOCEP U CPa3y Xe HafasuTe naibLamu
Henocpe/CTBEHHO Ha HaMnoMHEHHbIN BO3yXOM 6a/iNoH.

7. NMpoponxkaiite pyuHyto KOMNPECCUIO A0 OCTUXKEHUSA
remocrasa.

0 MepneHHo ocnabnaiite pyyHy0 KOMNpPeCcuo,

0 Y106b! yOeANTLCS BTOM, YTO KPOBOTOK COXpaHseTCs,
npoBepKe My/bC B ANCTIbHOM W MPOKCUMa/IbHOM CErMeHTax,
0 Y6eauTech, YTO remocTas JOCTUTHYT U NOALepXMBaeTcs,
Habntofas 3a MECTOM MPOKONa Yepes OKHO

Harno/MHeHHOro BO3/yXOM basioHa,

8. BCOOTBETCTBMM C NPOTOKO/IOM BOMbHNLbI NEPUOANYECKN
nposepsiiTe remocta3 B MecTe NPoKosa Yepe3 0KHO
6annoHa, 4To6bl KOPPEKTUPOBATL 06bEM bGanoHa 1
[octuraemoe fasneHve. Mpogonxkaiite NPoBepsATs KPOBOTOK
B AUCTa/IbHOM 1 NPOKCUMa/IbHOM CerMeHTax, YTobbl
y6eaunTbes B NPOXOAMMOCTM Cocy/a.

9. Kaxxaple AiBa Yaca yfansaire Bo3gyx U3 KOMNPECCUOHHOTo
6annoHa, uTo6bl KaNMUANAPbLI HAMOAHANNCH KPOBbLIO 1 AN
KOHTPO/SA COCTOSAHMA MecTa NpoKona. Mpu Heo6xoAnMMoCTH
CHOBA HanoJsiHWUTe 6annoH BO3/JYyXOM.

10. Yganute Bo3ayx 13 6annoHa, NPMCoOeMHUB LUNPULL
NoAXO0AALLEro pasmepa n KOHGUrypaLumy K knanaty,
3aMKCUpyiTe WNPWL, N HKMMaiTe Ha 6annoH, 4TobbI
LINPUL, HaNOHUACS BO3AyXOM. [ipyroii cnoco6: BblHbTe
NopLUeHb M3 WNpuULa, NPUCOeANHUTE LINPUL, U NO3BO/bTE
BO.3yXy Me/JIeHHO BbITH, Cierka Haxxumas Ha 6a/1noH.

Mpumeuanue. Fiecosgasaiite oTpuLaTebHoe AaBneHue B

LINpuLe, TakK Kak 3T0 MOXET co3/aTb BakyyM B MecTe Npokosia,

11. Mepep Tem, Kak OTAYCTUTb NaLMEHTa, CHUMUTE YCTPONCTBO

SAFEGUARD 1 HafloXuTe CTepU/IbHYIO MOBA3KY B
COOTBETCTBUM C MPOTOKOMIOM 60/bHULLbI.
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METO/ MOCTIEMOCTA3A

1 Tlocne JOCTUXEHNSA reMocTasa NpuKpenuTe
ycTpoiictBo SAFEGUARD K MecTy npokona
TaK, YTo6bl 0TBEPCTVE BbUIO BIHO Yepes3
OKHO YyCTpoiicTaa. IMpu onpeaeneHnn
Tpebyemoro NonoXeHus ycTpoiictea SAFE-
GUARD yuuTbIBaliTe 1 MpoBepsiATe TOUKY
MaKCUMa/IbHOM My/bCaLyK, aHAaTOMUYECKIE
0COBEHHOCT, Yro/ NPOKO/a 1 Hanpas/eHne
KPOBOTOKA.

Npumeuanve. MNepes ycTaHOBKOI ycTpoiicTBa

SAFEGUARD y6eautech, YTO KOXa navpeHta

umcTas 1 cyxas. Onpegenute HeoBXoaUMbIA

yron ycraHoBKm yctpoiictea SAFEGUARD,

4TO6bI 06ECneUmnTh AOCTYN K KanaHy nopra

[19 HaKauMBaHA /0TKauMBaHWSA BO3yXa.

2 MMpucoeanHMTe LINPULL NOAXOASALLEro pa3mepa
1 KOH(MrypaLmy K knanaHy yctpoiictea SAFE-
GUARD.

Mpumeyane. Mpy HakauMBaHUM / OTKAUMBAHIM BO3JyXa

LUNPULL AO/DKEH BbiTb MPOYHO 3a(hMKCMPOBaH B KranaHe.

3. HanonHwte 6annoH ycrpoiictea SAFEGUARD Bo3ayxom
[0 NonyyeHns Heobxoaumoro o6T>emva (12 cm - He Gonee 7 mn),
4TO6bI OH ABW/ HA MECTO apTEPUOTOMU, W YannTe LMPULL
Yrobb! y6eanTbest B TOM, UTO KPOBOTOK COXPaHAETCS,
npoBepbTe My/bC B ANCTAILHOM 1 MPOKCUMAIBHOM CErMeHTax.

Mpumeyanne. Bo Bpems 0TCOEAMHEHNS LUNPULIA OT KrarnaHa

ycTpoiicTea SAFEGUARD npofonxaiite AaBuTb Ha NOpLLEHb.

Crnepure 3a TeM, YTOGbI BbU1 AOCTUTHYT W NOAAEPXVBANICS

HeoBX0ANMbIA 06bEM.

4- BCOOTBETCTBUM C NPOTOKO/IOM 60/bHMLIbI NEPUOANHECKN
npoBepsiiTe MeCTO NPOKO/Ia Yepe3 NPo3payHoe OKHO,
uTOGbI Y6EAUTLCS, YTO reMOCTa3 NOAAEPKVBAETCS 1
KOMMPECCHOHHBIN 6ansoH NPOAOMKAET OKa3bIBaTh AABNEHNE.

5. Kaxxaple fga yaca yaansiite B0.3ayx U3 6asioHa 1 oLeHBaiiTe
COCTOsAHME MecTa apTeproToMui. Mpn HeobXoAMMOCTH
CHOBA HaroJHWTE 6a/U10H BO3LYXOM.

6. Ypanure Bo3flyx 13 6as/oHa, MpUCoeanHIB LLMPULL,
NOAXOAALLEro pa3mepa 1 KOH(UIypaLwmn K KnanaHy, NPO4YHO
3a(mKCUpyiTe WNPUL, M Crierka HaxmmTe Ha 6asnioH, YTobb!
LUNPWL, HANOMHWNCS BO3AYXOM. [ipyroii cnoco6: BblHbTE
MOpLLEHb U3 LUNPWLA, NPUCOEAMHWTE LUNPULL 1 NO3BO/LTE
BO3/YXy MEf/IEHHO BbIATY, Cnerka Haxkumas Ha 6asioH.

Mpurneyanve. He co3AaBaiiTe oTpuLaTENbHOE [jaB/IeHNe B

LUNpULie, TaK KaK 3TO MOXET CO3/aTb BaKyyM B MecTe

npoKona.

7. Mepep TeM, KaK OTNYCTUTb MaLeHTa, yaanure ycTpoincTeo
SAFEGUARD 1 Hanoxure CTEpUbHYHO MOBA3KY B
COOTBETCTBUM C MPOTOKOMIOM GOMBbHULIbI.

Bo BpeMms 1CTIONb30BaHNSA MOAEPMKMBAIATE CTEPUILHOCT NONS.
He flonyckaiiTe nonagaxis mpsivMbIX COMHEUHbIX yuel,

r [MoBTOPHasA crepynmsamns 3an|.>eieHa.
[MOBTOPHOE MatoNb4OB3HIE .Tall|:>ELLEHO.
3anpeLLaeTcs ucnonb3oBaTb NPU HapyLLEHUV LIENIOCTHOCTY YTaKOoBKY.
Homep no karanory
Homep naptvm
Vcno.ntoosatba0
CTepUIM3aLys BbIMOMHEHA C MOMOLLH raMMa-13ny4eHs
MpeaynpesxzeHye. CM. CONPOBOAWTENbHYIO JIOKY-MEHTILMIO

m |  TpoussoauTens

YTOHOMOYEHHb I NPpe/CcTaBUTe b

C€o
Mil

MpoussoamTens: «Meput Megukar Cucteme. VHk» (Merit Medicai Systems, inc.)
1600 Yact Mepur Mapkyaid. CayT [hropaaH. KOra, 84095 CLLIA (1600 West Merit
Parkway, South Jordan, Utah 84095 U.S.A.), 1-801-253-1600

Cnyx6a noanepxiv kventos B CLLA: 1'800-356'3748

[ic IR
YriorHex oueHHblii npeacTasuTens’ «Meput Megukar Avipneng Jira.» (Merit Medicai
Ireland Ltd.), Mapkmop BusHec Mapk Bect, Monyaid. VpnaHaus (Parkmore &isiness Park

West, Galway. Ireland)
40:372(04ML 001 2)15-C3-01
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SAFEGUARD

KOMMPECCUOHHOE YCTPOWCTBO 24 cm
MHCTPyKUMa MO akcnayaTauum

Mepes 1CMonb30BaHNeM NPOUTUTE yKazaHWs Mo MPUMEHEHMIO.
Vi3penvie He cofiePXMT HaTypasibHOTO NaTekca.

OMWCAHWE YCTPOWCTBA

YcrpoiictBo SAFEGUARD 24 cM 04HOPa30BOro MCnosb30BaHus.
Ycrpoiicteo SAFEGUARD mmeeT npo3payHoe 0KHO 13 nonuypetaHa
MEMLIMHCKOrO Ha3HaYeH!si, KOMMPECCUOHHbIN 6an/ioH, NPo3payHyo
rMBKYt0 HaNONHUTENbHYIO TPYOKY 13 MBX MeAULIMHCKOro Ha3HaueHUs
1 camoKnesiLeecs OCHOBaHWE C yAansieMbIM 3aLLUTHbIM C/I0EM.
KnanaH Ha KOHLie HanonH1TeNnsHoM Tpy6k1 no3sonset
NOACOeAMHUTD LUINPWULL U HANOHNTL BO3AYXOM HaxoAALWWMiAs B LieHTpe
6asI1oH, KOTOpbI 06ecneunBaeT KOMNPECCUIO B MeCTe MPOKO/a.
KomnpeccunoHHoe ycTpoiictBo SAFEGUARD npeacTasnset co6oi
aepunbHYIo NOBA3KY C MPO3PayHbIM OKHOM, KCTTOpOe obecneunsaeT
BU3yasbHbIN KOHTPO/b MecTa KateTepusaLun 6e3 yaaneHuns
YCTPOWCTBA W KaKMX-MB0 MaHUNyNAaLWA.

NMOKA3AHWNA K NTPUMEHEHWIO

KomnpeccunoHHoe ycTpoiictBo SAFEGUARD 24 cm npeaHasHaveHo
[N JOCTUXKEHUSA W NOAJEPXaHNA reMocTasa. YCTPOWCTBO Takke
NoKa3aHo K MPUMEHEHWIo Npu KaTeTepu3auuy 6eapeHHol apTepum
[1N9 COKpALLEHNs BPeMeHV aKTMBHO KOMMpeccuun nocne
[MarHoCTUYECKMX U MHTEPBEHLIMOHHDBIX MPOLIeAYP CO Bpe,MeHeM
aKTMBHOM Komnpeccun He 6oniee 140 CeKyH/, NPy UCMOb30BaHUN
MHTpO/blOCEpa pasmepom A0 6 Fr.

NMPOTUBOMOKA3AHNSA

Knefikyto yacTb ycTpolictBa SAFEGUARD Henb3s HaknafblBatb Ha
KOXY NPV HapyLLEeHNN LIeNIOCTHOCTU KOXHOTO NOKPOBa.
NPEAYMNPEA3AEHNA

Bx Only. Npeaynpexaexue: defepasbHOe 3aKOHO4ATENbCTBO
(CLLIA) pa3peluaeT NpoAaxy AaHHOro YCTPONCTBa TONLKO BpaYam unm
no NpeAnMcaHnio Bpaya.

NPEAYNPEXAEHWE: Npu n36bITOYHOM HagyBaHumn (6onee 40 mn)
KOMMPECCUOHHBIA 6a1M0H MOXeT HauaTb PacLuMpATLCS

pagvanibHp YTO YXYALWUT aAresnoHHble CBONCTBA YCTPOIACTBA.
NPEAYNPEXAEHWE: HefoCTaTO4HOE HanonHeHve banoHa
BO3/lyXOM MOXET HeraTMBHO CKa3aTbCs Ha CNOCOGHOCTU YCTPOCTBa
obecrneunBatb 1 NoAAepXnBaTb reMocTas.

NPEAOCTEPEXEHMA O HEAOMNYCTUMOCTU MOBTOPHOIO
NCNONb30BAHUA

/cnonb3oBarb TONLKO A5 OAHOTO NauueHTa. 3anpeLlaercs
NOBTOPHOE WCMO/b30BaHNe, 06paboTka 1 cTepunmsaums. MosTopHoe
1crnonb3oBaHne, 06paboTka Win CTepUAN3aLMs .MOryT HapyLLIUTL
CTPYKTYPHYIO LLeNIOCTHOCTb YCTPOICTBA W (MN1) NPUBECTM K
HenpaswbHON paboTe yCTPOCTBa W, Kak CNeAcTBIe, K TpaB.Me,
3a60/1eBaHNI0 WK CMePTy NauueHTa. MoBTOPHOE UCNOo/b30BaHNe,
06paboTKa ¥ CTepuM3saLa Co3[aloT PUCK 3arpA3HEHUs YCTPoiicTBa U
(Mn1) MOTYT NPUBECTY K 3apPaXKEHMIO UMW NEPEKPECTHOMY 3apaXeHo
naumeHTa, BKOYas nepeHoc UHPEKLMOHHbIX 3a6onesaHuin ot
naumeHTa K nauueHTy. 3arps3HeHune yCTpoiicTBa MOXeT NPUBECTU K
TpasMe, 3a60/1eBaHMIO UM CMEPTU NaLeHTa.

MEPbBI MPEAOCTOPOXHOCTHU

- Mpy 06paLLeHH ¢ YCTPOICTBOM MCNOMb3YiTe Hafexallme MeTogpl
acenTuku.

- anpeLLaeTcs UCMo/b30BaTL NPU NOBPEXAEHNN YNIAKOBKY

- Mepez, Ucnonb30BaHNEM OCMOTPUTE YCTPOIICTBO U y6BeanTeCh, UTo
OHO He BbI/10 MOBPEXAEHO BO BPEMS TPAHCTIOPTUPOBKY.
BO3MOXHbIE HEXXENATENbHBIE ABMEHNA

Mpu CMo/b30BaHWS JaHHOTO YCTPOICTBA BO3MOXHbI CEAyIoLL e
HeXenare/lbHble SIBMIeHIs: Te,MaToMa. MECTHOE KPOBOTEUEHME,
apTepuoBeHO3Hast (MCTYa WU NCEeBLOAHEBPN3. Ma.
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MeToz py4Hoii komnpeccun SAFEGUARD

PyuHasa komnpeccus

M3t00 Vicropyyeckuii KoHTponb N=85
CpefiHee BpeMs aKTVUBHOM 77+£33 28
Komnpeccuu / Bpems A0 MeToapyuHOR  Pyuran (oMnpeca
romeocTtasa npu pqu0|7| KOMIIper cumn I/Iaopm'- eckui
KomMnpeccumn (MUHYTbI) SAFEGU ftRD KOHTPONBM=85
M.am

X % @ Z

il

oy Ry

6 _ § ]
CepbesHble OCNIOXKHEHMs 1 3 1
KpoBoTeyeHue B MecTe NpoKosa,
TpebytoLLee nepennsaHus Kposn 0 0 0 0
PenapaLus wim HeobxoanMocTb
penapauuu cocyios (nyTem 0 1 0 2
XUpypruyeckoii onepauuy nog, Y3
KOHTPO/EM, upeckaTeTepHoi
3aM6oNM3aLMN UM CTEHTUPOBAHNS)
HoBas uncunarepanbHas
MLLIEMUS| HIXKHEN KOHEYHOCTU 0 0 0 0
Onepauus o nosogy NopaxeHus
HepBa B MecTe MpoKosna 0 0 0 0
WHdekums, Tpebytowasn
BHYTPWBEHHOIO BBEJIEHNA 0 0 0 0

aHTUBMOTVKOB U npogneHua
rocnutanunsauum
He3HauuTesibHble OCNIOXHEHUSA

lematroma > 6 CM B MecTe Npokosia
nocre yaaneHus UHTpoabtocepa

KpoBoTteueHue, Tpebytolee >30
MVH /15l BOCCTAHOB/IEHWS remocTasa

HeneuyeHHas ncesfjoaHeBpy3 Ma

HeneueHHas apTepuoBEHO3Has
tmcTyna, noaTepxaeHHas Y3

JKCKOpMALWA KOXMW NOJ, MaHXETOM
Safeguard nocne ee cHATUA

Sputema KoxXu
Anneprmyeckas peakuya Ha ke

MncunatepanbHas am6onvs aptepuii
HWKHWX KOHEYHOCTE, BpeMeHHas
noTeps Ny/nbca Ha HIDKHew
KOHEYHOCTN, TPOMB03 rNyBOKMX BeH

Pa3pbIB coCy/a BMeCTe NpoKosa

BpemeHHoe nopaxeHue Hepsa
B MecTe npokonia

PacxoxzeHne paHbl B MecTe Npokona

Jlokanm3oBaHHas MH(heKLI,I/Iﬂ B MecTe
npokona, nevyeHue - aHTUBUOTUKN
BHYTPUMbILLEYHO NI OpasibHO

»He 3apeructprposaHo

1 1 - -
0 0 -
0 0 - -
0 0 - -
0 0 .
0 0 - -
0 0 - -
0 0 - -
0 0 -
0 0 - -
0 0 - -
0 0 - -

CTaTncTMyeckas pasHuLia Mex/iy 4acToToi BO3HUKHOBEHWSA
CepbEe3HbIX OCNIOXKHEHWIA B KOHTPO/LHOM rpynne 1 B rpynne

nevyeHna oTCyTCTBYyeT.
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PE3YNbTATbI MO BE3OMACHOCTW U 3®PEKTUBHOCTH

[nsa oueHkn 6e3onacHoan 1 ahheKTMBHOCT MeTofa PYUYHOIA
komnpecun SAFEGUARD (MAT) npu coKpalLeHnn BpeMeHu
aKTUBHOI KOMMpeccun NpoBeAeHO KIMHMYeCKoe 1ccneaoBaHue
B CPaBHEHMW C apXMBHBLIMW AaHHBIMU MO PYYHOI KOMMpeccum,
(CHMXeHVMe YacTOTbl COCYAUCTbIX OCNOXHEHUI NOCNe YPECKOXHbIX
BMeLLaTe NbCTB Ha CoCyAax C UCMo/b30BaHMEM HEMEeXaHWN4ecKoro
LIOBHOTO YCTPOICTBA: pe3ynbTaTbl PaHAOMWN3NPOBAHHOTO
nccneposaHns RACE.T.A. CaH60pH)

METO/ NPEFEMOCTASA (PYUHOW
KOMMPECCUM) (MAT)
YCTAHOBKA YCTPONCTBA SAFEGUARD

1. Mepep ycTaHOBKOM yCTpOIACTBa
SAFEGUARD y6efutech, UTO KOXa
nauueHTa yuctas u cyxas. Onpegenure
HYXHbIIA yron yCTaHOBKM YCTPOCTBA A1s
ypo6cTBa A0CTyna K KnanaHy nopra
HakauuBaHus /0TKauMBaH1a BO3ayxa u
yAaneHns UHTpoptocepa.

Mpumeuatue. [pu ycTaHOBKe cnegyeT
Y4MTbIBATb @aHATOMMYECKME 0COBEHHOCTM
naLmeHTa, yron Mecta Npokona v Hannuve
W/ OTCYTCTBUE UHTPOAbIOCEPA.

2. MNpwn onpefeneHnn Hy>HOro NoaoXeHUs
ycTpoiictBa SAFEGUARD yunTbiBaiiTe n
npoBepsaiiTe TOUKY MaKCMManbHOM
nynbcaLunmn, aHaToMnU4yeckme 0CO6eHHOCTH,
Yron Npokona 1 Hanpas/neHye KPOBOTOKA.
3. BbITAHMTE UHTPOABIOCEP NPUBAN3UTENb-
HO Ha 1 AtoiA.m (2,5 cm), uTo6bI Nput
HakneusaHuu yctpoiictea SAFEGUARD Ha
KOXY pasbe.M UHTPOAbIOCepa He nonasn nog,
KNneeBoi CNoii.

NMpumeyuanne. MNepes yaaneHnem

MHTPOAbIOCEpa PEKOMEHYETC NPOBECTM

acnupaumio Bo nsbexaHueancranbHoi

3amM60M3aLMmM CryCTKOM KPOBU, OCTaBLUIMMCS

B VHTpOZAbtOCEPE..

4. Ypanute 3alWTHbIA CNO 1 pacnonoxmure

KOMMPECCMOHHbIA 6annoH Tam, rae Bbl

pacnonoXunm 6bl NanbLbl NPy Py4HON

Komnpeccumn (Hanpumep, Ans 6e4peHHo

apTepvm 3To 06bIYHO TOUKA MaKCUMasbHO

nynbcaunn Ha 6efpeHHoN apTepun).

Y6epauTech, 4to ycTpoiicteo SAFEGUARD

NOMHOCTLIO NPUNEraeT K KOXe,

5. MpucoeaunHUTe 1 3admKenpyiite WNpuL,

COOTBETCTBYHOLLEV KOHDUTypaLumm, YTo6bl

HanonHUTL 6annoH HeobXoAMMbIM 06be-

MOM BO3ayxa (MakcumyMm 40 M) 1 co3faTh

KOMMpeccuio B MecTe apTepuoTomuu. Mpu

HakauMBaHWUM 1 OTKauMBaHUUN BO3ayXxa

LINPUL, AOMKEH BbITb NONHOCTHIO

3a(MKCUPOBaH B KnanaHe. YaanuTe LINpuL.

NMpumeuanne. Bo Bpemsa OTCOeAMHEHWS

wnpuuya o1 yctpoiictea SAFEGUARD npo

nonxavite [aBuUTb Ha NopLUEHb.

MNoafepxuBaiite HeO6XCANMOe AaBNeHe.

6. Yaanute nHTpoAblocep 1 cpasy HagasuTe

nanbLamm Ha HagyTblli 6a/noH,

7. NMpogonmkaiite pyyHyo KOMNPECCUio A0 AOCTVXEHWUS reMocTasa.
- MepgneHHo ocnabnsiite pyyHyr0 KOMMPECCUo.

- MpoBepbTe NyNbC B ANCTANBHOM U NPOKCUMaIbHOM CerMeHTax,
uTO6bI YOEAUTLCA BTOM, YTO KPOBOTOK COXpaHsaeTcs.

- Y6eauTech, YTO remocTas fOCTUTHYT 1 NoAAepXKuBaeTcs, Habnoaas
33 MeCTOM NPOKO/a Yepe3 OKHO HaMno/IHEHHOro BO3AyXOM 6annoHa.
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*PekomMeHAaLMM (TONbKO ANs MeTofa Py4HOI KoMnpeccui);

Mpy AnarHoCTUHECKUX NPOLeAepax - MUHUMYM 5 MUHYT

TPV UHTEPBEHLMOHHDBIX NpoLesepax - MUHUMYM 10 MUHYT

8. B COOTBETCTBUM C NPOTOKONOM 6O/bHULIbI NEPUOAMYECKI NPOBe-pAiiTe
remocTas B MecTe Npokona Yepes OKHO 6anoHa, YTo6bl KOpP-PeKTMPOBaThb
o06bem 6annoHa v JocTuraemoe aasneHue. MNpoeepsiite KPOBOTOK B
[MUCTaNbHOM U NPOKCUMasIbHOM CErMeHTax, YTobbl y6eauTbes B
NPOXOANMOCTU cocyaa,

9. Kaxxaple ABa yaca yfansiite BO3Ayx U3 KOMNPECCUOHHOrO GasoHa, YTobbl
Kanunnspbl HaNOMHANNCL KPOBbLIO U 151 KOHTPONSA COCTOSHMA .MecTa
npokona. Mpn Heo6XxoAMMOCTY CHOBa HaayiTe 6annoH.

10. Ypanute Bo3ayx 13 6annoHa, npucoesm-
HUB K KnanaHy LUNpuL, NoaxoAsilero pasmepa
1 KOH(Urypaumm, 1 HaxumaiiTe Ha 6annoH,
4TOObI LWINPUL, HANOMHWACA BO3AYXOM [pyroi
€noco6: BblHbTE NOPLUEHb U3 LWNPULA, NPY-
COefjMHNTE LUNPWULL U BbIMYCTUTE BO3AYX,
Ccnerka Haxvumas Ha 6annoH.

Npumeuanue. He cosgasalite oTpuuatens-
HOe AaB/eHne B LWNpULe, TaK Kak 3T0 MOXeT
€034aTb BakyyM B MecTe Npokona.

11. Mepep TeM, Kak OTMYCTUTb NaLUEHTa,
cHUMUTE ycTpoiicTBO SAFEGUARD 1
Han0XuTe CTEPUNBLHYIO NOBA3KY B
COOTBETCTBMM C NPOTOKONOM GOMBHMULbI.
METOA NOCTFEMOCTA3A

1 Mocne foCTMXXEHNs remocTasa Nnpukpe-
nuTe yctpoiicTBo SAFEGUARD k mecty
npokona Tak, Yrobbl 0TBEpPCTHE BbINO BUAHO
uepes OKHO ycTpoiicTea.Mpw onpegeneHun
nonoxenus ycrpoictea SAFEGUARD yumnTbl-

BaliTe 1 NPoBepsAiiTe TOUKY MakCMMaslbHOW

nynbcauuu, aHaToMuyeckne 0co6eHHOCTH,

YroN NpoKona W Hanpas/eHre KPOBOTOKA.
Npumeuanune. MNepes ycTaHOBKO yCTPOIi-

crBa SAFEGUARD y6eauTech, 4TO KOXa nauy-

€eHTa uucTas 1 cyxas. Onpegennte HeO6XOAN.MbliA yron yCTaHOBKM
ycTpolictBa SAFEGUARD, uto6bl 06ecneuuntb 0CTYN K KnanaHy nopTa ans
HakauuBaHus /0TkaumBaHWA BO3fyxa,

2. MpucoeanHUTE WINPUL, NOAXOAALLETO pa3mepa W KOH(QUrypaumm K kna-
naHy yctpoiictea SAFEGUARD,

Mpumeuanue. MNpy HakaumBaHUM / OTKAUMBAHUM BO3AyXa LUNPUL, AO/DKEH
6bITb MPOYHO 3aMKCUPOBAH B KNnanaHe.

3. HanonHute 6annoH yctpoiictBa SAFEGUARD BO34yxOM 10 HEO6X0AMMOro
obbema (24 cm, Makcumym 40 M) UTOGbI OH AaBW Ha MECTO apTEPUOTOMUM,
nypanute wnpuL. Ytobbl y6eanTbes B TOM, 4TO KPOBOTOK COXpaHsaeTcs,
npoBepbTe NyNbC B AUCTANbHOM U NPOKCUMaNbHOM CerMeHTax

Npumeuanune. Bo BpeMs oTcoeanHeHns wnpuua ot yctpolictea SAFEGUARD
npo-fonkanTte AaBUTb Ha noplleHb. [logdepxumBaiite  HeobxoauMoe
[laBneHve,

4. B COOTBETCTBMM C MPOTOKOMIOM OO/bHULBI NEepUoAMYecKU npoBepsiiTe
MecTo MpoKo/na 4epe3 Npo3payHoe OKHO, YTO6bI y6eauTbes, YTo remoctas

NnoAAepXMBaeTcs UM KOMNPECCUOHHbIA  6annioH Npogo/MKaeT OKasblBaTb
AaBneHue.

5. Kaxxaple ABa yaca yfansiite Bo3ayx v3 6anioHa 1 oLeHuBaiiTe cocTosiHne
.MecTa apTepuoToMum. Mpyu HEOGXOANMOCTH CHOBA HaMOMHUTE GasNoH
BO3/1yXOM.

6. Ynanute Bo3ayx v3 6anoHa, NpUCOeaU-HUB K KnanaHy LUnpuL, Noaxoas-
Lero pasMepa U KoHhurypaumm, u Haxxmmaite Ha 6anioH, 4Tobbl Wnpul,
HanosHWCcs Bo3ayxoM [lpyroii cnoco6: BbiHbTe NOPLUEHb U3 LWNPWLA, NPY-
COefIMHUTE LUIMPUL, W BbINYCTUTE BO3AYX, CNIETKA HaXXMMasi Ha GasifoH.
NMpumeuanue. He co3gaBaiite oTpuuaTensHoe faBneHne B LUNPULLE, Tak Kak
3TO MOXET c03/aTb BakyyM B MecTe NpoKo/a.

7. Mepep Tem, Kak OTNYCTUTb NaumWeHTa, yaanute yetpoiicteo SAFEGUARD 1
HaNoXWuTe CTepUbHYI0 NOBA3KY B COOTBETCTBUM C NMPOTOKONOM GO/bHMULbI.

5/6/15 3:51 PM
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Bo Bpems UCMo/b30BaHWs NoAAep>KunBaiile CTepUILHOCTL MONTh

He fonyckaiiTe nonagaHns NpsMbIX COHEUYHbIX NyYei.

MoBTOpHast CTepPUNU3aLMSA 3anpeLLeHa.

MOBTOPHOE UCMONb30BaHME 3anpeLLeHo.

3anpeLlaeTcs Ucnob3oBaTh NPY HapYLLIEHUM LLENOCTHOCTY YNAKOBKU.
Hotnep no katanory

Howmep Traptum

M Wcnonb3osatb 10
CTepunmnsaums BbINONHETTA C MOMOLLbIO raMMa-M3NyyeHuns
X MpeaynpexpeHne. CM. CONPOBOAUTENbHYIO JOKYMEHTaLMIO
Mi MpoussoanTens

[GjVN]? YNONHOMOYEHHbI NpeAcTaBUTeNb

NEW TIr C € ooss

n e T C€ 0086

vWwwirtiefit.com

Mpoussogutens: «MepuT Megnkan Cucteme, UHk.» (Merit Medicat Systems, Inc.)
1600 Yact MepuT Mapkyaid, CayT IxopgaH, tOTa, 84095 CLLA (1600 West Merit
Parkway, South Jordan, Utah 84095 U.S.A.), 1-801-253-1600

Cnyxb6a noaaepxku knmeHtos B CLLIA: 1-800-356-3748

EC REP
YNONHOMOUEHHbI NpeacTaBuTens: «Meput Megukan Aiipneng Sita.» (Merit Medical
Ireland Ltd,), Mapkmop BusHec Mapk Bect. Monyaid, NpnaHaus (PaTkTore Business Park
West, Galway, Ireland)
ID0S0115  400373004/A
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Mprno>keHne K MHCTPYKLUMU NO 3KcnayaTauum

1HOKASAHMA K MPUMEHEHWIO

[KompeccroHHbe yCTpOiCTBa NpeaHa3HaueHbl A8 JOCTUXKEHWS U NOAAEPXaHUA reMocTasa npu

[ npoLeaypbl KatetepusaLym cocyoB.

[SAFEGUARD 12cm: TemocTtatuyeckoe yctpoincteo SAFEGUARD 12 cMm nomMoraeTt foCTuYb reMocTasa
lllnoanepxviBars ero.

[SAFEGUARD 24cm: Temoctatuyeckoe yctpoinctso SAFEGUARD 24 cm nomoraet foCTUYb remoctasa
[vnoppepswisats ero.

[VBoervee Takoke NOKas3aHo K NPUMEHEHUIO [/1 CHUXKEHWA BPEMEHW aKTVBHOM KOMMPECCUn Mnpu
| WoNmMpoBaHM 6eAPEHHON apTepui NOCE ANArHOCTUYECKMX U MHTEPBEHLUMOHHBIX npoLueayp ¢ ABCK
| (aKTBMPOBaHHOE BPEMS CBEPTbIBAHWUA KpoBM) He 6onee 140 cekyHz, U UCNOb30BaHWEM MHTPOAbOCEPa
| pasvepom He 6onee 6 Fr. (2 mwm).

| Cneupdvkauma yctpolictea
; YcTpoiictBo komnpeccuoHHoe SafeGuard, BapuaHTbl UCNOMHEHNS:
1 KomnpeccroHHoe ycTpoiictBo SafeGuard, anvHa 12 cm, B COCTaBe:
-KOMMPECCOHHOE YCTPOICTBO;
1 LWLNpuLL - 7 M (NpY HEOBX0AMMOCTW);
-VHCTPYKLMA MO 3KCnyartauum.
2 KomnpeccroHHoe ycTpoiicTBo SafeGuard, anvHa 24 cm, B cocTase:
- KOMINPECCMOHHOE YCTPOICTBO;
- lwnpu, - 40 M (Npy HeobXoAMMOCTH);

N LLy>K,D|M ------------------------------- r-- Macca’ r
KomnpeccnoHHoe YCTPOIACTBO 120Mm X 71.1Mm <4.5
SafeGuard, gnvHa 12 cm
KomnpeccroHHoe yCTpocTBO 240MMm X 142.2Mm <18
SafeGuard, gnvHa 24 cm
1a6r- 2: iSafaauawfcftfels K  ~
Wnp|w4Omn !
O6bem HarnosHeHus ™n 40Mn
MonHaa rpagyvposaHHas ™R 40mn
BMECTUMOCTb
MakcmMaibHast BMeCTUMOCTb 11mn 60mn
Macca (Bec) <16r <36r
[JeneHvie Lwikanbl MUHUMYM 1.0 M MUHUMYM 5.0 M1

Hwke nepeyncneHbl OCHOBHbIE MaTtepuasbl, UCNOb3yeMble NPU U3rOTOB/IEHUM KOMMPECCUOHHOMO YCTPOicTBa
SafeGuard 12&24 cm:

milnr24 CM
WrTwTa
HeTkaHas nieHTa 12 cm MonuagmpHas HeTkaHas MeMLUMHCKas NIEHTA; CMHAA Kpacka
KoMnpeccuoHHbIA 6aioH MonuypetaH
Camok/esiLeecs OCHOBaHUe ¢ yaansemMbIM MoNN3TUNEH BbICOKOW MAIOTHOCTU, LBET: 6enbiii

3aLMTHBIM CNOEM
Mpo3payHast rmbkas HamonHUTeNbHas Tpybka  Tpybka: MBX

C/IIO3POBCKUM KarnaHoMm KnanaH: MBX

Konnayok aganrepa Monukap6oHar

YNNOTHUTENbHOE KO/bLO CnnrKoH

Jlutas onopa ¢ KapmMaHoM NonuypeTtaHoBas cMosia

Kneir Dymax Y®-oTBEpXKAaEMBIA KNl MEAVLMHCKOIO Ha3HaYeHus
YMAKOBKA

YCTPOICTBO NOMeLLaeTcs B OTAE/bHbIA NakeT Takum 06pa3oM, YTOObI rpafmueckme 1306paeHns Ha HeM Obiin
BMAMMbI CKBO3b NPO3PayHyto CTOPOHY MakeTa. ITUKEeTKa HAHOCUTCSA Ha OyMaXKHYH0 CTOPOHY MakeTa, U3roTOB/IEHHOM
13 marepuana Tyvek 6e3 MOKpbITUSA, CMasHHOrO C MakeToM K3 MONWaTUIeHa. Kakaas Kopobka Ans XpaHeHus
NPOAYKUMN [Oo/MKHa cofepxatb fecATb (10) mMapkupoBaHHbIX MakeToB. Kopobka Takke [0/KHA Codeparb
VHCTPYKLMIO MO 3Kcryataumn. Kekaplid TPaHCMOPTUPOBOYHbLIA AWMK M3 TO(PUPOBAHHOIO KapToHa [AO0/DKeH
BK/tOYaTh B ce65 AecATb (10) MapKMpPOBaHHbLIX KOPOOOK.

YctpoictBo SafeGuard Bmecte co wnpuuem SafeGuard nomellaeTcs Ha LITAMMOBaHHYK 3aroTOBKY W3
KapToHaTakum 06pa3om, YTO6bI rpadnyeckne U300padKeHNS Ha HeM OblIM BUAUMbI CKBO3b /IPO3PayHyt0 CTOPOHY

navaoaTa
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SAFEGUARD 12 cm: opHa kopobka cogepxut fdecAtb (10) MapKMpOBaHHbIX MAKeToB. JTUKETKM Ha MakeTe
pacnosiaratoTcs BBepXy B Harpas/IEHNN OKOLLIKA.
SAFEGUARD 24 cm: ofHa KOpoOka COAepXuT MsATb (5) MapKMpoBaHHbIX MAaKeToB. IJTMKETKM Ha nakete
pacrnosiaratotcsi BBEpPXY B Harnpas/IeHWN OKOLLIKA.

Kopobka Takke O0/MKHa CoAepXaTb MHCTPYKUMIO MO 3Kcnayataumn. Kakabii TPaHCMOPTUPOBOYHLIA ALWMK U3
ro)pMpOBaHHOIO KapTOHa [O/HKEH BKOYaTh B Ce61 YeTbipe (4) MapKMpoBaHHbIX KOPOOKM.

"onlW W 1AHawpraPotio ,PAHEHUA NMKCTINYATALNN

Temneparypa [JvanasoH Temnepatyp: ot -35 °C go +55 °C

TPaHCNopPTUPOBKY

TemnepaTypa XpaHeHus [Jwnana3oH Temneparyp: ot +5 °C go +27 °C

Ycnosua skcnayaraymm [JvanasoH Temneparyp: ot +15 °C go +35 °C, otHoC, BnaxHocts <80%, arm.

nasneHue 84.0 - 106.7 kMa (630-800 mm prT. CT. ).
YcnoBus akcnyataumm - UCNosb3yeTcs B 1e4e6HO-NPOGMIaKTNYECKMX YUPEXAEHUSIX.
Cpok rogHocTn: CpoK rogHocT - 3 roga.
CTEPUNN3ALNA: Ctepunusaumsa raMma-usnyvyeHuem

TEXHWYECKOE OBCNYXWUBAHWE: HE NMPUMEHAMO. W3genvie npegHasHaueHo TOMbKO
4N 0fiHOPa30BOro W1CMO/b30BaHUS.

YTUNU3AUNA: YTnnunsmposatb U3Lens corfacHO MeCTHbIM 3KO/TOrMUYeckum TpeboBaHusaM.
Knacc 0nacHOCTM MeAMUMHCKMX OTXOZOB CO CCbUIKOA Ha creumgukaumio Mopgoiormieckoro coctasa (B
COOTBETCTBUM C POCCUINCKMMM CaHWUTapHbIMM HopMamuy 1 npasunamm (CaHMuH) 2.1.7.2790-10) Knacc b

FAPAHTUA

OrpaHuyeHHas rapaHTMs 1 OTKa3 OT OTBETCTBEHHOCTU

Komnanus «Meput» 3asBfifeT W rapaHTUpyeT, 4YTto [JaHHOe wu3fjenve (akTuyecku COOTBETCTBYeT
cneumMuKauysamM Ha MOMEHT ero MnocTaBkM 3akasuuKy W YTO B TeYeHue Meprofa, YKa3aHHOro B MUCbMEHHOA
OrpaHNYEHHOW rapaHTUK, OTAeNbHO MPefoCTaBNAeMON A1 KaKOOro U3LeNns, B JaHHOM u3fenuu He 6yger
BbISIB/IEHO CYLLIECTBEHHbIX AeEKTOB Marepmasa 1 Kayectsa U3roToBneHus. [aHHas rapaHTus He NpUMeHsieTcs
K wn3genusm, Kotopble (i) OblM  MOAUMULIMPOBaHbI, W3MEHEHbI, OTPEMOHTMPOBAHbI, BOCCTAHOB/IEHbI,
nepepaboTtaHbl WM BWOOWM3MEHEHbl CTOPOHOW, OT/IMYHOM OT KOMMaHuM «Meput»; (i) noasepraimcb
HeHa//iexallemy 06palLeHuto, UCMO/b30Ba/IMCh He MO Ha3HAYeHWo, MOBTOPHO WCMO/Mb30Ba/IMCh, MOBTOPHO
CTEPUIN30BA/INCL, NOMAJA/IM B  aBapuiiHble CcuTyauun, 3KCMIyaTMpOBa/INCb C  HapyweHWem npaswu,
noABepraincb HeGPEXXHOMY 06paLLEHMIO WM HECAHKLMIOHMPOBAHHOMY BMeLlaTenibeTay; (i) Obliv NoBpeXaeHsb!
BCMeACTBUE M3ObITOYHOM (DU3MYECKON, KIMMATUHECKON WM 3NIEKTPUYECKON Harpy3ku Wi UMEHOT U3MEHEHHBIN,
CTEPTbIi WM YAaNEeHHbIR CepuiAHbliA  Homep; (V) 06beauHANUChL € /0bbIM - ApYTUM  MPOAyKTOM; (V)
NCMONb30BA/IUCL B LENSX, OT/IMYHBIX OT «[lOKa3aHW K NPUMEHEHUIO», OL0OPEHHbIX COOTBETCTBYHOLLMMU
KOMMETEHTHbIMW ~ OpraHaMy,  WCMOMb30Ba/IMCb € HapyLUEHVEM MpaBWi  MPUMEHEHWS, YKa3aHHbIX B
cneumguKaumax npoaykumm, nmbo npuMeHsIncL B 06n1acTu WM cpefe, A1 KOTOPOW Takoe u3fenve He
pa3paboTaHO M He npefHa3HayeHo. Jliobble TEXHWYECKMEe KOHCY/bTauuu Mo MPOAyKUMM NpefoCcTaBAlTCs
KoMnaHveli «Meput» 6e3 0653aTeflbCTB WM KOMMEHCAUMiA, 1 KOMMaHus «Meput» He NpuUHUMaeT Ha cebs
HUKaKVX 0653aTe/IbCTB WM OTBETCTBEHHOCTM 3a TaKVe KOHCY/bTalyW, MOCKO/bKY OHW MPefoCTaBnsaoTes W
MPYHUMALOTCA NMOf, OTBETCTBEHHOCTL 3akasumka. KOMMAHWA «MEPUT» HE AE/TAET HUKAKUX 3AABJIEHNI
W HE JAET HWKAKMX MPAMbBIX WM KOCBEHHbIX FAPAHTWIA NOBOrO POAA 3AKA3YMKY, ErO
KOHEYHbIM MOIb3OBATENAM WA WHBIM TPETbAM IMLAM B OTHOLLEHW AAHHOW MPOAYKLIW,
MOMUMO COAEPXALLNXCA B HACTOALEM AOKYMEHTE. KOMNAHNA «MEPUT» OTKA3bIBAETCHA OT
OTBETCTBEHHOCTW W WCKMKYAET BCE WHbIE MNPAMBIE, KOCBEHHbIE 1 3AKOHOAATE/IbHO
MPEAYCMOTPEHHBIE TAPAHTUW, B YACTHOCTWU, TAPAHTUW OT KOHTPA®AKTA U KOCBEHHbIE
FTAPAHTW MPUTOAHOCTU ANA NPOJAXN U COOTBETCTBUS OMPEAENEHHOW LIENW.

OrpaqueHme OTBETCTBEHHOCTU

HA NP KAKMX OBCTOATENIBCTBAX KOMMAHUNA «MEPUT» HE HECET OTBETCTBEHHOCTW MEPEL
3AKA3UMKOM WNA NKOBbIM APYTAM ®UNSNYECKUM WA KOPUANYECKMUM NTMUOM 3A WUTPA®HDIE,
CNEUNANBHBIE, HEMPEAHAMEPEHHLIE ~ W MNPEACKA3YEMbBIE ~ KOCBEHHbLIE  YBbITKW,
MOHECEHHBIE  BCNEACTBUME  YTPATbl  PEMYTAUWW, HEAOMONYYEHHOW  MPWUELIIN oT
MEPEMPOAAXN, TMPNOCTAHOBKW PABOTHI, TMOBPEXAEHWA MPOAYKUWMW, TMOPYLA AOPYTOWU
NPOAYKUMN NN wHbix MPUYUH, BYAb to uckn BCNEACTBUE HEMCMONHEHWA KOHTPAKTHbIX
OBA3ATE/ILCTB, TTPAXAAHCKNX MPABOHAPYWEHUA W T.[., BO3SHUKAKOLLUX B PE3Y/IbTATE
HAPYLLEHWA TOMIOXEHUIA TAPAHTUW, AOTOBOPA, 3ALEPXKW, XANATHOCTW, BE3YC/IOBHOW
OTBETCTBEHHOCTW WA NHAYE.
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SAFEGUARDMD IA L

KOMMPECCMOHHOE YCTPONCTBO

VHCTPYKLMS! 10 SKCTUTyaTaLym
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OMWCAHWE N3JENNA

KomnpeccnoHHoe ycTpoiicteo SAFEGUARD Radial
npon3BoAcTBa komnaHum Merit Medical — 310 cTepunbHoe
YCTPOICTBO O4HOPA30BOro MCNONb30BAHNA. YCTPOWCTBO
MMeeT NoNNypeTaHOBOE OKOLLIKO U Ny3blpek (6annoH),
No3BONAKOLLME BU3Yann3npoBaTh MECTO NPOKOa, NPO3payHyHo
rMoKyto Tpy6Ky 13 NBX MeguLMHCKOro HasHaYeHns un
UyBCTBUTE/IbHOE K aBIEHUIO CAMOKJ/IEIOLLeecs OCHOBaHME CO
CHUMALWMMCS 3alWMTHLIM NOKPbITUEM. KnanaH Ha KOHLe
HanonHUTENbHOM TPY6GKN NO3BONSET NOLACOEANHUTD
CTaHAaPTHbIA NH3POBCKMIA AN (UPMEHHBINA WNPUL, AN
3aKaumBaHus B 6asN0H M OTKAYMBaHMUS M3 HEro Bo3adyxa, YTobbl
o6ecneynTb KOMNPECCUIO MecTa NPOoKona Ny4eBoit apTepun.
M3penvie He cofepXXnT HaTypanbHOro natekca.

NMOKA3AHWA KNPUMEHEHWIO

SAFEGUARD Radial — 310 KOMNpecCcMoHHOE YCTPOCTBO,
KoTopoe nomMoraet o6ecneynTb remocTas Iy4eBoil apTepum
nocne TpaHcpagmanbHoii npoueaypsbl.

NMPOTUBOMNOKA3AHUA
Knelikyto yactb SAFEGUARD Radial Henb3s ucnons3osatb npu
MOBPEXAEHUN KOXN.

NMPEAYNPEXAEHWA

» Mpexpae yem HagyBaTb 6anioH, ybeantech, 4TO BO3AYX
3akaumaeTcsi TO/IbKO B KOMNPECCHOHHOE YCTPOWCTBO
SAFEGUARD Radial, a HE B 60K0BOW MOPT MHTPOALIOCEPA UMK
[Apyroe ycTponcTao.

e M3nuwHee HanonHeHne 6annoHa (6onee 7 mn Bo3ayxa)

MOXET MPUBECTU K €r0 YPE3MEPHOMY PaCLUMPEHNIO 1

BbI3BaTb 60/1b, OHEMEHUE WM OKKHO3MIO Ny4eBON apTepuu.

HepoctaTouHoe HanonHeHWe 6annoHa MOXET HeraTuBHO

cKa3aTbCs Ha cnoco6HOCTM ycTpoiicTBa o6ecneymsatb

remocTas ny4eBoii apTepumn.

« Bo Bpems ucnonb3oBaHWsA NoOAAEPXKUBaiTE CTEPUNBHOCTD
nons.

NMPEAOCTEPEXEHWA

e Mepes MCNoOMb30BAHUEM MPOUTUTE YKa3aHWs N0 NPUMEHEHUIO,

* TonbKO ANs NpogeccMoHanbHOro NCnob3oBaHns. BHumaxue!
depnepanbHoe 3akoHoaatenscTBo (CLUA) paspelwaeT npogaxy
[aHHOro ycTpolicTBa TONLKO BpayaM Wam no ux NnpesnucaHuio.

» [laHHOE yCTPOWCTBO NpefHa3Ha4YeHo TONbKO Ans
0/4HOPAa30BOro MCMOMb30BaHMSA. 3anpeLlaeTcs NOBTOPHOE
MCNO/MIb30BaHNe 1 cTepunmnsaLms.

He ucnonb3oBaTth NPU NOBPEXAEHHOM ynakoBKe
. [JaHHoe yCTpOoiiCcTBO MOTYT UCMONb30BaTh MeAULIMHCKME
paBoTHMKM, NpoLLEALINE COOTBETCTBYIOLLYHO NMOATOTOBKY.

NMPEAYNPEXAOEHWE O HEAONYCTUMOCTW MOBTOPHOTO
MCMONMb30BAHNSA

icnonb3oBath TOMLKO A4/ OAHOTO MaumeHTa. 3anpeliaercs
NMOBTOPHOE MCNO/b30BaHNe, 06paboTka Um cTepun3aLns.
MoBTOpHOE MCnonb30BaHWe, 06paboTka Unm cTepuamsanmus
MOTYT HapyLWWTb CTPYKTYPHYIO LLeNI0CTHOCTb YCTPOICTBA 1
(nnn) NnpmuBecT K HeNpaBWU/IbHON paboTe YCTPOICTBA U, Kak
cneacTeue, K TpaBme, 3a6071€BaHNI0 MU CMEPTU NaLMeHTa.
MoBTOpHOE Mcnonb30BaHUe, 06paboTka Unm cTepuamsanus
MOTYT TaKXXe BbI3BaTb PUCK 3arpsi3HEHUS YCTPOIACTBA U (UK)
NPUBECTU K 3apaXXEHUIO UM NEPEKPECTHOMY 3apaXKeHUto
nawueHTa, BKIOYas NepeHoc UHGEKLMOHHbIX 3a60n1eBaHuii OT
nauueHTa K naumeHTy. 3arpsisHeHue ycTpoiicTea MoXeT
npuBecTM K TpaBme, 3a60/1EBAHUI0 WU CMEPTU NaLUeHTa.

BO3MOXHbBIE OCNTOXHEHUNSA

Cpeaim NpoUMX NOTEHLMANbHbIX OCNIOXHEHWNIA, Bbl3BaHHbIX
NPUMEHEHNEM JaHHOTO YCTPOCTBA, MOTYT BO3HUKHYTh:
remaToma, KpoBoTeueHue, 60/b UM OHEMEHWE, OKK03US
nyyeBoii apTepuu.
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YKA3AHWNA NO NPUMEHEHWIO

1 O6ecneybTe YMCTOTY 1 OTCYTCTBE BNarn B MECTE NPUMEHEHMS
ycTpolicTea.

2. Mocne npoueaypbl BbINOMHATE acnvpaLmnio MHTPobCcepa, a
3aTeM BbITAHUTE ero Ha OAvH Aroim (2-3 cM) (puc. 1)

3. CHUMWTe 3aLLMTHOE NOKPbITHE C KNEEBOTO Cos YCTPOIACTBa
SAFEGUARD Radial npn6an3ntenibHO HanonoBmHy (C 06emnx
CTOPOH), 3aTeM Ha/IOXUTE LieHTp 6asiioHa NoBepx Mecta
aptepuoToMun (puc. 2).

Mpumeuanune. CTpenkn Ha yctpoiictBe SAFEGUARD Radial

[I0/MKHBbI BbITb HaNpaBneHsl BBEPX MO PyKe MaLueHTa.

4. Ypanvte ocTaBLUeecs 3alMTHOe NOKPbITHE (CHavana ¢ 0aHOM
CTOPOHbI, 3aTEM C APYrOiA) U MONHOCTbLIO 3aduKCUpyiiTe
YCTPOICTBO BOKPYT 3ansactbs (puc. 3).

5. MpucoeanHUTE Y NONHOCTBIO 3adIMKCUPYIATE CTaHAAPTHBINA
JIF03POBCKMI UM IMPMEHHDIRA WNPUL, Ha TPyOKe ¢
MapKMpoBKoii AR («BO30YX»)

NPEAYNPEXAEHWE. MNpexzae yem HagysaTb 6aoH,

ybeamTech, 4To Bo3ayx 3akaumsaetcs TOJIbKO B

KOMMNpeccnoHHoe ycTpoicTBo SAFEGUARD Radial, a HE B

60KOBOVi MOPT UHTPOAbLIOCEPA UK APYrOe YCTPOCTBO.

6. HanonHuTe ny3sbipek (6a10H) MakcUMasibHbIM KOIMYECTBOM
Bozayxa (7 mn) (puc. 4). M3Bnekunte wnpuu,

MPEAYNPEXAEHWVE. M3nuwHee HanonHeHwe 6annoHa (6onee 7

M1 BO3/lyXa) MOXET NPUBECTU K €r0 Ype3MEPHOMY PacLLMPEHMIO U

BbI3BaTb 60/1b, OHEMEHME UM OKKIO3UIO SIy4EBOI apTepun.

NPEAYNPEXAEHUE. HeaocTaTouHOe HanosHeHVe Ny3blpbka

MOXET HEraTMBHO CKas3aTbCs Ha CMOCOGHOCTU YCTPOIMCTBA

obecneunsatb reMocTas ly4eBoi apTepun.

7. Ypanute nHTpoabiocep, a 3aTem NpoBepbTe OTCYTCTBYE
KPOBOTEYEHWs, MOCMOTPEB Ha MECTO NMPOKONA Yepes OKOLLKO
6annoHa. Ecnn B Kakoin-nMbo MOMEHT BPEMEHWN BO3HWUKHET
KpOBOTeYeHUe, fo6aBnsiiTe BO3Ayxa (He NpeBbiLas
MaKCMa/lbHbI 06beM) 0 NpeKpaLLeHns KpoBOTEYEHNS
(puc. 5).

8. BcooTBeTCTBMM C NPOTOKO/IOM 60/bHULLBI 06ecneybTe
coxpaHeHune AoCTaTouHON AncTanbHOW nepdy3uu. Mpn
HeobX0AMMOCTU perynmpyinTte o6bLem Bo3ayxa B 6ansoHe (puc.
6).

MpumeuaHune. O6bEM BO3AyXa 1 BPEMS KOMNPECCUM MoryT

OTNINYATLCA B 3aBUCMMOCTM OT COCTOSHUS MaLyieHTa, 403bl

aHTMKOarynsHTa u pasmépamecta nyHKLUM.

9. Mpexze 4eM CHATb YCTPOIACTBO, y6eanTeCh, YTO KPOBOTEUEHUNE
npekparunoce. MpucoeauHuTe WNPUL, KTPYOKe (YaepxuBas
nopLUeHb LWNpULa Ha Mecte). Me/ieHHO yaanuTe BO3ayX U3
ny3bipbka (puc. 7).

Mpumedanue. He BbITArMBaiTE NOPLLEHb CANLLKOM 6bICTPO,

4T0ObI HE CO34aThb BaKyyM.

10. OCTOPOXXHO CHUMKTE KOMMPECCUOHHOE YCTPOMCTBO SAFE-
GUARD Radial v Hanoxwure CTepUIbHYIO NOBA3KY COMMacHO
NPOTOKO/Y 6O/MbHNLI.

www.rnetit.coni

CE

BoANTEN: - Mepur Mugukan Cucteme, 1 rK Medical $y5rrﬂ. inc}
T MepuTiupkysit,CayT fxopan), 10T, ‘E-;'I
: Parkway. South .lordan, Utah )
)

Crya nognopsion kanenroa ncwa: 1SEDCHD; A8

YnonHomoueHHbIA NpeacTaBuTent

~=M{>1T Megnkan Alipnena 1Ta.» (Merit Medical Ireland Ltd,)
Napkmrap iuTHec Mapk Becr, Fosyaii, Upriouanu

(Patkmore Bu.Tiness Park Went. Galwiiy, Ireland)

1EC IBEP |

AWES, 0 T6PH
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Mpuno>keHne K MHCTPYKUMN NO 3KcnyaTaumm
MOKA3AHUA K MPUMEHEHUIO
KoMnpeccroHHble YCTPOIACTBa NpeHa3HaueHbl A4/1 AOCTVKEHWS! U NOAAEPXKaHIs reMocTasa Mnpy NpoBeseHnn
npoLeaypbl KaTeTepusaLmi cocyaoB.
SAFEGUARD Radial — 370 KOMMPECCMOHHOE YCTPOICTBO, KOTOPOE MOMOraeT 06ecneymnts remocrtas siyqyeBoli aptepum
rocrie ee MyHKUWN.

CNEUNOUKALNA ycTpoticTea

KomnpeccrioHHoe ycTpoiicteo SafeGuard Radial, gimHa 26 cm, B cocTase:
- KOMINPECCUOHHOE YCTPOICTBO;

- Wwnpu, - 7 M (Npyn HeobXxoaMMOCTH);

- IHCTPYKLMA M0 3KCnyaraumu.

Tabn. 1: Cneundgmranmsa Saf«»iU8ixi Radtai

W3pgenve Pa3wpbl Macca, 1
KomnpeccrmoHHoe yCTPoICcTBO 260MM x 41.3mMm <10
SafeGuard Radial

Tiln wnwwraa Safen uardRaMtfal 7
Wnpwuy?|1n ’

O6bEM HanoHeHWs ™n

MonHasa rpagyvpoBaHHas BMeCTUMOCTb 7M1

MakcumasibHasi BMECTMMOCTb 11mn

Macca (Bec) <16r

JeneHns Wwkasbl MUHMMYM 1.0 M

Hiwke nepe4vyncneHbl OCHOBHbIE Marepuhasibl, MUCNOIb3yeMbIE TMPU MN3roTOBNIEHNN KOMMNPECCUOHHOIO yCTpOVICTBa

TioMUW1swunpnllllna MBLap|lanos Safeguard Radial

KOM MALL YO LWL E N31LLUNIAA MATEPWAN

HeTkaHas neHta MonnathupHas HeTKaHas MeAVLMHCKAA NIEHTA; CUHAS Kpacka
KomnpeccroHHbI 6annoH MonuypetaH

Camokrneslileeca OCHOBaHVe C yaaifaeMblm MonmMaTUneH BbICOKOW MIOTHOCTW, LBET: 6efblii

3aLMTHBIM CNOEM
Mpo3payHas rmMbkas HanonHUTeNbHas Tpybka  Tpybka: MBX Tygon

C JII03POBCKUM K/1anaHoM KnanaH: MBX

Jlntas onopa ¢ KapmMaHoM MonuypetaHoBasi cmMosa

Knein Dymax YO-0TBEPXKAAEMBIA KNEl MeAULMHCKOTO Ha3HaueH s
YMNAKOBKA

YCTPOIACTBO NOMeLLaeTcs B OTAE/bHbIN NakKeT TakM 06pa3oM, YTOObI rpafuyeckne N306pakeHns Ha Hem Gbln
BAOUMbI CKBO3b MPO3pPayHyld CTOPOHY MakeTa. JTMKETKa HaHOCUMTCA Ha OyMadkKHYH CTOPOHY Makerta,
M3roToBNEHHOM 13 Matepuana Tyvek 6e3 NoKpbITUs, CNasHHOIO C NakeToM W3 MOM3TUIeHa.

Kaxxaas kopobka Ans XpaHeHust Npoaykumm coaeput aecstb (10) MapkupoBaHHbIX NAkeToB KopobOka Takke
[O/MKHA coAepXXaTb MHCTPYKLMIO MO 3KCryaTaumu.

Kaxaplii TpaHCMOPTUPOBOYHbLIN AWK M3 TOPPUPOBAHHOIO KapToHa [AO/HKEH BKovatb B cebs gecatb (10)
MapKUPOBaHHbIX KOPOOOK (151 OTAENbHOrO YCTPOMCTBA).

KakObliA TpaHCMOPTUPOBOYHBIA SLUMK U3 TOPPUPOBAHHOTO KapTOHa AO/MKEH BKIOYaTb B cebs yetbipe (4)
MapKMPOBaHHbIX KOPOOKM (a5 ycTpoiictea SafeGuard co wnpuuem).

N T, - 1 >UNpumeHunillcii»W!1bl
[JaHHblIli CMBO/ YKa3blBaeT Ha NOJ/IHOE COOTBETCTBUE U3AENSA MOMOXKEHNSM
a [Oupektmebl EC 93/42/EEC.
Mpounssogutens
1M1
EC REP YNOMHOMOYEHHbIN NpeAcTaBUTe b
® [ns ogHOpa30Boro McnonbL30BaHMA
He ctepunnsosarb NoBTOPHO
REF Homep no Katasory
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LOT Homep naptum

STERILE R Crepunusaups: raMma-usnyyeHme

only MpegynpexaeHne: denepanbHoe 3akoHogarenbeTeo CLUA paspeluaert npogasarb

JaHHOe m3fenve TOMIbKO Bpayam Wm 1o X 3aKasy

y Wcnonb3osatb 40

¥ MpeaynpexxaeHue: O3HAKOMbTECH C CONMPOBOAUTESbHLIMM JOKYMEHTaMM
[na nonyyeHns 3NeKTPOHHOM KOMWW NPOCKaHMPOBATb LUTPUX-KOA, WM 06paTuTbCs Ha

03 caiiT www.merit.com.lfu

(8) He ncnonb3oBatb Mpy NOBPEXAEHHON YakoBKe
AnuvporeHHo

|W[ [ata npounssoacrea

W 11pp|||M W 1L, TABKI A XPAHEHUSA

Temnepatypa [wnana3oH Temneparyp: ot -35 °C go +55 °C

TPaHCNoPTUPOBKU

Temneparypa xpaHeHus [nanasoH Temneparyp: ot +5 °C go +27 °C

Ycnosua akcnayataumm [nanasoH Temneparyp: ot +15 °C go +35 °C, OTHOC, BMaXXHOCTb

~80%, atm. gasneHue 84.0 - 106.7 ka (630-800 mwm pr. CT. ).
YcnoBus akcnyatauum - 1Cnosnb3yeTcs B 1e4e6HO-NPONIAKTUYECKNX YUPEXAEHUSIX.
Cpok rogHocTn; CpoK rogHocTu - 3 rofa.
CTEPUNN3ALNA: CTtepnnunsaums raMma-nsny4yeHmem

TEXHWYECKOE OBCNYXNBAHWE: HE NPUMEHNMO. W3genve npefHasHauyeHo TOMbKO
[N 04HOPA30BOro UCMO/b30BaHMA.

YTUNN3ALUNA

YTUNN3MpoBaThb MU3LENNSA COrNMacHO MECTHbIM 3KOMOMMYECKUM TPe6OBaHSIM.

Knacc onacHOCTM MeAMUMHCKMX OTXOAO0B CO CCbIKOM Ha crneuudukaumio MOopgonorMyeckoro cocrasa (B
COOTBETCTBUM C POCCUIACKUMI CaHUTapHbIMX HOopMamm 1 npaBunamin (CanlunH) 2.1.7.2790-10) Knacc b

FTAPAHTUNA

OrpaHuyeHHasi rapaHTUs 1 0TKa3 OT OTBETCTBEHHOCTU

KomnaHns «Meput» 3asBNsSieT W rapaHTMpyeT, 4TO [JaHHOe u3fenve  (hakTMyecku COOTBETCTBYET
cneungurKaumsM Ha MOMEHT ero MocTaBky 3aka3umky W 4TO B TeYeHue nepuoja, yKasaHHOrO B MUCbMEHHOM
OrpaHVYeHHON rapaHTUW, OTAENbHO NPeAOCTaBNfeMON A5 KaKOOro U3Lenns, B AaHHOM u3genun He Gyaet
BbISIB/IEHO CYLLECTBEHHbIX Ae(heKTOB MaTepuasia n kayectsa 1U3rotosneHus. [JaHHas rapaHTus He NpUMeHseTcs
K u3gennamM, Kotopble (i) ObiM  MOAUDULMPOBaHLI, W3MEHeHbl, OTPEMOHTUPOBaHbI, BOCCTAHOBJ/IEHBI,
nepepabotaHbl WM BUOOU3MEHEHbI CTOPOHOM, OT/IMYHOM OT KOomnaHuM «Meput»; (i) nogsepranch
HeHa/iexallemy o6palleHunto, WCMo/b30Ba/ICh He MO Ha3HAYeHWH0, MOBTOPHO WCMO/b30Ba/IUCh, JTIOBTOPHO
CTepUIM30Ba/IUCb, MNOMNajaaM B aBapuiiHble CUTyauuu, 3KCMIyaTMpoBa/IMCb C  HapyLLeHWem Mpaswin,
noaBeprancs HeGPEXXHOMY 0OPaLLIEHNID UM HECAHKLIMOHMPOBAHHOMY BMeLLaTeNbeTBy; (iii) Obl NOBPEXAEHSI
BCNeACTBME M3ObITOYHON (U3NYECKON, KIMMATUHECKON WIN 3NEKTPUYECKON Harpy3kvi WK UMEOT U3MEHEHHBIN,
CTepTbli WM yONeHHbI CepuiiHbliii - HoMep; (V) 0ObeaVHANUCL C  MObIM - APYrMM  MPOAYKTOM; (V)
NCNOMb30BINCL B LENAX, OTMYHbIX OT «OKa3aHui K MPYMEHEHUD», OL0BGPEHHbIX COOTBETCTBYHOLLMMMN
KOMMETEHTHbIMY ~ OpraHamu,  UCMO/b30Ba/INCb € HapylweHWeM NpaBu/l  MPUMEHEHWS,  YKa3aHHbIX B
cneyupuKaumax Npoaykumn, mbo NPUMEHSINCL B 06NnacTM WM cpege, AN KOTOPOA Takoe u3genvie He
pa3pabotaHO M He npedHasHa4yeHo. JIiobble TEXHWYECKWEe KOHCY/bTauuy Mo NPOAyKUMM MpefoCcTaBnstoTcs
KomnaHueli «Meput» 6e3 0653aTeIbCTB WM KOMMEHCAUWA, U KOoMMaHus «Meput» He NPUHMMaET Ha cebs
HUKaKVX 0653aTeNbCTB WM OTBETCTBEHHOCTM 3a TaKue KOHCY/IbTalum, MOCKO/bKY OHW MPeoCTaBNsioTes W
MPUHAMAOTCA NoA OTBETCTBEHHOCTL 3akasumka. KOMIMAHUA «MEPUT» HE AENAET HUAKAKKX 3AAB/EHUIA
N HE OAET HWKAKUX MPSMbIX WA KOCBEHHbLIX TAPAHTWW NIIOBOrO POJA 3AKA3YUMKY, ErO
KOHEYHBIM NMONb30OBATENAM WK UHLIM TPETbUM IMLAM B OTHOLLEHUM JAHHOW MPOAYKLMW,

;,'EU’U‘M',W@ I’ﬁlfa@”c'erwﬁU"éwv’ov‘i&‘s’mﬁm'm’[‘]ﬁ{ﬁl‘jqLIJ,EM JOKYMEHTE. KOMMAHNA «MEPAT» OTKA3BIBAETCA OT



OTBETCTBEHHOCTW W WCKNKOYAET BCE WHbIE MPAMbBIE, KOCBEHHbLIE W 3AKOHOZATE/IbHO
MPEAYCMOTPEHHbLIE TAPAHTWW, B YACTHOCTW, TAPAHTUW OT KOHTPA®AKTA I KOCBEHHbIE
FAPAHTAW MPUTOAHOCTW ANA NMPOAAXN N COOTBETCTBNA OMPEAENEHHOW LIE/IN.

OrpaqueHme OTBETCTBEHHOCTU

HA MPU KAKMX OBCTOATENIBCTBAX KOMMAHUA «MEPUT» HE HECET OTBETCTBEHHOCTW MEPE[,
3AKASYMKOM WA MOBEBIM APYTUM  ®USNYECKUM UK FOPUAVNYECKUM INLOM 3A LUTPA®HBIE,
CNEUMANBHbIE,  HEMPEAHAMEPEHHbIE ~ WIM  TMPEACKA3YEMbIE ~ KOCBEHHbBIE  YBEbITKW,
MOHECEHHbIE ~ BCNEACTBWME  YTPATbl  PEMYTAUWUW, HEAOMONYYEHHOW  MPWBLIIA  OT
MEPEMPOOAXN, TMPUOCTAHOBKW PABOTHI, MOBPEXAEHWA MNPOAYKUWW, TNOPYN APYIOWU
MPOAYKUUNN WL nubix MPUYMH, BYb 1o ucku BCAEACTBUE HEWCMONHEHNA KOHTPAKTHbIX
OBA3SATENBCTB, TPAXOAHCKWUX MPABOHAPYWEHWUWN W T4, BO3HUKAKOLWMWX B PE3YNbTATE

HAPYLLUEHWA TONOXEHUIA TAPAHTUW, [OOTOBOPA, 3ALEPXKW, XANATHOCTW, BE3YC/TOBHOW
OTBETCTBEHHOCTW WUNN NHAUYE,

Cny>x6a NoAAEPKKN KIMEHTOB

«Meput Megyikan Cucteme, VHK.» 000 «Meput TEKHONOKMC»

1600 YacT Meput Mapkyaii Poccuiickass ~ ®Pepepauys, 119017,

Cayr xopgaH, HOta, 84095, CLLUA Mocksa

+ 1801 253 1600 1-1 Kazaumii nep., 4.7, atax 1 kom 6
+7495 221 89 02
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lMepeBod AaHHOTO TeKCcTa cAenaH MHOW, NepeBoaYMKOM [MaHKOBbIM AHApeeM BukTopoBuuem.

Poccuiickaa depepaums
Nopop Mocksa

[BajuaTb TpeTberoMapTa fjBe ThiCAYM ABAALATOrO roga

[ Axknmos 'ne6 Bopucosny, HoTapuyc ropoga Mocksbl, CBUAETENLCTBYH NOAIMHHOCTb NOANMCY
nepesofuvika lNaHkoBa AHLpes BukToposuya.

Moanuch caenaHa B MOEM NPUCY TCTBUN.
JINYHOCTb NOANMCABLLIErO JOKYMEHT YCTaHOB/EHa.

3aperncTpuposaHo B peecTpe: Ne 77/09-H/77-2020-"
B3bick AHHOW nownuHbl(no Tapudy): 100py6.

3aHVebLLy T NpaBoBOro M TexHU4eckoro xapakTepa: 300 py6.
n

1R

I".B. Akumos
dnp6)cpHypsea™apLLL)h{ymepoBaHo
n cllipierllineyaToto 'V aucT(a)(0B)

HoTapuyc
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