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YreCude

SHEATH INTRODUCER

INSTRUCTIONS FOR USE

Praduct Description
The Merit Prelude Sheath Introducer consists of the foliowing components,
lhese components may be packaged in a single pouch or may be packaged separately.

“Jpe (1) Sheath Introducer

One (1) Vessel Dilator

One (1) Mini guide wire

One (1) Access Needle (if necessary)

One (1) Syringe (if necessary)

One (1) Thumb Scalpel (if necessary)

One (1) BowTie Guide Wire Insertion Device (if necessary)

INTENDED USE: The Merit Prelude Sheath Introducer is intended to provide access and
facilitate the percutaneous introduction of various devices into veins and/or arteries while
maintaining hemostasis for a variety of diagnostic and therapeutic procedures.

WARNINGS:

m Do not advance the introducer and/or guide wire if resistance is met.

« Do not leave the introducer in place for extended periods of time without a catheter or an
obturator to support the cannula wall.

« Do not use device with a power injector.

CAUTIONS:

« Read instructions prior to use.

* RX Only

« Store ina cool dry place.

« This device is intended for single use only. Do not reuse or resterilize.

C C o086

Contents of unopened, undamaged package are sterile and non-pyrogenic.

A

Caution; Consult
accompanying documents.

STERILE EO

EtO Sterilized.

Use once
and destroy.

| Manufacturer
I'1i | Merit Medical Syslems, Inc, 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

www.merit.com ID 102908 400602005/A
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POTENTIAL Complications;

Potential complications include, but are not limited to: Air embolism. Infection. Hematoma.
Bleeding. Perforation or laceration of the vessel wall. Thrombus formation. Pseudo aneurysrt
formation. Guide wire embolization, vessel spasm. Risks normally associated with pecutanec
diagnostic and/or interventional procedures.

Instructions for Use
1 Identify the insertion site and prepare the site using proper aseptic technique and local
anesthesia as required.

2, Remove the Prelude Sheath introducer components from package using proper aseptic
technique.

3. Flush all components with saline or suitable isotonic solution. After flushing side portturn
stopcock to off position to maintain flush in side port and prevent bleed back upon insertion i
the vessel.

4 Insert vessel dilator into Prelude Sheath Introducer through hemostasis valve and snap intt
place. Dilator must be securely snapped into place to avoid damage to the vessel.

5. Insert appropriate access needle into vessel. While
holding the access needle, place the flexible end or J
end of the guide wire through access needle into
vessel. Note - Refer to product labeling for the guide
wire size that is compatible with the system
components.

Warning: Do not advance the guide wire if resistance is
met. Determine the cause of resistance before
proceeding.

6. Hold guide wire in place and remove access
needle. Hold pressure at the site until the
introducer/dilator assembly is placed.

Warning: If a needle with a metal cannula is used, do
not withdraw the guide wire after it has been inserted
because it may damage the guide wire.

/.Insert the introducer/dilator assembly over the guide
wire into the vessel. Using a rotating motion, advance
the introducer/dilator assembly through the tissue into
the vessel. Grasp the assembly close to the skin as it
is being placed into the vessel to avoid buckling.

8, After introducer/dilator assembly has been placed
into vessel, detach the dilator from the introducer by
bending the dilator hub down slightly (this will un-snap
the dilator hub from the introducer cap). While holding
the sheath, carefully remove the dilator and guide wire
together, leaving the sheath introducer in the vessel.

e

9. Aspirate from the side port extension to remove any potential air. After aspiration, flust
side portwith a suilable solution. Stopcock should be turned off to maintain flush in side port

10. Insert selected device(s) (wires, catheters, etc.) into Prelude Sheath Introducer. Note:
the sheath in place when inserting, positioning, or removing the devices. Always exchange ¢
remove devices slowly and with zero force through the sheath.

11. To temporarily suture the sheath in place, use the rotating suture ring.

12 REMOVAL.
mThe sheath may be removed when clinically indicated. Compression oqthe vessel, al
the puncture site, should be started as the sheath is slowly removed without any force.
Note. Collected fibrin at the tip of the sheath may be aspirated via the side ann tubing
to removal of the sheath. Discard the sheath appropriately.

«Ifthe sheath isto be left in place, an obturator of appropriate size should be placed ir
sheath. After the sheath is flushed, place the obturator through the sheath and snap in
place. A suitable solution should be flushed through the side arm after obturator is plac
Note: An obturator that is one French size smaller than the sheath introducer should b
used to allow flushing, infusion and pressure monitoring. When clinically indicated, the
sheath and obturator may be removed (see above).



Appendix to Instructionfor Use

DEVICE SPECIFICATION

A. Hemostasis valve
B. Sidearm Tubing
C. Suture Ring

D. Sheath Tubing
E. Stopcock

The following product configurations are available in the Prelude Sheath Introducer product family:

1. Prelude model, in base

1.1. Prelude Sheath Introducer, in the following sizes: diameter 4F(1.3mm), 5F(1.7mm), 6F(2.0mm), 7F(2.3mm),
8F(2.6mm); length 7cm, 11cm, 23cm.

1.2 Vessel Dilator, in the following sizes: diameter 4F(1.3mm), 5F(1.7mm), 6F(2.0mm), 7F(2.3mm), 8F(2.6mm); length
12cm, 16cm, 28cm.

1.3 Metal Guide Wire, in the following sizes: diameter 0.018” (0.46mm); 0.021” (0.53mm), 0.025” (0.64mm), length: 40
cm, 45cm, 50cm, 80cm; diameter 0.035” (0.89mm), 0.038” (0.97mm); length: 50cm, 80cm (if necessary).

1.4  Plastic Guide Wire, in the following sizes: diameter 0.021” (0.53mm), 0.025” (0.64mm); length: 45cm, 80cm (if
necessary).

1.5 Merit Advance Needle, in the following sizes: 18G, 20G, 21G; length 2,5cm, 4cm, 7cm (if necessary).

1.6 2-part access Needle, in the following sizes: 20G, 22G; length 2.5cm, 3.2cm (if necessary).

1.7  Syringe 3ml, Luer-Lock Tip (if necessary).

1.8  Sharp-pointed scalpel, length 63 mm (if necessary).

1.9 BowTie Guide Wire Insertion Device (if necessary).

1.10 Instructbn for use.

2. Prelude model, in base:

2.1. Prelude Sheath Introducer, in the following sizes: diameter 4.5F(1.5mm), 5.5F(1.8mm), 6.5F(2.1mm), 7.5F(2.5mm),
8.5F(2.8mm); length 11 cm.

2.2 Vessel Dilator, in the following sizes: diameter 4.5F(1.5mm), 5.5F(1.8mm), 6.5F(2.1mm), 7.5F(2.5mm), 8.5F(2.8mm);
length 16 cm.

2.3 Metal Guide Wire, in the following sizes: diameter 0.018” (0.46mm); 0.021” (0.53mm), 0.025” (0.64mm), length: 40
cm, 45cm, 50cm, 80cm; diameter 0.035” (0.89mm), 0.038” (0.97mm); length: 50cm, 80cm (if necessary).

2.4 Plastic Guide Wire, in the foliowing sizes: diameter 0.021” (0.53mm), 0.025” (0.64mm); length: 45cm, 80cm (if
necessary).

2.5 Merit Advance Needle, in the following sizes: 18G, 20G, 21G; length 2,5cm, 4cm, 7cm (if necessary).

2.6 2-part access Needle, in the following sizes: 20G, 22G; length 2.5cm, 3.2cm (if necessary).

2.7 Syringe 3ml, Luer-Lock Tip (if necessary).

2.8 Sharp-pointed scalpel, length 63 mm (if necessary).

2.9 BowTie Guide Wire Insertbn Device (if necessary).
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2.10 Instruction for use

3.  Prelude PRO model, in base:

3.1. Prelude PRO Sheath Introducer, in the following sizes: diameter 4F(1.3mm), 5F(1.7mm), 6F(2.0mm), 7F(2.3mm),
8F(2.6mm); length 11 cm.

3.2. Vessel Dilator, in the following sizes: diameter 4F(1 3mm), 5F(1.7mm), 6F(2.0mm), 7F(2.3mm), 8F(2.6mm); length
16cm.

3.3. Metal Guide Wire, in the following sizes: diameter 0.018” (0.46mm); 0.021” (0.53mm), 0.025” (0.64mm), length: 40
cm, 45cm, 50cm, 80cm; diameter 0.035” (0.89mm), 0.038” (0.97mm); length: 50cm, 80cm (if necessary).

3.4. Plastic Guide Wire, in the following sizes: diameter 0.021” (0.53mm), 0.025” (0.64mm); length: 45cm, 80cm (if
necessary).

3.5. Merit Advance Needle, in the following sizes: 18G, 20G, 21G; length 2,5cm, 4cm, 7cm (if necessary).

3.6. 2-part access Needle, in the following sizes: 20G, 22G; length 2.5cm, 3.2cm (if necessary).

3.7. Syringe 3ml, Luer-Lock Tip (if necessary).

3.8. Sharp-pointed scalpel, length 63 mm (if necessary).

3.9. BowTie Guide Wire Insertion Device (if necessary).

3.10. Instruction for use.

The main materials used in the manufacture of the Prelude Sheath Introducer are identified below
Prelude PSland Prelude PRO Sheath Introducer

Component Material / Composition

Sheath Hub. all sizes Medical Grade Resin

— Polyethylene Resin/
Sheath Tubing - 4F through 6F, all lengths USP Grade Barium Sulfate

(PRO) Sheath Tubing - 4F through 6F, all lengths Polypropylene

Sheath Cap, all sizes Polycarbonate Resin

Suture Ring, all sizes Polyethylene Resin

Vaive, all sizes Silicone Rubber

Valve Lubricant Silicone Fluid

Side-Arm Tubing, all sizes Polyurethane Resin

Stopcock Handle, all sizes Acetal Resin

Stopcock Body, all sizes Polycarbonate Resin

Stopcock Lubricant Silicone Fluid

Stopcock Cap, all sizes ABS Resin

Polyethylene Resin

n Dilator Hub. all sizes
: : Polypropylene Resin/
Dilator Tubing (Polypropylene) - 4F and 5F, all lengths )
g (Polypropy ) 9 USP Grade Barium Sulfate
DilatorTubing (Polyethylene)-6F High Density Polyethylene ResIn/USP Grade Barium
Sulfate
Dilator Lubricant, all sizes Silicone Fluid

CONTRAINDICATIONS
There are no known contraindications Prelude Sheath Introducer.

Note: The Prelude (ACT) sheath introducers are sized larger than a standard sheath, typically by a half-size. The
Prelude (ACT) or half-size sheaths allow clinicians to obtain blood samples thmugh the sheath without potential damage

L
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PACKAGING

The Prelude are placed inside a holster (Polypropylene). If a guidewire is packaged with the introducer, the guidewire is
placed inside a holder which is attached to the holster.  An access needle, when provided, has a polyethylene boot
encasing the cannula to protect the package from damage caused by the needle tip. The halster is placed inside a
flexible blister package. The Prelude with such accessories as guidewire (inside a holder), needle, syringe and Bowtie
guidewire insertion device is placed inside a thermo-formed tray which is then placed inside a flexible blister package.
The 2-part access needle is provided by the manufacturer inside a needle container (Polystyrene/Polypropylene).

Applicable Symiwls
This symbol means that the
Cedw device fully complies with
European Directive 93/42/EEC.
. Manufacturer
J _ _
LEC REP1 Authorized Representative
Do not withdraw through metal
A devices.
Single use
REF Reference Nurmber
LOT Lot Number

1STERILE 1EO Sterilization: Ethylene-Oxide Gas
Caution; U S. federal law restricts

F~ronly this device to sale by or on the order
of a physician.
Use by
)K Caution: Consult
Accompanying Documents
®) Do nat use if package is damaged.
Non-pyrogenic
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TRANSPORTAfIOM, STORAGE AND OPEAATIObl CONDITIONS

Transportation temperature -35 °Cto +55 °C
Storage temperature +5 °C to +27 °C
Usage 15 °C to 35 °C, relative humidity s80%, atm.

Pressure 84.0 - 106.7 kPa (630-800 mm Hg).
Contact with the internal 32°C-42°C
environment of the body at a
temperature

Use Conditions - in medical and preventive treatment facility.

SHELF LiFE
Shelf life - 3 year.

STERILIZATION
Ethylene oxide sterilization

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; (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

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 7,1 floor, room 6, Russian Federation

+ 7495 221 89 02
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[MepeBan, ¢ aHMACKOMo S13bIKa HAPYCCKUN S13b K]

NHCTPYKLMA NO NPUMEHEHWNIO
MHTpogbtocep Prelude

Jarta: 16 aBrycta 2019 r.
CocTouT 13 4 cTpaHuy,

NOATBEP>XXOEHVE
LWTaT KOTa )
) @ UMEHHO:
Okpyr ConTt-Jleiik )

CerogHa, 16 aBrycta 2019 roga, KO MHe, HoTapuycy HataHy [XeBenny, JIMYHO ABUJCA

I PobepT YondopT, CTapwmnii MeHemKep N0 HOPMATUBHO-NPaBOBOMY 06ecneveHuto,

|18 npeLbsBMBLUNIA MHe AOCTaTOYHbIe AOKA3aTeNbCTBa TOFO, YTO OH SIBASETCH /IMLOM, UMEHEM
’ KOTOPOro NoAnucaH npunaraembiii JOKYMeHT, U MOATBEPAMWSI, UTO OH SIMYHO NOANKMCan ero.

Y [oCTOBEPSETCA MO MOANUCLIO U OPULNIBHOI NeYaTbio.

[Mevars: Inodnuchl
HATAH O>XEBENN HoTtapuyc
HoTtapuyc, wrat KOTa
JInueHsna Ne 695741

Mos nuueH3na geicTBUTENbHA
fo N mona 2021 r.]

Mosi nuueH3nsa gelicTBUTEbHA
fo 11 wong 2021 .
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[Mevars: Inogrmcs!
«MEPUT MEAMKAN CUCTEME,

NHK.» PobepT YondopT

MEYATH KOMITAHUWN CTapLunii meHem>Kep Mo HOPMaTUBHO-NPaBOBOMY
IOTA obecnedyeHnto «Meput Megmkan Cucteme, NIHK.»
1987] 16 aBrycta 2019 r.

NHTpoabtocep Prelude

NHCTPYKUWMNA MO MPUMEHEHWNIO
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TreCrmer

NHTpoablocep

Mzas-npesoamax
- I |

YeTpeiicTRO 209 8BCICANS APoBOIRNKA BowTle

Cransniens ocTpoxoHsuL
5 2
e
-
Astpemuiocep
'S EEEREE
% ispau
N e = T | s |
Wena asyxxoMrioHenTHEN
—————— ppr——
Cacyaucruil ARsaTAVOP kj

NMHCTPYKUWNA No NMPUMEHEHWIO

OnucaHune ycTpoiicTtea

MHTpoabtocep Merit Prelude cocTouT M3 creaytoumnx KOMMOHEHTOB. OTW KOMMOHEHTbI MOryT
ObITb YNaKoBaHbl B O4WNH MaKeT UAN MO OTAE/TIbHOCTH.

1 (0oguH) MHTpPOAbIOCEP

1 (ognH) cocyamcTblii annaraTop

1 (04VH) MUHN-NPOBOAHUK

1 (ogHa) NpoBoOAHMKOBaA urna (npy HeodbxoANMOCTHN)

1 (ognH) wnpuy, (Npy HEO6XOANMOCTN)

1 (0anH) cKanbnesb OCTPOKOHEYHbI (NPX HEOOXOAMMOCTHN)

1 (ogHO) YCTPOMCTBO AN BBeAeHUA nNpoBofHUKa BowTie (npyn Heo6xoAnMMOCTHN)

TakXe B KadecTBe OTAe/IbHOr0 KOMMOHeHTa fOCTyneH ob6TypaTop. O6TypaTtop nojgepxusaet
WHTPOAbIOCEP, KOrga ero MKCUpytoT Ha MecTe. HeobxogMmo NpUMeHATb 06TypaTop, pasmep
KOTOPOro paBeH pasmepy UHTPOAbOCEPA NN MeHbLUe Ha 0AuH F.

HA3BHAYEHWE: WMuTtpogbtocep Prelude npousBoacTBa KoMmaHuM «MepuT» npegHasHauyeH
ANA NPefoCTaB/IeHMA AOCTYNa WM YNpPOLLEHNS YPECKOXXHOF0 BBeAEHUSI Pa3/InyHbIX YCTPOCTB B
BEHbl U/UNN apTepuK, a TakxXe ANA NOALEPXKaHMA remocTasa Npu pasINUHbIX AMarHOCTUYECKMX

N TepaneBTUYECKMX NpoLeaypax.
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NMPEAOCTEPEXEHUNSA:

e He npoasuraiite WHTPOAbIOCEP W/WMAM NPOBOAHMK KaTeTepa NpW  BO3HUKHOBEHMM
COMPOTUB/EHMS.

e He ocTaBnsiite MHTPOAbIOCEP B MECTe BBEAEHMS Ha ANMTENbHOE BpeMs Ge3 KaTeTepa Ww
06TypaTopa, NOAAEPXKMBAIOLLLErO CTEHKY KaHHO/N.

* He npumeHsiiTe AaHHOE YCTPOWCTBO BMECTE C aBTOMATUUYECKMM LLNPULIEM.

NMPEAYNPEXAEHWNSA:

e [lepea NpUMEHEHNEM 03HAKOMbTECH C UHCTPYKLMEN.

* Rx Only (INpoaaxa pa3speLleHa TobKO creuuanmncram)

*  XpaHuTb B CyXOM MpPoXnafHOM MecCTe.

* YCTPOWCTBO MpefHa3HayeHO TOMbKO [N OJHOKPATHOrO MpUMeEHeHUs. 3anpeLuaeTcs
NMOBTOPHOE NMPUMEHEHWE NN CTEPUIN3ALS.

BO3MOXXHbIE OCJ/TIOXKHEHWNA:

B03MOXHble OC/MIOXHEHUS, NMOMUMO MPOYEro, BKAKOYAOT: BO3AYLUHYH 3MGOMNIO, UH(EKLWIO,
reMaToOMbl, KPOBOTEUeHVe, MepdopaLio UM paspbiB CTEHKW COCyaa, 06pa3oBaHVie TPOMOOB,
06pa3oBaHMe MCeBOaHEBPU3M, 3MOONM3ALMIO MPOBOAHMKA, CMa3sM COCY/a, a TaKXKe PUCKU, Kak
MpPaBW/Io, CBA3aHHbIE C YPECKOXKHOM ANArHOCTUKOMN M/MN XUPYPrYecKUMI NpoLeaypamu.

VIHCTPYKLMM MO NPUMEHEHNIO

1 OnpeaenuTe MecTO BBefeHUS W MOArOTOBbTE €ro MpW MOMOLUY COOTBETCTBYHOLLMX
acenTUYecKnx CPeacTB M MECTHOW aHeCTe3NN.

2. W3BneknTe KOMMOHEHTbI WHTpoAbtocepa Prelude ©3 ynakoBKM C  MpUMEHEHWEM
COOTBETCTBYIOLLMX acenTUYECKNX METOAOB.

3. TlpomoiiTe BCe KOMMOHEHTbI (PM3MONOTMYECKMM PacTBOPOM WM  COOTBETCTBYHOLLMM
M30TOHMYECKIM PacTBOPOM. IMocne NpoMbiBaHUst 6OKOBOrO MopTa YCTaHOBUTE 3arOpHbIiA KpaH B
3aKpbITOe MOMOXEHME, 4YTOObl MoAAepPXKMBaThb NPOTOK B GOKOBOM MOPTe WM MpefoTBpaTWTb
06paTHbIli TOK KpOBW MOC/E BBEAEHWS B COCY/.

1 4. BBegute cocyauCTbIin aunaratop B MHTpogbtocep Prelude yepe3 remocTaTtuyeckuii KnanaH v
3a(MKCUpynTe ero Ha Mecte. Junaratop AO/MKeH OblTb HAAEXHO 3aUKCMpOBaH Ha MecTe BO
n36exkaHne NOBPEXEeHNs cocya.

5. BeeguTte B COCyj COOTBETCTBYHOLLYH MPOBOAHMKOBYHO
urny. Ypepxveas MpOBOAHWKOBYIO Wry, MNpoBeauTe
rMOKMIA nnn  J-06pasHblii  KOHUYMK MNPOBOAHUKA 4epes3
NPOBOAHWNKOBYIO UTNY B COCYA,

MprmeyaHune: W3yunte 3STUKETKY W3Aenms, 4TOObI
y3HaTb, MPOBOAHUK Kakoro pasmepa COBMECTUM C
KOMMOHEHTamMu CUCTEMbI.

MpegynpexaeHne: He  npogpuraiiTe  NPOBOAHWMK — KateTepa  MpY  BO3HWKHOBEHWW
conpoTmBneHus. [pexzae 4Yem NPOAO/MKUTL  BBEAEHWE, YCTaHOBWUTE MNPUYMHY  3TOrO
CONPOTUB/IEHNS,
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6. YpgepxuBas MNPOBOAHWK Ha MeCTe, U3BeKUTE
NPOBOAHUKOBY uray. MNpmwxnmaiTe nanbleM 061acTb &
Haf MecTOM NYHKLUWUW BO BPEMS W3BJIEYEHUSA WUrMbl U [0 v
Tex nop, NokKa napa MHTpoAablocep/gnnatatop He 6yaeTt
yCTaHOoB/EHA.

MpepynpexaeHue: Ecnn  npumeHseTca wurna ¢
MeTan/IM4YeCcKoM KaHlonel, 3anpeulaeTca  U3BMeKaTb
NPOBOAHWUK Moc/fle TOro, Kak oOHa 6blna BBedeHa,
NOCKOJ/IbKY 3TO MOXET MOBPeAnTb NMPOBOLHUK.

7. BBeguTe napy WHTpogblocep/aunataTtop  uepes
NPoOBOAHUK B cocyf. BpawaTtenbHbIM  [BUKEHUEM
npojBurainTe napy WHTpoAblocep/guiaTaTop 4depes
TKaHu B cocyf. BosbMuTecb 3a cobpaHHy0 napy 6nmxe
K KOXe y MecTa NyHKUMK, 4Tobbl n3bexxaTb neperunoba.

8. TlMocne BBeaeHWMs Mapbl WUHTpoOAblOCep/AunataTop B

cocyd OTCOeAWHMTe pgunatatop OT MHTpoablocepa,

C/erka OTOrHYB pas3bem funatatopa BHWU3 (3TO MO3BOSNT a
OTAENNTb pasbem gunatatopa  OT Konnavka
NHTPOAblOCEPA). YaepXKMBas UHTPOAbIOCEP, OCTOPOXKHO

N3BMIEKMTE AUnaTaTop BMeCTe C MPOBOAHMKOM, OCTaBUB

NHTPOAbIOCEP B COCYAE.

9. MNpoBeauTe acnupauuio 4Yepes yANUHUTENb OOKOBOr0 MopTa, 4To6blI yganuTb BO3gyX. [1o
3aBEPLUEHMN acnupauum NpPoMoiTe G0KOBOW MOPT COOTBETCTBYHLMM pPacTBOPOM. 3amnopHbIi
KpaH J0/KeH ObITb 3aKPbIT, UTO6bI NOALEPXXMBATb MPOTOK B 60KOBOM MOPTE.

10. BBeanTe COOTBETCTBYHOLLME YCTPONCTBA (MPOBOAHUKN, KaTeTepbl U T.[4.) Yepe3 UHTpoablocep
Prelude. MpumeyaHne: Bo Bpemsi BBeieHUS, yCTAHOBKMW WX U3BMIeUYEHMS YCTPOIACTB YAepXnBaiiTe
WHTpOAblOCEP Ha OfHOM MecTe. Bcerga npogsuraiite ycTpoiicTBa uepe3 WMHTPOAblOCEp Mpu
3aMeHe U U3BeYeHNN Mea/IeHHO 1 6e3 yeunums.

. [Ona Toro, 4tobbl BPEMEHHO 3a)MKCUPOBaTb WHTPOAbIOCEP LIOBHLIM MaTepuasiom,
BOCMO/b3YiTeCh BPaLLAKOLMMCA KOMNbLOM ANS (hMKCaLMN LIOBHLIM MaTepuasiom.

12. N3SBNEYEHWE:

* WHTpoAbloCep MOXHO M3BJIEKaTb MO KAWHMYECKUM MoKasaHusAM. HeobXogMMOo HaXumaTtb Ha
cocyj Haj MeCTOM MYHKLMW BO BPEMS MeAJIEHHOT0, 6€3 yCUNMIA N3B/IeYEHUST UHTPOAbIOCEpa.

* TlMpumeyaHne: O6pa3oBaBLUNIACA HA KOHUMKE UHTpPoOAblocepa (QUOPUH MOXHO acnmpupoBaTb
yepe3 TpybKy OOKOBOro 0TBOjA A0 Haydasa W3B/EYEHUS MWHTpoAblocepa. YTUnusnpyiite
WHTPOAbCEP HafexXalum obpasom.

* Eenn unHTpogblocep [OMKEH OoCTaBaTbCA Ha MecTe, TO B Hero cnegyet BBeCTU 06Typartop
COOTBETCTBYHOLLEro pasmepa. Ilocne NpoMbIBaHMA MHTPOAbIOCEPA BBEAUTE 06TypaTop 4epes
MHTpoAblocep W 3adMKCUPYNTe ero Ha MecTe. [locne ycTaHOBKWM 06TypaTtopa 60KOBYH
TPYy6KYy HeobX04MMO MPOMbITb COOTBETCTBYHOLWMUM pacTBopoM. MpumedaHue: Heobxogmmo
NPUMEHATbL 06TYypaTop pasMepoM Ha OguMH PpeHY MeHblle, YeM UHTPOAblocep, YTOObI ObI10
BO3MOXHO O€YLLEeCTBNATL MPOMbIBaHWe, BBefeHWe WH(Y3MM WM KOHTPONb faBneHus. [lo
MeAULMHCKNM MOKa3aHUSM NHTPOAbOCEP M 06TYpaTop MOXHO U3B/eYb (CM. BblILLE).
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CEoss

Copep>xnmoe 3aKpbITbIX U HEMOBPEXAEHHbLIX YNaKOBOK CTEPUSIBHO U HEMUPOTEHHO.

[sterile |e o] A

YHUYTOXNTb nocne CrepunnsosaHo MpeoynpexaeHve; O3HaKOMbTECH C
OZJHOKpPaTHOro NpUMeHeHNA 3TU/IEHOKCUAO0M COMpPOBOAMNTENIbHOW LOKYMEHTALMEN.

LLUNBT

MponssoauTens: «Meput Meaukan Cucteme, NHK.»
Id (Merit Medical Systems, Inc.)

Cayt [xopaaH, KOTa 84095

(South Jordan, Utah 84095)

Ten. B CLLIA: 1-801-253-1600

Cnyx6a noaaepxkn knmeHtos B CLLUIA: 1-800-356-3748

EC REP  YNO/IHOMOYEHHbIN NpeacTaBUTeSb:
«Meput Megukan Anpneng 1g.»
(Merit Medical Ireland Ltd),
Mapkmop busHec Mapk Bect, Monyait, VpnaHaus
(Parkmore Business Park West, Galway, Ireland)

www.mcnt.com ID 102908 400602005/A
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MpunoxeHne K MHCTPYKLUNUN NO MPUMEHEHNIO

CNeunenNKAUNA N3QENNA:

D C A
- l "1
1 —/
v/ T
E B

4 A- remocTaTUyeckKuii knanaH
B - Tpybka 60K0OBOro oTBOjA
C - KonbUo AnA PukKcaumn LWOBHbLIM MaTepmasiom
D - TpybKa uHTpogbtocepa
E - 3anopHbIii KpaH

M3penna cemeiicTBa MHTPOAbIOCEPOB Prelude nmetoTcs B creayroLLmMX KOHOUTypauusx:

1. BapuaHT ucnonHeHus Prelude, B cocTase:

1.1. NuTpoabtocep Prelude, Tunopasmepsbl: gnametp 4F (1,3 mm), 5F (1,7 mm), 6F (2,0 mm), 7F
(2.,3 mm), 8F (2,6 mMm); gnnHa 7 cm, 11 cm, 23 cm.

1.2. CocyaucTblii gnnarartop, Tunopasmepbl: gnameTp 4F (1,3 mm), 5F (1,7 mm), 6F (2,0 mm), 7F
(2.,3 mm), 8F (2,6 mm); gnnHa 12 cm, 16 cm, 28 cwm.

1.3. MpoBOAHMK MeTaNNM4ecKnii, Tunopasmepbl: anamerp 0,018” (0,46 mm); 0,021 (0,53 Mm),
0,025” (0,64 mm), anunHa: 40 cm, 45 cm, 50 cm, 80 cm; anameTp 0,035 (0,89 mm), 0,038 (0,97
MM); gnunHa: 50 cm, 80 cm (npu HeobxoaMMoCTN).

1.4. TpoBOAHWK NMACTUKOBLIN, Tunopasmepbl: gnameTrp 0,021 (0,53 mm), 0,025 (0,64 mm);
AnnHa: 45 cm, 80 cm (Npw HeobxoaMMocTN).

1.5. Nrna Merit Advance, Tunopasmepbl: 18G, 20G, 21G; agnuvHa 2,5c¢cm, 4 cm, 7 cm (npu
HeobX04MMOCTH).

1.6. Wrna [OBYXKOMMOHeHTHas, Tunopasmepsl: 20G, 22G; gnuHa 2,5 cm, 3,2 cm (npu
Heob6xo4MMOCTN).

1.7. Wnpwuy: 3mn, HAKOHEYHUK Tuna JToep (Npy HeobxoaMMOCTN).

1.8. Ckanbnesnb OCTPOKOHEUYHbIN, ANMHA 63 MM (NpyY HEO6X0AMMOCTHN).

1.9. YcTpoicTBO 418 BBeAeHMsI NpoBogHMKa BowTie (nMpyn HeobxoAnMocTu).

1.10. IHCTPYKLNA NO NPUMEHEHUIO.

2. BapuaHT ucnosnHeHus Prelude, B cocTaBse:

2.1 NuTpogbtocep Prelude, Tunopasmepsbl: gnameTp 4,5F (1,5 mm) 5,5F (1,8 mm), 6,5F (2,1 mm),
7,5F (2,5 mm), 8,5F (2,8 mm); gnnHa 11 cm.

2.2. CocyaucTblii gunarartop, Tunopasmepbl: guametp 4,5F (1,5 mm) 55F (1,8 mm), 6,5F (2,1
Mm), 7,5F (2,5 mm), 8,5F (2,8 mm); gnmHa 16 cm.
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2.3. TpoBOAHMK MeTanMyecKunid, Tunopasmepsbl: anametp 0,018 (0,46 mm); 0,021 (0,53 Mm),
0,025” (0,64 mm), gnnHa: 40 cm, 45 cm, 50 cm, 80 cm; guameTtp 0,035 (0,89 mm), 0,038 (0,97
MM); AnmHa: 50 cm, 80 cMm (Mpu Heo6X0AMMOCTK).

2.4. TIpOBOAHMK MNAaCTUKOBLINA, TUNopasmepsbl: avametp 0,021” (0,53 mm), 0,025 (0,64 mm);
AmHa: 45 cm, 80 cM (npu Heo6XoAMMOCTK).

2.5. rna Merit Advance, Tunopasmepbl: 18G, 20G, 21G; gnnHa 2,5 cm, 4 cM, 7 cM (npw
HeobxoaumocTw).

2.6. Wrna [OBYXKOMMOHeHTHas, Tunopasmepbl: 20G, 22G; pavHa 25 cm, 3,2 cMm (npw
Heob6Xxo4MMOoCTW).

2.7. LUnpwu; 3mn, HakKoHeYHKK Trna Jltoep (Npyr HE06X0ANUMOCTHN).

2.8. CKasnbnesib OCTPOKOHEYUHBIN, A/IMHa 63 MM (Npu He06X0AMMOCTH).

2.9 YCTpoiicTBO A1 BBEAEHMS NpoBoAHUKA BowTie (Mpu Heo6XxoanMocTw).

2.10 VIHCTpYKUMS MO NPYMEHEHMIO.

3. BapwaHT ucnonHeHus Prelude PRO, B cocTase:

3.1. NHTpopptocep Prelude PRO, Trnopasmepsl: gnameTp 4F (1,3 mm), 5F (1,7 mm), 6F (2,0 mm),
7F (2,3 mm), 8F (2,6 mm); anmnHa 11 cwm.

3.2. CocyaucTblil gunatartop, Tunopasmepsbl: guameTp 4F (1,3 mwm), 5F (1,7 mm), 6F (2,0 mm), 7F
(2,3 mm), 8F (2,6 mm); anmHa 16 cm.

3.3. MpoBOAHMK MeTanIM4eckuid, Tunopasmepbl: gnametp 0,018” (0,46 mm); 0,021 (0,53 mm),
0,025” (0,64 mm), gnuHa: 40 cm, 45 cm, 50 cm, 80 cm; guametp 0,035” (0,89 mm), 0,038 (0,97
MM); gnnHa: 50 cm, 80 cm (Npu HeO6X0AMMOCTH).

3.4. MpoBOAHMK MNACTMKOBbIA, TunopasMepsl: gvametp 0,021” (0,53 mm), 0,025” (0,64 Mm);
AnvHa: 45 cm, 80 cm (Npu HeobXoaAMMOCTH).

3.5. Wrna Merit Advance, Tunopasmepsl: 18G, 20G, 21G; gnvHa 2,5 cm, 4 cm, 7 cMm (nipu
HeobXxoANMOoCTH).

3.6. Nrna [BYXKOMMOHeHTHas, Ttunopasmepbl: 20G, 22G; pauvHa 2,5 cm, 3,2 cm (npu
HeobXxoANMOoCTH).

3.7. LLnpuu: 3m/1, HAKOHEYHUK Trna JTroep (Npy HeobX0AUMOCTH).

3.8. CKanbnesnb OCTPOKOHEYHbIW, ANnHa 63 MM (NP1 HEO6XOAUMOCTMK).

3.9. YcTpoincTeo Ansa BBeAeHNs npoBogHMKa BowTie (Mpy He06X04UMOCTH).

3.10. IHCTpyKUMA NO NPUMEHEHWNIO.

Hwxe npeacTaBneHbl OCHOBHblE MaTepuanbl, MUCMOMb3yeMble B MPOM3BOACTBE MHTPOAbHOCEPA
Prelude:

KOMMOHEHT

PasbeM MHTpoOALIOCEPA, BCE pasmepsbl
TpybKa MHTpoAbOCepa - pa3mepbl OT 4F 10
6F, BCe BapnaHTbl A/IVHbI

Tpy6ka nHTpoabtocepa (PRO) - pasmepbl OT
4F no 6F, Bce BapuaHTbl 4/IVHbI

Konnavok nHTpoabtocepa, BCe pasmepsl
Konbuo ana gmkcaunm WoBHbLIM
martepuaniom, Bce pasmepsbl

KnanaH, Bce pasmepbl

Cwmaska and KnanaHa

Tpy6ka 60KOBOro 0TBOAA, BCE pasMepsbl
PyKosiTKa 3anopHOro KpaHa, Bce pa3mepbl
Kopnyc 3anopHoro kpaHa, Bce pasmepbl
Cmaska 4514 3arnopHoro KpaHa
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MHTpogbtocepbl Prelude PSI n Prelude PRO
Matepuan / coctas

Cmona MeMLMHCKOM CTENeHN OUYUCTKM

MonunatnneHosas cmona/ Cynbgat 6apums

(hapmaLieBTUYECKOW uncToTbl PCLUA

MonunponuneH

Monmkap6oHaTHas cMona
NonuatnneHosaa cmosna

CUW/IMKOHOBbIN Kay4yK
CuWNnKoHOBas XXMAKOCTb
MonnypeTtaHoBaa cmona
AueTasibHas cmona
Monmkap6oHaTHas cmMona
CunMKOHOBasA XXNAKOCTb



KOMMOHEeHT MHTpogbtocepbl Prelude PSI v Prelude PRO
Martepwnan / coctas

Koninauok 3anopHoro KpaHa, Bce pasmepbl  ABC-mnactuk

Pasbem gunartaTtopa, Bce pasmepbl MonnsTnneHosas cmona

Tpy6Ka gunataTtopa (nonunponuneHosas) -  [10aMnponuneHosrul cvonal Cynbgar 6apus
0asmeobl 4F n 5F, Bce BapuaHTbl A/MHbI thapmatieBTr4eckoit uncToTel ®CLLA

Tpy6Ka gunataTopa (nonmatunexosas) - 6F  [10113TUNEHOBaA cMona BbICOKOI MA0THOCTW/
CynbaT 6apmsa hapmaLleBTUYECKON YNCTOTbI
OCLUA

Cwmaska ansi gunaratopa, Bce pasmepbl CnnnkoHoBas XNAKOCTb

MPOTUBOIMNOKA3AHUNA
Ans nntpoabtocepa Prelude n3BecTHbIE MPOTMBONOKA3aHMA OTCYTCTBYHOT.

MpumeyaHne. Pasmep nHtpogbtocepa Prelude (ACT) 60nblle cTaHAAPTHOrO pasmepa, 06bIYHO
HanonosuHy. MpoBoauTbL 3a60p 06pasLLOB KPOBY Yepe3 NMHTPOAbIOCEP 6e3 Yrpo3bl NoBpeXaeHUs
3pUTPOLUTOB M/MANM  TPOMOOLMTOB B pe3ynbTaTe TMPOXOXAEHMS 4epe3 OrpaHMYeHHoe
npoctpaHcTBo. MHTpoabtocepbl Prelude (ACT) cnpoeKTUpoBaHbl C TEMU XK€ TEXHUYECKUMMU
XapaKTepucTuKamu, 4To M cTaHfapTHble UHTpoablocepbl Prelude (Prelude Sheath Introducer-
PSI), 3a UCKAOYEHNEM Pa3MepOB.

Tpybka wuHTpogbtocepa Prelude Pro o6ecneumBaldT MNOBbIWEHHYD  YNPYyrocTb WU
JONOMHUTENLHYIO MOAAEPXKY BO Bpemsl npouefypbl, TaK Kak U3roTOB/IEHA M3 NMOMNPONU/IeHa,
Torja Kak CTaHAapTHbIM MaTepuanom ans TpyboK gmnaratopoB MHTpoabtocepa Prelude Sheath
Introducer (PSI) aBnsieTca NOANITUNIEH.

He umeeTcS HUKAKMX KOHKPETHbIX Pa3Mynini U 0COBEHHOCTEN MCMOMb30BaHUA MHTpOAblOCEpa
Prelude Pro, cTtaHgapTHoro wuHTpogbtocepa Prelude (PSI) wn wuHTpoabtocepa Prelude
nonoBuHHoro pasmepa (ACT).

YTTAKOBKA

M3pgenune Prelude nomewaetca B yTasp (M3 nonunnponuneHa). Ecam npoBoAHMK yNaKoBbIBaeTCs
BMeCTe C MHTPOLbLIOCEPOM, MPOBOAHUK BCTaBMSAETCA B fepXKaTesib, MPUKPENEHHbIR K QyTaspy.
MpoBOAHMKOBAs WUrna, €CiM OHa BXOAUT B KOMIMJIEKT, WUMeeT MOSIM3TUMEHOBbIN KOMMNAYOoK,
HafeTblA Ha KaHKM U 3alMLalowmii yNnakoBKyY 0T MOBPEXAEHUA KOHYUKOM Urfbl. ®PyTnap
nomewyaeTcsa B rmbkKyto 61MCcTepHYIO ynakoBky. N3genne Prelude ¢ Taknmu npuHagneXxHocTamMu,
KaK MNpOBOAHWK (BCTaB/fIeHHbIW B fepXaTesb), Urna, LNpUL, U YCTPOWCTBO A8 BBeAeHUS
npoBogHUKa BowTie, BKnagbiBaeTcad B TepMOMOPMOBAHHbIM JIOTOK, KOTOPbIA 3aTeM
nomeuiaeTcs B TMOKYH 61UCTEPHYHO YNakoBKY. [BYXKOMMOHEHTHasi MPOBOAHMKOBas urna
NoCTaB/SeTCSA NMPON3BOAMNTENEM B KOHTEWHepe 45 Uribl (M3 NOANCTUPOIA/NONNPONUIIEHA).

MHUMEHNMblE CUMBO/bI
OTOT CWMMBOJT 03Ha4aeT, 4YTO W3[eniMe MOJIHOCTbLK COOTBETCTBYET

C Esponeiickoii JupekTtuse 93/42/EEC.
€ o086

MpounssoguTesnb
ec REP YM0/THOMOYEHHbI NPeAcTaBUTe b
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He n3BnekaTb C MNOMOLLbHO MeTal/IMYECKNX MHCTPYMEHTOB

A

OpHOKpaTHOe 1enosb3oBaHme

REF MaeHTUMKaLMOHHbIA HOMep
LOT 1 Homep naptuu
STERILE EO CTepunuszaums: ra3oo6pasHbIii STUNEHOKEN
BHumaHve:  (efepanibHOoe  3akoHogatenbctBo  CLUA  paspeluaet
[“only Npojaxy [AHHOIM0 u34enMs TONbKO Bpavyam Wan no MpeanucaHuio
Bpauva.
2 Wcnonb3osarts f0...
).K BHuMaHMe: em. npunaraeMyto JOKYMeHTaLuo

He 1Mcnonb30BaTh NPy MNOBPEXAEHHO YNaKoBKe

HenuporeHHo

YCnoBumA TPAHCIIOPTUPOBKIWN, XPAHEHUWA N SKCITIJTYATALNA

TemnepaTtypa TpPaHCNOPTUPOBKN: Ot -35°C po +55°C.
Temnepartypa XpaHeHUs: Ot +5°C po +27°C
JKcnnyatauma: Ot 15°C po35°C,

OTHOCUTE/IbHas BNaXXHOCTb Bo3ayxa <80%,
aTmocdepHoe aasneHve 84,0-106,7 klMa
(630-800 Mm pT. CT.).
KOoHTaKT ¢ BHyTpeHHel cpesoi 32°C - 42°C
opraHv3mMa npu Temnepartype:

YCcnoBus aKcnyaTaumm: UCrosb3oBaTb B /1E4EGHO-NPOGUIAKTUHECKUX YUPEXKAEHNSX.

CPOK XPAHEHPLL
Cpok xpaHeHusa nsgenuns - 3 roga.

CTEPUNITNSALNA
CTepunusaums STUIEHOKCUIOM.

YTUINSALUNA
WN3penva cnegyet yTUAN3MPOBATL COMMaCHO MECTHLIM 3KOIOMMYECKUM TPpeboBaHUAM.

Knacc onacHOCTU MeAMUMHCKMX OTXOLOB CO CCbIIKOW Ha Creumgukaumio Mopgonornyeckoro
cocTtaBa (B COOTBETCTBUM C POCCUMCKUMM CaHWUTapHbIMKM HopMamu 1 npasunamu (CanlMuH)
2.1.7.2790-10): Knacc b.

FrAPAHTUNA
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OrpaqueHHaﬂ rapaHTnAa n 0TKa3 OT OTBETCTBEHHOCTMU

KomnaHusa «MepuT» 3aBMSET N rapaHTUPYeT, YTO AaHHOe u3genne pakTUYeCKU COOTBETCTBYET
cneunuKaLmam Ha MOMEHT ero NocTtaBku 3akas3uuMKy WU YTO B TeYeHWe Mepuosa, YKasaHHOro B
MUCbMEHHOW OFPaHMYeHHOW rapaHTWUW, OTAeNbHO NMPefoCTaB/ISEMON [N KaXOro M3genus, B
JAaHHOM un3fennun He 6yAeT BbISAB/IEHO CYLLECTBEHHbIX [Ae(heKTOB MaTepuasa U KayecTsa
N3roToBMEHNA. [laHHAs rapaHTUss He nNPUMEHSIETCA K  u3genumsam, Kotopble (i)  6bian
MOANMDULNPOBAHbLI, W3MeHeHbl, OTPEMOHTUPOBaHbI, BOCCTAHOB/IEHbI, nepepaboTaHbl WK
BUAON3MEHEHbl  CTOPOHOW, OTAMYHOM  OT KoMMaHum «MepuT»; (ii) noaBepraaucb
HeHajexatllemy obpalleHunto, UCNOMNb30Ba/IUCh HE MO Ha3HAYeHWI0, MOBTOPHO UCMO/b30BaIUCh,
MOBTOPHO CTEPUNIN30Ba/IUCL, MNOMajannM B aBapuilHble CUTyauuu, 3KCMAyaTUPOBaIUChb C
HapyLlleHneM npaBwus, MNoABeprajucb HebpeXxHomy o06palleHU0 WA HecaHKLMUOHMPOBaHHOMY
BMewaTenbcTBy;  (iii) 6bWM  MOBpPeXAeHbl  BCAEACTBME  U3ObLITOUYHON  (PM3NYECKON,
K/IUMaTUYECKON WAN  3MEeKTPUYECKOW HArpy3KU WAN MMeKT W3MEHEHHbIR, CcTepTblii  uan
yAaneHHbIA CepuiiHbliA  HoMmep; (iv) 00beAMHSANNCbL C 06bIM - APYrUM  nNpoaykKTom; (V)
MCMNOMb30BaINCh B LUENSAX, OTANYHbIX OT «[MoKasaHUn K MNPUMEHEHUD», 0406PEHHbIX
COOTBETCTBYHOLLMMM KOMMETEHTHLIMM OpraHamu, WCMoNb30Ba/INCb C HapyLleHWeM npaBun
NPUMEHeHUSA, YKa3aHHbIX B Cneuuipukauuax npogykumu, nnéo npuMeHsNUcb B obnactv nnm
C cpege, 419 KOTOPOW Takoe mn3genme He paspaboTaHo M He npefHasHayeHo. J1iobble TeEXHUYEeCKue
KOHCYNbTauMn Mo NpPoAyKUMW NPefocTaBAATCA KoMnaHuelh «MepuT» 6e3 0683aTeflbCTB WK
KOMMeHcauun, n KoMmnaHmsa «MepuT» He MNPUHMMAET Ha cebs HUKaKMX 0643aTeNlbCTB UK
OTBETCTBEHHOCTW 3a TaKWe KOHCY/bTauuu, MOCKOJIbKY OHU MPefocTaBAATCA U NPUHUMAIOTCA
noj OTBETCTBEHHOCTb 3akasuumka. KOMIMAHUWA «MEPUT» HE AOENAET HUMKAKNX
BAABMEHUA N HE AAET HUKAKUX MPAMbIX WIN KOCBEHHbIX EAPAHTUW
NMIOBOIro POAA 3AKA3YUMKY, EFO KOHEYHbLIM MOMNBb3OBATE/NAM WJIN NHbLIM
TPETbMM  NMUAM B  OTHOLWIEHWM OAHHOW MPOAYKUWW, MNOMUMO
COAEPXAWLNMXCA B HACTOAWEM AOKYMEHTE. KOMMAHUA «MEPUT»
OTKA3bLIBAETCA OT OTBETCTBEHHOCTUN N NCK/MHOYAET BCE WHbLIE MNMPAMBIE,
KOCBEHHBLIE ¥ 3AKOHOAATE/IbBHO TMNPEAYCMOTPEHHBLIE TAPAHTUW, B
UACTHOCTWN, TAPAHTUN OT KOHTPA®PAKTA U KOCBEHHbLIE TAPAHTUN
NPUTOAHOCTW ANA MPOAAXKW N COOTBETCTBUA OMNPEAENEHHOW LIEENW.

OrpaHVI‘-IeH ne OTBETCTBEHHOCTU

HU TP KAKUX OBCTOATE/IbCTBAX KOMMAHUA «MEPUT» HE HECET
OTBETCTBEHHOCTW MEPE/ 3AKA3UY/KOM WA IHOBbIM APYT UM ®UNYECKUM
Nnn IOPUAMYECKUM  JIMLOM  3A  LUTPA®HBLIE,  CMELWA/MbHBIE,
HEMNPEAHAMEPEHHbLIE WU  MPEACKA3YEMbIE KOCBEHHBIE  YBbITKW,
MOHECEHHBIE BCJ/IEACTBUME YTPATbl PEMYTAUMWU, HEAOMOJYYEHHOM
MPUBbLINIM  OT MEPEMPOJAXW, MPUOCTAHOBKWM PABOTbI, MOBPEXAEHWA
MPOAYKLWW, MOPUMN APYTOW MPOAYKLUMN NN UHbIX MPUYUH, BYAb To UCKU
BC/IEACTBUE HEMCMOJ/THEHWA KOHTPAKTHbIX OBA3ATE/IbCTB, FPAXAAHCKIMX
MPABOHAPYLUEHUA W T.[., BO3SHUKAIOWWX B PE3Y/NbTATE HAPYLUEHUSA
MOIOXEHU FAPAHTUN, JIOFOBOPA, 3ALEPXKMW, XANATHOCTMU,
BEE3YCJ/IOBHOW OTBETCTBEHHOCTW U MHAUYE.

Cnyxb6a noagnepXkKn KNNEeHTOB

«Meput Megnkan Cucrteme, NTHK.» OO0 «MepuT TeKHOMOLXKNC»

1600 YacT MepuT MapKyaii 119017, r. MockBa, 1-in Kasauuii nepeynok, oM 7,
CayT OpxopgaH, KOTa 84095, CLLUA aTax 1, kKomHaTa 6

+ 1801 253 1600 Poccuiickan depepauyma + 7 495 221 89 02
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Instructions for Use
Prelude Ideal Sheath
Dated August 22, 2019
Consisting of 5 pages

ACKNOWLEDGEMENT

State of Utah )

County of Salt Lake )

On this 22~ day of August. 2019. 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 y PUbIlC
Notary Public - State of Utah
Comm. No. 695A17

My Commission Expires on Y H .
Jun 27,2091 Y Commission Expires: June 27. 2021
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Robert Wolfarth
Senior Manager; Regulatory Affairs
Merit Medical Systems, Inc.

AL ; USA
W -
9%  fgsh
AN mut (sign and seal]

August, 22 2019

Prelude Ideal Sheath Introducer

INSTRUCTIONS FOR USE
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Prelude IDeal

Hydrophilic Sheath Introducer
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Appendix to Instructionfor Use

DEVICE SPECIFICATION

E

A. Hemostasis valve
B. Sidearm Tubing
C. Suture Ring

D. Sheath Tubing
E. Stopcock

The following product configurations are available in the Prelude IDeal Sheath Introducer product family:

Prelude IDeal model, in base

1. Prelude IDeal Sheath Introducer, Inthe following sizes: 4F(1.3mm), 5F(1.7mm), 6F(2.0mm), 7F(2.3mm); length 7cm,
11 cm, 16 cm, 23cm.

2. Vessel Dilator, in the following sizes: diameter 4F(1.3mm), 5F(1.7mm), 6F(2.0mm), 7F(2.3mm); length 13 cm, 17 cm,
22 cm,29 cm.

3. Metal Guide Wire, in the following sizes: diameter 0.018” (0.46mm); 0.021” (0.53mm), 0.025” (0.64mm), length: 40
cm, 45cm, 50cm, 80cm; diameter 0.035” (0.89mm), 0.038” (0.97mm); length: 50cm, 80cm (if necessary).

4. Plastic Guide Wire, in the following sizes: diameter 0.021” (0.53mm), 0.025” (0.64mm); length: 45cm, 80cm (if
necessary).

5. Merit Advance Needle, in the following sizes: 18G, 20G, 21G; length 2,5cm, 4cm, 7cm (if necessary).

6. 2-part access Needle, in the following sizes: 20G, 22G; length 2.5cm, 3.2cm (if necessary).

7. Syringe 3ml, Luer-Lock Tip (if necessary).

8. Sharp-pointed scalpel, length 63mm (if necessary).

9. BowTie Guide Wire Insertion Device (if necessary).

10. Instruction for use.

The main materials used in the manufacture of the Prelude IDeal Sheath Introducer are identified below.

MATERIALS TABLE FOR PRELUDE IDEAL

PRODUCTS COMPONENT MATERIAL
Dilator Hub Polyethylene
Dilator Lubricant Silicone
Sheath Hub Polyurethane
Sheath Tubing Pebax

Nylon

Stainless Steel 304V
Bismuth Oxychloride
Heat-light-stabilizer package
Hydrophilic Coating

Suture Ring Natural LDPE
PsuRG Resin MDPE

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




MATERIALS TABLE FOR PRELUDE IDEAL

PRODUCTS COMPONENT MATERIAL
Strain Relief Thermoplastic Elastomer
Valve Cap Polycarbonate
Valve Silicone with curing agent
Parylene coating
Valve Lubricants Silicone
Compression Sleeve Polysulfone
Sidearm Tubing Carbothane
Adhesive Cyanoacrylate
Stopcock Body Polycarbonate
Stopcock Handle Delrin
Stopcock Lubricant Silicone
Stopcock Cap ABS
PACKAGING

The Prelude are placed inside a holster (Polypropylene). If a guidewire is packaged with the introducer, the guidewire is
placed inside a holder which is attached to the holster. An access needle, when provided, has a polyethylene boot
encasing the cannula to protect the package from damage caused by the needle tip. The holster is placed inside a
flexible blister package. The Prelude with such accessories as guidewire (inside a holder), needle, syringe and Bowtie
guidewire insertion device is placed inside a thermo-formed tray which is then placed inside a flexible blister package.
($ The 2-part access needle is provided by the manufacturer inside a needle container (Polystyrene/Polypropylene).
iApplicable Symbols >

G This symbol means that the
086 device fully complies with

European Directive 93/42/EEC.

Manufacturer
«J

lec 1REP| Authorized Representative
REF Reference Number
LOT Lot Number
Use by

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).
Contact with the internal 32 0c -42»c
environment of the body at a
temperature

Use Conditions - in medical and preventive treatment facility.

SHELF LIFE
Shelf life - 3 year.
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STERILIZATION
Ethylene oxide sterilization

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; (ii) subjected to misuse,
mishandling, re-use, re-sterilization, accident, abuse, neglect or tampering; (i) 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 ouUT
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 7,1 floor, room 6, Russian Federation

+ 7495 221 89 02
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[MepeBap, ¢ aHTMINCKOro S13bIKa Ha Py CCKUA S3bK]

MHCTpYKUMS N0 NPUMEHEHUIO
MHuTpoabtocep Prelude IDeal
Jata: 22 aBrycTta 2019 r.
CoctouT 13 5 cTpaHuly

MOATBEPYXAEHWE

LWTaTt KOTa )
) @ UMEHHO:
Okpyr Cont-Jleiik )

CerogHs, 22 aBrycta 2019 roga, Ko MHe, HoTapuycy [XeHHudgep Popaxam, NINYHO SABUACA

Pobept YondopT, CTapwuii MeHegXep N0 HOPMaTUBHO-MPaBOBOMY obecrneyveHuto,
t NpeLbsiBMBLUMIA MHe [0CTaTOYHble AOKAas3aTe/bCTBa TOF0, YTO OH SABASETCA JIALOM, WMEHEM

KOTOPOro nognucaH npunaraembii JOKYMeHT, U NOATBEPAN, YTO OH SIMYHO Nognucasn ero.

Y aocToBepsieTca MOeii NoANUCHIO U 0L ManbHON NevaTblo.

[Mevars: /ropviey/

IXXEHHU®EP ®OPAX3M HoTapuyc

HoTapuyc

WTaT FOTa Mosa nuueH3nA [encTBUTENbHA [0 27 WIOHA
NuueHsus Ne 695417 2021 r.

Mosi nnueH3nsa aencTBUTeNbHA A0 27 WIOHSA

2021 r]
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{evars: PoGepT YondgopT

«MEPUT MEOAVKAJ1 CNUCTEMC, NHK.» CrapLunii MeHeKep Mo HOPMAaTUBHO-MPaBOBOMY

NMEYATb KOMMNAHNA obecneyeHUO
FOTA «MepuT Megnkan Cucteme, VIHK.»
1987] (Merit Medical Systems Inc.)
CLWA
/movy

(nognuck 1 Nevatsb)
22 aBrycta 2019 r.

NHTpoabtocep Prelude IDeal

NHCTPYKUWA MO NPMEHEHUNIO
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Prelude IDeal

rMapodunbHbIA MHTPOAbLIOCEP

NMHCTPYKUWA NO NPUMEHEHWNIO

ONMCAHWE U3[ENP1A

MapodunbHbIn nHTpoabtocep Prelude IDeal npousBogcTBa KomMnaHum «MepuT» BKIOYaeT
HEKOTOpPbIE W/N BCE MEPEYUC/IEHHbIE HMXKE KOMMOHEHTbI. [laHHble KOMMOHEHTblI MOryT OblTb
ynakoBaHbl BMECTe UK MO OTAENbHOCTMW.

1 (oguH) MHTpPoOAbIOCEP
,_ 1 (oguH)  cocyamcThiii
aunnarartop
1(oAMH) MUHU-NPOBOAHUK
1 (ogHa) npoBoAHMKOBaA

urna (npn
Cxamnem OCTOOROHEWNY Heob6xoAnMoCTH)
e _—_ 1 (oguH) wnpuy (npu
.’_,“ Heo6X0AMMOCTH)
1 (oguH) CKalbMesb
OCTPOKOHEYHbI (npwm
HeobxoamMmocTK)

1 (ogH0) ycTpolicTBO Ans

BBeAeHUs NpPOBOAHMKA
BowTie (npn
HeobxoaMmMocTH)

?2 ff m »
a »d A T b

Q.fc'. .M

Wrna jBYXKOMMNOHEHTHas

Wrna Merit Advance

CocyaucTblii gliatatop

Rx Only degepanbHoe 3akoHogaTenbcTBo (CLLUIA) paspeluaeT npogaxky AaHHOro ycTpoicTsBa
TO/NIbKO Bpayam wan no npeanmncaHuio Bpava.

MOKA3SAHNA K MTPUMEHEHWIO

MmapouneHbIi nHTPoablocep Prelude IDeal npousBoacTBa KoMnaHun «MepuT» npefHasHauveH
ANa npejocTaBneHNsa [oCTyna U YNPOLWEHNSA YPECKOXHOro BBeAEeHUS pas/inyHbIX YCTPOMUCTB B
BeHbl WU/MAW apTepun, BKOYasA, NMOMMMO MPOYEro, NY4YeBYK apTeputo, € MNOALepXaHWeM
remocTtasa npu NpoBefeHUN pas/INYHbIX ANAarHOCTUYHECKUX Y TepaneBTUYECKUX NpoLeayp.

MpoBOAHMKOBAsA Ura, COCTOSLLLASA U3 BHYTPEeHHE META/ITMUYECKOR UT /bl U BHELLIHER N1acTUKOBOM

KaHIM, WUCMONb3yeTcss ANsS MONMYy4YeHUsl [OoCTyna K BeHe WM apTepuu Npu  BBEAEHMM
NPOBOJIOYHbIX NPOBOAHMKOB.
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NMPOTUBOIOKA3AHP1A

PaanasnbHbIiA 4OCTYN NPOTMBOMNOKA3aH Npu Heya0BMeTBOPMTENbHbLIX pesynbTaTax Tecta AJ/eHa,
nynbcaumm NyyYeBOn apTepum 1 NPy HeAOCTATOMHOM ABOHOM apTepuasibHOM KPOBOCHAGXEHWMN.

MPEAOCTEPEXEHWA

» [lepep Hayanom pagnanbHOro Joctyna crefyeT MpPoBecTU Takoe ob6cnefoBaHMe, Kak TecT
AnneHa, 4T0o6bl OUEHUTb HanMyMe W JOCTATOMHOCTb ABOWMHOr0  apTepuasibHoOro
KPOBOCHabXEHNSA PYKM.

e He npumeHsnTe ruapodunbHble WHTpPoAbtocepbl Prelude Ideal pgna nauyueHToB C
HeyZ0OBNETBOPUTE/IbHBIMU pe3ynbTaTaMn TecTa A/eHa, nynbcaumneit nyyeBoi apTepum nm
HefOCTaTOYHbIM ABOMHbIM apTepuasibHbIM KPOBOCHAOXEHMEM.

* He npogBuraiite WHTPOAbHCEP W/MAM NPOBOAHUK KaTeTepa MNpPU  BO3HUKHOBEHWU
COMPOTUBJIEHUS.

*» Hukorga He BCcTaBnsATe NOBTOPHO BHYTPEHHIO MeTa/I/IMUYECKYO WUry B MAaCTUKOBYIO
KaHHI/10.

* He npumeHsaiiTe faHHOE YCTPONCTBO BMECTE C aBTOMATUYECKMM LUMPULIEM.

* Bo nsbexaHue obpasoBaHna Tpom60B Npu NpPoBeAeHUN nNpouesyp Heobxognmo cobnogaTb
NPOTOKO/1bl NPOMbIBAHUS.

MNPEAOYTIPEXXAEHNA

» Tlepes Ncnonb30BaHMEM 03HAKOMbTECH C MHCTPYKLUENA.

*  XpaHuTb B NpOXnafHOM CyXOM MeCTe.

*  [aHHOe n3genve npefHasHayeHo TOMIbLKO AN OLHOPA30BOro UCMO/b30BaHUA. 3anpeLyaeTcs
NOBTOPHOE UCMO/Ib30BaHMe UMK CTepunmsayus.

*  [aHHOEe n3genve CTepusibHO, eCNX YNaKoBKa He BCKPbITA W HE MOBPEeXJeHa.

 [laHHOe u3genne HENUPOreHHO.

»  [aHHOe nsgenune OMKHO UCMO/b30BATLCA MeAULWUHCKUMW CrieuuannctaMmu, npoweanmMmm
COOTBETCTBYOLLYIO MOATOTOBKY.

* B0 Bpems npoueaypbl NPUMEHSANTE COOTBETCTBYIOLL ;YO aHTUKOArYISIHTHYIO Tepanuio.

* [lepesn npumeHeHUeM ybefnTechb, YTO pa3Mepbl MHTPOLbIOCEPA N AnnaTaTopa COOTBETCTBYIOT
pasmepam cocyfa 4ocTyna v Ucnofib3yembiX YCTPOCTB.

MNPEAYNPEXAEHWE O SAMNPETE NOBTOPHOI'O NCINOJ/1Ib3OBAHNA

BHumaHue: tegepanbHoe 3akoHoaaTesibcTBo CLUA paspewaeT npogaxy

i“~onl
y JaHHOr0 13fenus ToNbKO Bpayam UM no npegnucaHuio Bpaya.
BHuMaHuMe: cMm. npuiaraemMyro JOKYMEHTaLUIO.
A Mepeg MCNoONb30BaHNEM 03HAKOMbTECH C MHCTPYKLMED
® OfHOKpaTHOE UCMNo/ib30BaHne

MoBToOpHas CTepuaMsalms 3anpeLlieHa

% HenuporeHHo

He ncnonb3oBaTb Npy NOBPEXAEHHOWM ynaKoBKe

<-H MakKcrMasnbHbIl fuamMeTp NPOBOAHMKA
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ISTERILE EO CTtepunusaymsa asTUIeHOKCUAOM

Vcnonb3oBaTb TOMBLKO [f71A OAHOro rnauuweHTa. [MOBTOpPHOe WCMonbL30BaHWe, 06paboTka W
cTepunmsauns 3anpeLleHbl. NMOBTOPHOE MCMOMb30BaHWE, 06paboTKa WM CTepUIM3aLms MoryT
HapyLWnTb LEeNOCTHOCTb KOHCTPYKUMWU U3Aenns U/MNu NpuBeCTU K OTKa3y W, Kak cnefcTeue, K
TpaBme, 3aboneBaHUO WAKM CMepTU nauymeHTa. [OBTOpHOE MCNoONb3oBaHWe, 06paboTKa u
cTepuaM3aums MOryT TakXke c03fjaTb PUCK 3arpsi3HeHWs YCTPoOCcTBa W/WAM MNpUMBECTU K
3apaXkeHUI0 UM NEPEeKPECTHOMY 3apadkeHU MalMeHTa, BK/OYas, MOMUMO Mpo4Yero, nepeHoc
MHMEKLMNOHHbIX 3a60/1eBaHUIA OT MauveHTa K nauneHTy. 3arpsisHeHue n3genns MoXeT NPUBECTU
K TpaBMme, 3a60/1eBaHUIO NN CMEPTY NauneHTa.

BO3MOXHbIE OCJ/TOXKHEHUA

B03MOXHbIE OCMOXHEHUSA BK/IOYAKOT, NMOMWUMO MPOYEro: BO3AYLUHYH 3M60NUI0, MHGEKLUMIO,
remaToMbl, KpoBOTe4deHMe, nepdopaunio Ui paspbiB CTEHKM cocyfa, obpasoBaHue Tpom6OB,
obpasoBaHue MceBjoaHEBPU3M, 3MOONM3ALNIO NPOBOAHMKA, CNAasM COCYAa, a TaKXe PUCKU, Kak
NpaBunJ/I0, CBA3aHHbIE C YPECKOXHOM AMAarHOCTUKON N/MNn XMpypruyecKnmm npolesypamMmu.

NHCTPYKUWN no MPUMEHEHWIO

CnegytoLme MHCTPYKLUN NPeSCcTaBIAOT CO60M TeEXHUYECKUE PEKOMEHAALUMW, HO HE UCKHOYaKOT
Heo6XoAMMOCTM (hopManbHOro 06yuyeHWs nepef WCMOMb30BaHMEM YcTpoiicTBa. OnucaHHble
METOANKM U MPOoLeaypbl HE OTpaXkatoT BCEX NPUEMIEMbIX MEAULMHCKUX MPOTOKO/IOB U HE MOTYT
3aMeHUTb ONbIT U MHEHME Bpaya Mpu NIeYeHNN KaXK0oro KOHKPeTHOro naumeHTa.

1. OnpegpennTe MeCTO BBeAeHUS W TMOAFOTOBbTE €ro npu MOMOLWM COOTBETCTBYHOLLNX
acenTUYeCKNX CPeacTB U MECTHOI aHeCTe3nmn No Mepe He06X04MMOCTMN.

2. N3BneknTe KOMMOHEHTbI WHTpPOAblOcepa € rugpoduabHoin ob6onoukoit Prelude ldeal wu3
YNaKOBKMW NPV MOMOLLLM COOTBETCTBYIOLLLMX aceNnTUYECKMX METOA0B.

3. MpomoiTe BCe KOMMOHEHTbI FenapuMHU3MpPOBaHHbIM (M3PacTBOPOM WM COOTBETCTBYHOLLUM
M30TOHMYECKMM pacTBOpoM. O6s3aTe/ilbHO HaMO4YMTe BHELLHIOK MOBEPXHOCTb MHTPOAbIOCEPA,
UTOObI aKTUBMPOBATb TMAPOGUIIbLHOE MOKPbITME. 3anpeLiaeTcs MCMNob30BaTb UHTPOALIOCEP B
CYXOM COCTOSIHUMW.

MpeaynpexxaeHue: Mocne NpoMbiBaHWS 60KOBOM0 NopTa NepeBeanTe 3arMopHbI KpaH B 3aKPbITOe
NnosioXeHue, 4ToObl NOAAepPXUBATbL NPOTOK B H0KOBOM MOpPTe M MNpefoTBpaTUTb 00paTHbIN TOK
KPOBW Noc/e BBeLeHUSA B cOCyf.

IMpepynpexaeHne: He npoTupaiTe BHELIHIOK MOBEPXHOCTb WHTPOAbKOCEPA CYXOW Map/fieBoi
canteTKon.

4, BBeguTe cocygucTblid auniaTaTop B ruapodubHbIi MHTpoabtocep Prelude IDeal uyepes
remMocTaTM4yecKuin KnanaH u 3adUKCUpPynTe ero Ha MecTe.

INpenynpeafeHne: Aunatatop A0/HKEH ObiTb HaAEXHO 3aUKCMPOBAH Ha MecTe BO U3bexaHue
noBpeXaeHnsa cocypa.

5. BBeguTe B cocyj COOTBETCTBYHOLLYHO NPOBOAHVUKOBYHO
urny.
a B cnyvyae npumeHeHMsi  MeTaslINYECKO
NPOBOAHWKOBOW WIMbl: YAEPXMBas MPOBOAHUKOBYHO
Urny, NpoBeauTe TUOKWIA WMAM J-00pas3Hblil KOHUYMK
NPOBOAHUKA Yepe3 NPOBOLHUKOBYHK UMY B COCYA.
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b. B cnyyae npumeHeHMs MPOBOAHMKOBOW WUrbl C
BHYTPEHHEN MeTa/l/IMYeCKOW WINOA W BHELUHEN
NnnacTUKOBOA KaHtonei: nocne nosyyeHus
COOTBETCTBYHOLLEr0 A0CTYNa N3BAEKNTE BHYTPEHHIOIO
MeTaN/IMYECKY0 UrNy. YaepxuBas NaacTUKOBYHO
KaHI/1l0 MPOBOAHMKOBOW WUrfbl, NpPoBeanTe TFUOKWMIA
unu  J-o06pasHblii  KOHYMK  NPOBOAHUKA  4yepes
NNacTUKOBYIO KaHIO/MO B COCYA,.

MpumeyaHue: WN3yunte 3TUKETKY WU3LeNns, 4TOObl Yy3HATb, MPOBOAHMK KaKOro pasmepa
COBMECTUM C KOMMOHEHTaMWN CUCTEMbI.

MpeaynpexaeHve: Hukorga He BCTaBnsliTe MOBTOPHO BHYTPEHHIO MeTa/l/IMYECKYD UTy B
NAacTUKOBYH KaHHIO.

MpeaynpexaeHue: He npoaBuraiiTe NpoBoAHMK KaTeTepa Npu BOSHUKHOBEHWM COMPOTUBIIEHNS.
MpeXxae YeM NPOAO/IXKUTL BBEAEHME, YCTAHOBMTE MPUUNHY 3TOT0 CONMPOTUB/IEHUS.

6. YpepxuBass TMpPOBOLHUK Ha MecTe, W3BJIEKNUTE
NPOBOAHMKOBY Uray. MpxnmanTe nanbLem 061acTb
Haf MecToM NMyHKLUMN BO BPEMS U3BJIEHEHUA UTNbI O TeX
nop, MNoKa napa WHTpoAbtocep/gunanatop He 6ygeT
yCTaHOB/IEHA.

MpepynpexaeHue: Ecanm  nNpuMeHAeTca  wurna ¢
MeTaN/IMYeCKO KaHloel, 3arnpewaeTca W3BJeKaTb
NPOBOAHUK TMoOC/Ae TOro, Kak OHa Oblna BBefeHa,
NOCKOJ/IbKY 3TO MOXET NOBPeiUTb NPOBOLHUK.

7. BeguTe napy WHTpoAblocep/gunaTtatop 4epes
‘Y NnPoBOAHMK B cocyA. BpawaTtenbHbIM ABUXEHUEM
npoABuraiTe napy WHTpPoAblocep/annartaTop u4epes
TKaHW B COCY[,.
MpepynpexpaeHune: Meped BBegeHNEM ybeanTECh, UTO

NMOBEPXHOCTb NUHTpoAblOCEPA yBNaXxHeHa.
3anpelaeTcs MCNoNb30BaTb MHTPOALIOCEP B CYXOM
COCTOSIHUMW.

MpegynpexaeHvne: Bo Bpemsi BBefeHWUS AepXUTe napy WHTPoAblOCep/aunataTop psigoM C
AUCTa/IbHBbIM KOHL,OM NPV NPOBEAEHMM MO NPOBOAHUKY B COCY[, YT06bI M36eXaTb nepernoa.

8. TNocne BBefeHUA napbl WHTPOAblOCEp/gunaTaTtop B

CoCy[l OTCOeANMHUTE AnNaTaTop OT MHTPOAbIOCEPA, C/lerKa 4
OTOrHYB pasbemM Junatartopa BHU3 (3TO NO3BONMUT
OTAENMNTb pasbem avnaTaTtopa oT Kosnayka
MHTpOAblOCEPA). YepXNBass UHTPOLLIOCEP, OCTOPOXKHO
W3B/IEKNTe AgunaraTtop BMECTe C NPOBOAHMKOM, OCTaBMB Yx.
WHTPOAbIOCEP B COCYe.

9. lMpoBeanTe acnupauuto 4Yepes YANUHUTENbHYH TPYyOKYy 60KOBOro mopTa, YTo6bl yaanunTb
BO34YX W WHOPOAHbIE YacTuubl. o 3aBeplUeHUM acnmpauunm npomoliTe 6GOKOBOW MopT
COOTBETCTBYHLLMM PacTBOPOM.
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O)

MpepynpexaeHne: PyKosATKa 3arMopHOro KpaHa [o/DKHa ObITb YCTaHOB/IEHA B 3aKpbITOE
nosoXeHue (NoBepHyTa B HanpaBfeHUM pasbemMa WHTpOAblocepa), 4YToObl MNpPeaocTBPaTUTb
HeXxenaTesibHYI0 NOTEPI0 KPOBMU.

10. BypabTe OCTOPOXHbI NPU BBEAEHUM W W3B/IEYEHUN COOTBETCTBYHLLUX YCTPOMCTB
(MpOBOAHMKOB, KaTETEPOB U T.4.) Yepe3 rmapodmabHbIA nHTpoabtoeep Prelude IDeal.
NMpumeyaHue; Bo BpeMs BBeAeHWS, YCTaHOBKM W W3BJIEYEHUS YCTPOWCTB ygepXuBainTe
WHTPOAblOeep Ha OofHOM MeeTe. Beerfga npogsuraiite ycTpoiicTBa 4epe3 WUHTPOAbOeep Mpu
3aMeHe N U3BMeYEHUM MeL/IeHHO U 6e3 ycunus.

. NM3BNEYEHWE: VHTpoabloeep HeobXogMmMo M3BMeYb B TedeHue 24 4yacoB. Heobxogmmo
HaXMMaTb Ha COCYA Haj MEeCTOM MyHKUWW BO BPEMS MEA/IEHHOro, 6e3 yeunnin M3BreyeHUs
MHTpoAblOCepa.

Mcnonb3yiiTe HEOKK/O3MOHHOE HaxaTue ANns [LOCTVMXKEHMS TeMocTasa Mocnie yganeHus
MHTpOAbloeepa.

MpumeyaHune: Meped N3BNeYEHNEM MHTPOAbIOCEPA 060pa30BaBLUNIACA Ha ero KOH4YMKe (prubpuH
MOXHO acnupupoBaTb Yepe3 60KOBYIO TPYOKY.

12. YTnnusmpyinTe MHTPOAbIOEEP Haanexalmm obpasom.

d4ER I KGRIV CE

Www.merit.com

(Merit Medical Systems, Inc.)

CayT OxopgaH, FOTa 84095

(South Jordan, Utah 84095)

Ten. B CLLA: 1-801-253-1600

Cnyxba nogaepxku knveHTos B CLLIA: 1-800-356-3748

y Mpowussogutens: «Meput Meamkan Cucteme, VHK.»

EC REP YMO/HOMOYeHHbI NpeAcTaBUTE b!
«Meput Megukan AlipneHg J1Ta.»
(Merit Medical Ireland Ltd),
Mapkmop BusHec Mapk BecT, Monyaii, VpnaHaus
(Parkmore Business Park West, Galway, Ireland)
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MpunoxeHne K MHCTPYKLUN MO NPUMEHEHMIO

CrNeyNonNKAUNA NSOENTNA

o
A
>

A - remocTaTMYecKMii KnanaH

B - Tpybka 60KOBOro oTBOja

C - KOonbUO AnA PuKcaumy LWOBHbLIM MaTepmasiom
D - Tpyb6ka MHTpoAblocepa

E - 3anopHbIii KpaH

B nuHeiike n3pgenuii gna nHTpoabtocepa Prelude IDeal mmetoTca cnepytouime KoHguUrypaumm
n3nenus:

BapuaHT ncnonHenus Prelude IDeal, B cocTaBe: y n y-mroT
1. uTpogbtocep Prelude IDeal, Tunopasmeps: 4F (1,3 mm), 5F (1,7 mm), 6F (2,0 mm), /r

MM); AnMHa 7 cm, 11 cm, 16 cm, 23 cm. Yy /oo \ v

2. CocygucTblii gunartatop, Tunopasmepbl: guametp 4F (1,3 MM) 5F (1,7 mm), 6F (2,0 mm), /T

(2,3 MM); gnnHa 13 em, 17 cm, 22 cm, 29 cwm.

3. MpoBOAHNK MeTannM4yeckuid, Tunopasmepsbl: anameTtp 0,018” (0,46 mMm),
1 0,025” (0,64 mm), annHa 40 cm, 45 cm, 50 cm, 80 cm; gnametp 0,035 (0,89 mm), 0,038 (0,¥/

MM), AnuHa 50 cm, 80 cm (Npy HEOBXOLUMOCTH).

4. NMpoBOAHMK MIAacTUKOBBLINA, TUNOpasMepbl: anametp 0,021 (0,53 mm), 0,025 (0,64 Mm); annHa

45 cm, 80 cm (Npu HeobxogMmocTw).

5. rna Merit Advance, Tunopasmepbl: 18G, 20G, 21G; anvHa 2,5 cm, 4 cm, 7 cm (nNpu

Heo6XxoAnMMOoCTHN). ,

6. Wrna [BYXKOMMOHEHTHas, Twunopasmepbl: 20G, 22G; pgnuHa 2,5 cm, 3,2 cm (npwu

Heob6xoAnuMocTH).

7. Wnpuy: 3mMn, HaKOHeYHUK Tna Jltoep (Npy Heo6Xo04UMOCTK).

8. CKanbnenb OCTPOKOHEYHbIN, AfinHa 63 MM (NP HEO6X0AMMOCTHK).

9. YCTpPOWNCTBO A1 BBeAeHMSI NpoBogHMKa BowTie (Mpu HeobxoaAnMmMocTu).

10. VIHCTpYKUUSA MO NPUMEHEHUIO.

y

Hwxe npeactaBneHbl OCHOBHble MaTepualbl
Prelude IDeal:

, Ucnonb3yemble B NPOM3BOACTBE MHTPOAblocepa
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TABJTMIUA MATEPUANOB OJTA NHTPOAbKOCEPA PRELUDE IDEAL

KOMIMOHEHTbI U3ENNA

Pa3sbem annartartopa
Cwmaska gunarartopa
Pa3bem MHTpoAblOCEpa

Konbuo gns gukcaumm WOBHbIM
Matepuasiom

KomneHcaTop HaTaXeHUs
Konnayok knanaHa

KnanaH

CmasKu KnanaHa
KoMMNpeccnoHHbIN pyKas
BokoBasi Tpy6ka

MATEPUAT
MonuatuneH
CwunnkoH
Mebakc
HelinoH
Hepxxagetowas ctanb 304V
Okcuxnopug sucmyTa
Tepmo-, cBeToCcTabmunmsaTopbl
MapodunbHOe NOKPbLITHE
HaTtypasnbHbIA MONNITUNEH HU3KOM NNOTHOCTYU
MonunatuneHoBas cmona PsuRG cpegHeil NNOTHOCTYU
TepmonnacTUUHbIA 31acToMep
MonnkapboHat
CUW/IMKOH C 0TBEPXJAOL MM BeLLeCTBOM
NokpbITHE U3 NapuieHa
CUnnkKoH
MonucynbgoH
Kap6oTaH

Knen LinaHoakpunat

Kopnyc 3anopHoro KpaHa Monnkap6oHaTt
PyKosiTKa 3anOpHOro KpaHa AugeTanbHas cmona Delrin
Cmaska [fi/19 3anopHoro KpaHa CUnnKoH

Konna4yok knanaHa 3anopHoro kpaHa ABC-nnactuk
YTNAKOBKA

M3genune Prelude nomewaetcsa B Yexon (M3 nonaunponuaeHa). Ecnm npoBogHMK yrnakoBbiBaeTCs
BMECTE C MHTPOAbIOCEPOM, MPOBOAHWK BCTAB/SAETCA B AepXaTeflb, MPUKPEMIEHHbIA K 4exiny.
MpoBogHMKOBas Wrna, ecnyM OHa BXOAUT B KOMMIEKT, MMeeT MOSIUITU/IEHOBbLIN KOMaYvok,
HajeTbli Ha KaHIOAK W 3alWuvailmii ynakoBkKy 0T MOBPEXAEHUS KOHUYMKOM MWrbl. YUexon
nomMewyaeTcsa B rMoKyto 61McTepHY0 ynakoBky. M3genve Prelude ¢ Taknmu npuHagneXxHocTamm,
KaK MPOBOAHWMK (BCTaB/IEHHbIA B AepXKaTesb), MIrNa, Wnpuy W YCTPOWCTBO [/ BBeLEHMS
npoBogHMKa BowTie, BKaablBaeTcs B TepMOPOPMOBaHHbIA NI0TOK, KOTOPbI/ 3aTeM MomMeLlaeTcs
B rMOKyH0 O6/MCTEPHYH YMNakKoBKY. [BYXKOMMOHEHTHasi MPOBOAHMKOBAs MWIrna MnocTaB/sieTcs
NPON3BOAUTENEM B KOHTeMHepe A5 Ur/bl (M3 NOAUCTUPONA/NONANNPONUIIEHA).

MprMMeHUMbIe CUMBOJIbI
3TOT CMMBON 0O3HayaeT, YTO MU3fenve MOSIHOCTbIO COOTBETCTBYET
EBponerickoii Aupektuse 93/42/EEC

C € 0086

M3rotoBuTenb
LY I
EC REP YNONHOMOYEHHbI NpeacTaBUTENb
REF M aoeHTUHUKaALNOHHBIR HOMepP
LOT Homep naptuu

Mcnonb3oBaTb 40...
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YCNnoBuUdA TPAHCIOPTUPOBKW, XPAHEHUA N SKCNNYATAL NN

Temneoatyoa TPaHCMOPTUPOBKY Ot -35°C po +55 °C
Temnepatypa XpaHeHust OT+5 (3 no +27 Co
SkenayaTauys Ot 15°C po 35 °C, OTHOCuTeNbHasA BNaXKHOCTb

Bo3ayxa < 80 %, aTmocepHoe aasneHve 84,0-106,7
KMa (630-800 MM pT. CT.)
KoHTaKT C BHyTpeHHeli cpegoii opranmsma OT 32°C fo 42°C
npu TemnepaType

YcnoBua aKcnyaTauMn: ncnonb3oBaTh B 1e4e6HO-NPOMMNIAKTUYECKUX YUPEXAEHUSIX.
CPOK XPAHEHWNA

CpoK xpaHeHua n3genua - 3 roga.

CTEPUNN3ALNA

Crepununsaymsa sTUIeHOKCUAOM.

YTUNN3ALNA

WN3penua cnefyeT yTUAN3NPOBATb COMMIACHO MECTHLIM 3KOI0MMUYeCKUM TPe6oBaHMAM.

Knacc onacHOCTUM MefULMHCKMX OTXOAO0B CO CCbINIKOW Ha cneuu@ukaLmio Mopdonornyeckoro
cocTaBa (B COOTBETCTBUM C poOCCUACKMMU CaHUTapHbIMWU Hopmamu u npasBunamu (CaHlMuH)
2.1.7.2790-10): Knacc b.

FrAPAHTUA
OrpaHuyeHHas rapaHTUs 1 0TKa3 0T OTBETCTBEHHOCTMW.

KoMmnaHua «MepuT» 3asB/ISET U rapaHTUpyeT, YTO JaHHOe n3genne HakTUYeCKN COOTBETCTBYET
cneym@uKaymMaM Ha MOMEHT ero MocTaBkKu 3akasumKy U YTO B TeyeHMe Mepuofa, yKasaHHOro B
NMWCbMEHHOI OrpaHMYeHHOW rapaHTUW, OTAE/IbHO MPEeAOCTaBASAEMON AN KaXAOoro W3fesvs, B
JaHHOM M34ennn He OyAeT BbISABMEHO CYLLECTBEHHbIX [e()eKTOB MaTepuana M KayecTBa
M3roToBfieHUA. [aHHas rapaHTMs He TNPUMEHSIETCAS K u3genunam, Kotopble (i)  6bian
MOAMPULNPOBAHbI, W3MEHEHbl, OTPEMOHTMPOBAaHbI, BOCCTAHOB/IEHbI, MNepepaboTaHbl WK
BULOU3MEHEHbI  CTOPOHOM, OT/IMYHOMW OT KoMmMnaHun «MepuT»; (N) nNoABepranncb
HeHagnexawemy obpalleHu o, NCMOMb30Ba/IUCh He MO Ha3HAYEeHMI0, MOBTOPHO UCMNO/b30Ba/UCh,
MOBTOPHO CTEPWIN30Ba/IMCb, MOMajain B aBapuiiHble CUTyauuun, 3KCNayaTMpoBauCb C
HapyLleHnemM npaBwuf, NOABeEpPraincb HeOPeXHOMY 00paLLeHUI0 UAN HECAHKLWOHWPOBAHHOMY
BMmewaTenbcTBy; (L) 661711 NOBpPeXAeHbl BCNeACTBUE N30bITOUYHON (PU3MYECKON, KNMMATUYECKOWA
WU 3NIEKTPUYECKON Harpy3kKu UAM UMeKT WU3MEHEHHbIW, CTEPTbIA UAN yAANeHHbIA CEPUNHbBIN
Homep- (iv) 00beaMHANUCH C M6bIM APYrMM NPoAyKTOM; (V) MCNonb3oBasucb B LENsX,
OTNNYKK OT «[MoKa3aHWii K NpMMeHEHN0», 0406PEHHbIX COOTBETCTBYOLLMMUN KOMMETEHTHLIMU
opraHamu, NCMNoJib30Bas/IMCb C HApyLUEHWEM MPaBW/ NMPUMEHEHUS, YKa3aHHbIX B cneunduKaumnsax
NpoAayKLMn, Nn60 NPUMEHSAINCb B 06nacTu uAu cpefe, LS KOTOPOW Takoe W3fenne He
paspaboTaHO M He rMpegHasHayeHo. JlobOble TeXHUYECKUE KOHCy/NbTauMuM Mo MNpogyKuum
npeaocTaBNATCA KoMnaHuerd «MepuT» 6e3 06583aTeNbCTB WM KOMIMeHcauuMn, 1M KomnaHus
«MepuT» He MNpPUHUMaeT Ha cebs HMKaKMX 0043aTe/lbCTB WAM OTBETCTBEHHOCTU 3a TaKue
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KOHCYyNbTaunn, MNOCKOJ/IbKY OHW MpPeaocTaBnATCA WU NPUHUMaKTCA NoJ4 OTBETCTBEHHOCTb
3akasunka. KOMMAHUSA «MEPUT» HE AEJIAET HUKAKUX 3AABNEHUN U HE JAET
HUKAKUX MPAMBIX UM KOCBEHHbIX EAPAHTUIA IHOBOIO POAA 3AKA3UUKY,
EFO KOHEYHbIM MOMb3OBATENAM VAU MHbIM TPETbUM NIMLUAM B OTHOLLUEHWN
JAHHOW MPOAYKLW, MOMVMO COAEPXALLLUXCSA B HACTOALEM JOKYMEHTE.
KOMMAHWA «MEPUT» OTKA3BIBAETCH OT OTBETCTBEHHOCTW U UCKJIKIOYAET
BCE WHbIE MPAMbIE, KOCBEHHbIE U 3AKOHOOATE/IbHO MPEAYCMOTPEHHbIE
FAPAHTVW, B YACTHOCTW, TAPAHTUM OT KOHTPA®AKTA I KOCBEHHbIE
FAPAHTUW MPUrOAHOCTU A1 MPOLAXW N COOTBETCTBUA OMPELE/IEHHOW
LLESTI.

OrpaHVI‘-IeH ne OTBETCTBEHHOCTU

HU [P KAKUX OBCTOATE/IbCTBAX KOMMAHUA «MEPUT» HE HECET
OTBETCTBEHHOCTW MEPE/ 3AKA3UVKOM WV NHOBbIM APYTUM ®UNYECKM
NNn IOPUAMYECKUM  NIMLOM  3A  LWTPA®HbLIE,  CMNELUMA/BHbIE,
HEMNPEAHAMEPEHHbBIE  WIN  TMPEACKA3YEMbIE KOCBEHHBIE  YBbITKW,
MOHECEHHBIE BCNEACTBUE YTPATbl PEMNYTAUWW, HEAOMONYYEHHOW
MPUBbLIIM  OT MEPEMPOJAXW, MPUOCTAHOBKU PABOTbI, MOBPEXAEHWA
MPOAYKLUW, MOPYM APYOV MPOAYKLUMW UAN UHBIX MPUYMH, BY/b TO UCKU
BC/IEACTBUE HEUCMOJIHEHUSA KOHTPAKTHbBIX OBA3ATE/ILCTB, MPAXIAHCKIX
MPABOHAPYLWIEHVUA W T.[., BO3HWKAIOLWMUX B PE3Y/NIbTATE HAPYLUEHWA
MONIOXEHUM TAPAHTWW, JIOFOBOPA, 3AAEPXKW, XA/TATHOCTU, BE3YC/IOBHOM
OTBETCTBEHHOCTW W/ MHAYE.

Cnyx6a noaaep»XKn KNTMeHToB

«Meput Megukan Cucteme, IHK.» OO0 «MepuT TeKHONOKUC»

1600 ¥YacT MepuT MapKyaii 119017, r. Mockaa,

CayT OxopaaH, KOTa 84095, CLLUA 1-in Kazauwuii nep., 4. 7, aT. 1, Kom. 6,
+ 1801 253 1600 Poccunitickas degepanms

+ 7495 221 89 02
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lMepeBoa AaHHPro TeKcTa cfenaH MHOM, NepeBoAYMKOM AnekceeBbiM AnekceeM A/eKCaHAPOBUYEM.

Poccuiickas ®epepauus

Nopog MockBa
YeTBepTOro ceHTA6pS ABe ThiCAYM AeBATHaALaTOro roga
0 Pe6bpuHa EneHalMuUTpueBHa, BpeMEeHHO UcNonHawLWaa 0693aHHOCT W HOT apuyca

ropoga Mocksbl AKMmoBa Mne6a boprucoBuya, CBUAET €NbCTBY NOANUHHOCT b NOANUCK MepeBOfYMNKA

AnexkceeBa Anekcesa AnekcaHpgposmnuya.
Mopgnuce caenaHa B MOEM NPUCYTCTBUN.

NInyHOCTbW M McaBLWw ero AOKYyMEHT yCTaHOBNEHA.

r r
curnranenys™pgpano B p&eéwTpe: N 77/09-H/77-2019-
, -IA A & .
W cKaHG, X TBEMHDblInonhunHbi (no Tapudy): 100py6.

npaBoBOro U TexHUYyeckoro xapakTepa: 200 py6.

KI'IIBHE

E.A. PebpuHa

Bcero npow ~0oBaHO, NPOHYMEPOBAHO

M CKpenneHo nevyaTbio nncT (a)(oB)

BPWMNO HoTapuyca
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Instructions for Use
PreludeEASE Sheath Introducer
Dated 16 August 2019
Consisting of 4 pages

ACKNOWLEDGEMENT

State of Utah )

County of Salt Lake )

On this 16th day of August, 2019, before me, Nathan Jewell, a notary public, personally
appeared Robert Wolfarth, Senior Regulatory Affairs Manager, 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.

dfciiiihdfcin w n »

NATHAN JEWELL
Notary Public - State of Utah Nota.l’y Pl.lblic

Comm. No. 695741
My Commission Expireson

Jum,2021 My Commission Expires: July 11, 2021
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Robert Wolfarth

Senior Manager; Regulatory Affairs
Merit Medical Systems, Inc.

16 August 2019

PreludeEASE Sheath Introducer

INSTRUCTIONS FOR USE



TrefudeEASE

Hydrophilic Sheath Introducer
INSTRUCTIONS FOR USE

PRODUCT DfSCMPNON:
The Merit PreludeEASE Hydrophilic Sheath Introducer consists of some or all of the followir>g comportents. These
components may be packaged together or separately.

Orte (1) Sheath Introducer
Orw (1) Vessel Dilator

One (1) Mini Guide Wire

Ow (1) Access Needie (f
rteeessary) < 3 3
Orte (1) Syringe Of necessary)

One (1) Thumb Scalpel if necessary)
Ore (1) BowTie Guide Wire Insertion

Device Of necessary) Mini Stride UMe

P Only Federal (USA) law restricts
this device to sale by or on the order g0t/ 5 i Wire Insertion
ofa physidan

INDICATIONS FOR USE Ateatii Introducer
"Hte Merit PreludeEASE Hydrophilic

Sheath Introducer is intertded to

provide access and faciltate the percutar>eous Introduction of various devices into veirrs aru/or arteries, Including but
not limited to the radial artery, while for avariety of arvitherap

The access needle with inner metal needle and outer plastic cannula is used to gain accessto the vein or artery for
placement of guide wires.

CONTRAINDICATIONS: Radial access is contraindicated if there is an abnormal Allen’s test, radial pulse, or insufficient
dual arterial supply.

WARNINGS:

Prior to beginning radial artery access, an assessment such as Nee Allen's test should be performed to assesstl
preserKe/adequecy of dual arterial circulation to the haid.

Do not use the sheath in patients with an abnormal Allen’s test or radial pi
insufActent dual arterial supfriy.

Do motadvance the Introducer and/or guide wire if resistance is met

Do not reinsert the intw metal needle into the plastic cannula at any time.

Do not use device with a power injector.

Appropriate flushing protocols should be utilized to prevent thrombus formation duririg procedural use.

CAUTIONS:

«+ Read instructions prior to use.

Store in a cool, dry place.

This device is intended for single use only. Do not reuse or resterilize.

This device is sterile if package is unopened or undamaged.

This device is non-pyrogenic.

This device should be used by clinicians with adequate training in the use of the device.

REUSE PRECAUTION STATBWDIT:
For single patient use only. Do not reuse, reprocess o resterilize. Reuse, r or may

the structural integrity of the device and/or lead to device failure which, in turn, may result in patient irtjuty, illness or
death. Reuse, reprocessing or resterilization may also create a risk of contamination of the device and/ or cause patient
infection or cross-infoctioa including, but not limited to, the transmission of infectious disease(s) from one patientto
another. Contamination of the device may lead to injury, illness or death of the patient

POTENTIAL COMPUCATIONS:

Potential complications indude, but are not limited to: air embolisnr, infection, hematoma, bleeding, perforation or
laceration ofthe vessel wall thrombus formation, pseudo eneurysm formation, guide wire embolization, vessel spasm,
arrd risks normally with p and/or

INSTRUCTIONS FOR USE
The following instructions provide technical direction but do not obviate the necessHy of formal training in the use ofthe
device. The techniques and procedures described do not represent all medically acceptable protocols, nor are they
intended as a substitute for the dtnidan’s expenerke and judgment in treating any specific patient

1 Identic the insertion site artd prepare the site using proper aseptic technique and local anesthesia as required.
2. Removethe philic Sheath from package using proper aseptic technique.
3. Flush all components with heparinized saline or suitable isotonk solution. 8e sure to wetthe outer surfoce of the
sheath introducer to activate the hydrophilk coating. The sheath should not be used In a dry state.
Wamins: After flushing side port turn stopcock to off position to maintain flush in side port and prevent bleed back
upon Insertion into the vessel.
Warning: Do not wipe outer surfoce of the sheath introducerwith dry gauze.
4. IrKert vessel dilator Into PreludeEASE Hydrophilk Sheath through hemostasis vaive and snap into pla ce. Waming:
Dilator must be securely snapped into place to avoid damage to the vessel.
5. Insert appropriate access needle into vessel
a  Ifametal access needle is used, while holding the Kcess needle,
place the fleiible end or J end of the guide wire through eccess
needle into vessel.
b.  If en access needle with inner metal needle and outer plastic
cannula is used, after appropriate aaess is obtained, remove the inner
metal rreedle. While holding the plastic cannula portion of the access
needle, place the flexible end or / end ofthe guide wire through the
plastic cannula into the vessel
Note « Referto product labeling for appropriate guide wire with the system
Warning: Do not reinsert the inner metal needle into the plastic cannula at any time.
Waming: Do not advance the guide wire if resistar>ce is m et Determine the cause of resistatke before proceeding.
6. Hold guide wire in piece while removing access needle. Apply
manual pressure above puncture site durirtg r>eedie removal and. X
until the introducer/ dilator assembly k placed.
Warning: If a needle with a metal cannula is used, do notwithdrew
the guide wire after it has been irtserted because it may damage the
quide wire.

Insert the
introducer/dilator assembly over the guide wire into the vessel. Using a
rotating m otioa advance the introducer/dilator assembly through the tissue
into the vessel.

Warning: Ensure that the surfoce of the sheath iswet prior to insertion; the
sheath should not be used in a dry state.
Wamirtg: During insertion, hold assembly near distal tip while passing over
the guide wire and into the vessel to avoid budding.
S, After introducer/dilator assembly has been placed into vessel detach the
dilator from tha introducer by bending the dilator hub down slightly (this
will urtsnap the dilator hub from the introducer cap). While holding the
sheath carefully remove the dilator and guide wire together, leaving the
sheath introducer in the vessel.
9. Aspirate from the side port extension to remove any potential air or debris. N 3
After aspiration, flush the side portwith a suitable solution *
Weming: Stopcock handle must be turrwd to the off position (toward the sheath
hub) to prevent inadvertent blood loss.
10, Use caution when inserting arkl removing selected device(s) (wires, catheters, etc.) into PreludeEASE
Hydrophilic Sheath.
Note: Hold the sheath in place when inserting, positioning, or removing the devices. Always exchange or remove devices
slowly and with zero force through the sheath.
11. REMOVAL The sheath should be removed within 24 hours. Compression on the vessel, above the puncture site,
should be started asthe sheath is slowly removed without any fera.
N otr CoJlected fibrin at the tip of the sheath may be aspirated \ne the side amn tubing prior to removal of the sheath.

12, Discard the sheath appropriately.
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Appendix to Instructionfor Use

DEVICE SPECIFICATION

The following product configurations are available in the PreludeEASE Sheath Introducer product family:

PreludeEASE model, in base

lingth diameter 4H(1.3mm), 5H1.7mm), 6FH2.0mm), 7H2.3mm);

6F2 Omm), 7H2.3mm); length 12cm, 16cm,
sizes: diameter 0.018” (0.46mm); 0.021" (0.53nm), 0.025" (0 64mm) length' 40

AN

21cm?8cm./ "

N R on
FrpAl n.ATu? T 0 035" (0.89mm), 0.038” (0.97nm); length: 50cm, 80cm (tfnecesiry™’
icSry?. (0.53mm), 0.025” (0.64mm); length: 45cm 80cm (if

& .g—part access Needle, in the following sizes: 20G, 22G; Iengthlgégc%,z 355(%4%?'” oo gif 51ecessary),

7. Syringe 3ml, Luer-Lock Tip (if necessary).

8 Sharp-pointed scalpel, length 63mm (if necessary).
9. BowTie Guide Wire Insertion Device (if necessary).
10. Instruction for use.

D A Henostasis valve
B Sidearm Tubing
C Suture Ring
D Sheath Tubing
[ — 1 E  Stopcock
| I /5‘_
v/ T
E B
MATERIALS TABLE FOR PRELUDEEASE
1 PRODUCTS COMPONENT MATERIAL
Dilator Hub Polyethylene
Dilator Tubing Polypropylene
Dilator Lubricant Silicone
Sheath Hub Ethylene Tetrafluoroethylene (ETFE)
, Titanium Dioxide
Sheath Tubing Ethylene Tetrafluoroethylene (ETFE)
Bismuth Trbxide
E;%ngjprnluomde
_ rophilic Coating
Suture Rl|ngf Polyethylene
Strain Reli Thermoplastic Elastomer
Valve Cap Polycarbonate
Valve Silicone with curing agent
ene coati
Valve Lubricants gzlalrgdone "
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MATERIALS TABLE FOR PRELUDEEASE
PRODUCTS COMPONENT MATERIAL

Compression Sleeve Polysuifone
Sidearm Tubing Caiiaothane
Adhesive Cyanoacrylate
Stopcock Body Polycarbonate
Stopcock Handle Delrin
Stopcock Lubricant Silicone
Stopcock Cap ABS

PACKAGING
The Prelude are placed inside a holster (Pol rﬁgPAene). If a guidewire is packaged with the introducer, the guidewire is
placed inside a holder which is attached to the holster.  An access needle, when provided, has a polyethylene boot
encasing the cannula to protect the package from damage caused by the needle tip. The holster is placed inside a
flexible blister package. The Prelude with such accessories as guidewire (inside a holder), needle, syringe and Bowtie
guidewire insertion device is placed inside a thermo-formed tr%which isthen placed inside a flexible blister package.

a needle container (Polystyrene/Polypropylene).

r

The 2-part access needle is provided by the manufacturer insi

A aticabte Symbols
This symbol means that the device
Ceam fully complies with European
Directive 93/42/EEC.
. Manufacturer
1J
LEC 1REP 1 Authorized Representative
Do not withdraw through metal
A devices.
® Single use
REF Reference Nurmber
LOT Lot Number
[sterile EO Sterilization: Ethylene-Oxide Gas
Caution: U. S. federal law restricts
Ilmly this device to sale by or on the order
of a physician.
Use by
Caution: Consult Accompanying
XK Docurments
(§) Do not use if package is damaged.
YK Non-pyrogenic
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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).

Contact with the internal 32°C-42°C
environment of the body at a
temperature

Use Conditions - in medical and preventive treatment facility.

SHELF LIFE
Shelf life - 3 year.

STERILIZATION
Ethylene oxide sterilization

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 specificatbns 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; (i) 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 LIMfTATION, 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 22189 02
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{I"epeBq, C aHITACKONO S13bIKA. HAYCCKA S3b K}

MHCTPYKLMA N0 NPUMEHEHUIO
MNHuTpogbtocep PreludeEASE
Jarta: 16 aBrycta 2019 r.
CocTonT 3 4 cTpaHuL

MNOATBEPXAEHNE

LWTaT FOTa )
) @ UMEHHO:

Okpyr Cont-Jleiik )

CerogH4, 16 aBrycta 2019 roga, Ko MHe, HoTapuycy HaTaHy [)xeBenny, AM4Ho Asunca PobepT
YongopT, CTapimini MeHe>Xep No HOPMaTUBHO-NPAaBOBOMY 06ecreyeHno, NpeaibABUBLLMIA MHE
fJocTaTOUYHbIe AoKas3aTeNbCTBa TOr0, YTO OH SABASAETCA /INLOM, MMEHeM KOTOpPOro noanucaH
npunaraeMblii JOKYMEHT, U NOATBEPANII, YTO OH SIMYHO NoAAuUcan ero.

YpoctoBepsieTcs MOeii MogAMCBLI0 M 0(PMLMabHON NevaTbio.

[rbl_la]-b' Inodnuchl

HATAH OXXEBENN HoTapunyc

HoTapuyc, wrart KOTa

NuueH3ns Ne 695741 Mosi NNUEH3NS aeliiCTBUTENbHA
Mos nnueH3ns gencTBUTeNbHA fo 11 wona 2021 .

Ao 11 wionsa 2021 r.]
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{rbl.ﬂ'rb: Inodnuchbl
«MEPUT MEOVNKAT CUCTEME, NHK.» PobepT Yondopt
NMEYATb KOMMAH CTapLumin meHexep No HOPMaTUBHO-NPaBOBOMY
FOTA ob6ecrnieveHnto «Meput Megukan Cucteme, VIHK.»
1987] 16 aBrycta 2019 r.

NHTpoabtocep PreludeEASE

NHCTPYKUWNA MO NPUMEHEHNIO
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TrefudeEHST

rMapouNbHbIA NHTPOAbIOCED

NMHCTPYKUWMA MO NMPNMMEHEHWNIO

OMCAHWVE YCTPOWCTBA

KomnnekT rugpogpunbHoro uHtpogbtocepa PreludeEASE npoussoacTtBa KomnaHum «Meput»
BK/1IOHAET HEKOTOPbIE NN BCE MEPEUUC/IEHHbIE HUXE KOMMOHEHTbI. JJaHHble KOMMNOHEHTbI MOy T
ObITb YNaKoBaHbl BMeCTe WU M0 OTAE/TbHOCTH.

1 n - .
1 Al A |ill T (i >*

l I LLinpuw,
MWrna Merit Advance ) |

Mrna nByxKOMMoOHeHTHas

CocyaucTblil fuitataTop

1 (ognH) nHTpogboCcEp

1 (0guH) cocyamcTbll gunaraTop

1 (0ANH) MUHN-NPOBOAHNK

1 (ogHa) npoBogHUKOBasA nrna (Npn Heo6xo4MMOCTN)

1 (oanH) wnpwuy (Npy HEO6X0ANMOCTN)

1 (0anH) cKanbnenb OCTPOKOHEYHbIN (MpY HEOBXO0ANMOCTN)

1 (ofHO) YCTPOWCTBO 419 BBEAEHUA NPOBOAHUKA BowTie (Npy He06X04MMOCTN)

Rx Only (Mpogaxka paspelleHa TOMIbKO creyyannctam): B cooTBeTcTBMM ¢ deaepasibHbIM
3akoHOM (CLUA) npoga)ka gaHHOro yCTPOMCTBa pa3peLleHa To/IbKO Bpadam UanM no npegnnucaHumio
Bpaua.

MOKA3AHWVA K NMPNMEHEHUNIO:

MmapoguneHblin  nHTpoabtocep  PreludeEASE, u13rotoBneHHbIM  KoOMNaHuen  «Meput»,
npegHasHauyeH Ans npefocTaBneHMs AOCTyNna U YNPOLEHNA YPECKOXKHOI0 BBEAEHUS Pa3/INUHbIX
YCTPOICTB B /IY4EBYIO apTePUI0 NN Apyrue apTepun, a Takxke 415 NoaaepXaHus remocTasa npu
pa3NUYHbIX ANArHOCTUYECKUX M TepaneBTUYECKMX MpoLeaypax.
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MpoBogHMKOBAs Urna ¢ BHYTPeHHEW MeTanIM4yecKo U0 1 BHELLIHEN NNacTUKOBOW KaHosel
NpUMeHsieTCcA 4719 MNONYYEeHUS LOCTYNa K BEHE UM apTePUM C Lefbio YCTaHOBKM NMPOBOAHUKOB.

MPOTUBOIMNOKA3AHNA

PaavanbHbIiA 4OCTYN NPOTMBOMNOKA3aH Npu Heya0BNeTBOPUTENbHbLIX pe3yfibTaTax TecTa A/EHa,
nynbcaumm y4yeBoii apTepun 1 NpU HeLOCTaTOYHOM [BOAHOM apTepuasibHOM KPOBOCHAGXeEHUN.

MPEAOOCTEPEXEHUA:

* Tlepeq HayasloM pagnanbHOro Aoctyna crefyeT MpoBecTy Takoe 06C/nefoBaHUe, Kak TecT
AnneHa, 4TOObl OUEHWTb HaMuMe W [0CTATOYHOCTb  ABOWHOrO — apTepuaibHOro
KPOBOCHAa0XXEHUS PyKMN.

* He npumeHsaiTe rugpounbHble UHTpoabtocepbl PreludeEASE  ans  nauyueHToB €
Hey[,0BNeTBOPUTENIbHBIMW pe3yibTaTaMun TecTa ANneHa, Nynbcauyein ny4eBoin apTepum nm
HeA0CTaTOUYHbIM [BOHbLIM apTepuasibHbIM KPOBOCHAOXEHMEM.

* He npogsuraiiTe WHTPoOAbOCEP W/WAM  MPOBOAHWK KaTeTepa Mpyv  BO3HWKHOBEHWM
CONPOTUB/EHNS.

* Hwukorga He BCTaB/sTe MOBTOPHO BHYTPEHHIOK MET/UIMYECKYHO UI/Yy B MIaCTUKOBYHO
KaHHo/10.

* He npumeHsiiTe gaHHOe YCTPOMCTBO BMECTE C aBTOMATUYECKUM LUMPULIEM.

* Bo m3bexaHue o6pa3oBaHMs TPOMOOB NpU NPOBEAEHNM NPOLEeaypP He06XoanmMo cobnoaaTb
MPOTOKO/Ibl NPOMbIBAHUS.

MPEAYTIPEXXAEHNA:

. Mepes NPUMEHEHNEM 03HAKOMbTECH C MHCTPYKLMEN.

. XpaHWTb B CYXOM MPOX/IagHOM MECTE.

. YCTpolicTBO npeaHasHayeHO TO/IbKO ANsi OAHOKPATHOr0 MPUMEHEHUS. 3arnpellaeTcs
NOBTOPHOE NPUMEHEHUE U CTEPUIN3ALUS.

. [laHHOe YCTPOICTBO CTEPUILHO, EC/IM YMAKOBKA He OTKPbITA 1 He MOBPEXAEeHa.

. [laHHOe YCTPOICTBO HEMUPOTEHHO.

. [laHHOe YCTPOMCTBO [O/MKHO  WCMONb30BATbC  KMMHWUYECKUMU  CMELMAIUCTAMMU,

NpoLeALIMMMN Haf/1exalllyto MOArOTOBKY MO ero NPUMEHEHUIO.
MPEAYTIPEXXOEHWE O 3AMPETE MOBTOPHOIO NCIMOJIb3OBAHINA

Kcnonb3oBaTb TOMbKO A7 OAHOr0 naumeHTa. [MOBTOPHOE WCMOMb30BaHWe, 00paboTka K
cTepunu3auma 3anpeLleHbl. MOBTOPHOE MCMOb30BaHWe, 06paboTKa WM CTepunmsauns moryTt
HapyLWKUTb LeNIOCTHOCTb KOHCTPYKUMN U34ena U/nnnm NpuBecTy K OTKasy W, Kak CefcTBue, K
TpaBMe, 3a00M1eBaHUO WM CMEPTU NaumeHTa. [MOBTOPHOE WCMOMb30BaHME, 06paboTKa W
CTEpUNM3aLMA MOFYT TaKXe C03[aTb PUCK 3arpsisHeHUs YCTPOWMCTBA W/WMAM MNPUBECTU K
3apPaKEHNIO WM NEPEKPECTHOMY 3apaXKeHWIO MalMeHTa, BK/IK4asi, MOMMMO MPOYEro, NepeHoc
NHEKLMOHHBIX 3a00/1eBaHWIA OT NauyeHTa K NauueHTy. 3arpsasHeHune n3aenvs MoXKeT NpuBecTu
K TpaBMe, 3a60/1eBaHNI0 UM CMEPTU NalneHTa.

BO3MO>XHbIE OCNNOXXHEHNA

BO3MOXHble OCMOXHEHWSI BK/OYAOT, MOMUMO MPOYEro: BO3AYLLUHYH 3MOGOMMI0, MH(EKLMLO,
reMaToMbl, KPOBOTEUeHVe, MepdopaLmio UK paspbiB CTEHKU cocyada, 06pa3oBaHME TPOMGOB.
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o6pasoBaHune MceBf0aHEBPM3M, 3M60OIM3aLMI0 MPOBOAHMKA, CMasM cocyfa, a TaKXKe PUCKU, Kak
npaBuno, CBA3aHHbIE C YPECKOXHOM AMArHOCTUKON /MM XMPYPrMYecKMMM NpoLesypamu.

MHCTPYKUWN no NMPUMEHEHWNIO

Cnepaytoune MHCTPYKLUW NPeACTaB/IAOT COO0M TEXHUYECKUE PEKOMEHJALMW, HO HE UCK/TIYatoT
HeobXoAUMOCTU (opManbHOro 06y4veHUs nepeg WCMNO/Ib30BaHMEM YCTpoilcTBa. OnucaHHbIe
METOANKM N NMPoLeaypPbl He OTpaXKatoT BCEX NPUEMIEMbK MeNLNHCKNX MPOTOKO/I0B U He MOTYT
3aMEHUTb OMbIT M MHEHWe BpaYa npu NedeHU KaXKaoro KOHKPeTHOro naumeHTa.

1. Onpefenute MeCTO BBeAeHWS W MNOArOTOBbTE €ro nNpuv MOMOLLM COOTBETCTBYHOLLMNX
acenTUYEeCKNX CPeAcTB U MECTHOWN aHeCTe3NNn.

2. WN3BneknuTe KOMMOHEHTblI TMAponabHOro uHTpogbtocepa PreludeEASE 13 ynakoBkum c
NPUMeHEHWEM COOTBETCTBYHOLLMX aceNTUYECKMX METOLOB.

3. TpomoiiTe BCE KOMMOHEHTbI renapuHM3NMPOBaHHbLIM (hM3PacTBOPOM WUAN COOTBETCTBYHOLLUM
N30TOHUYECKUM pacTBOpoM. O6s13aTeNlbHO HaMOYMTE BHELUHIOK MOBEPXHOCTb WHTPOAbIOCEpPa,
4yTOObl aKTVMBMPOBaTb FMAPOUIbHOE MOKPbITME. 3anpewaeTca MCNo/b30BaTb MHTPOAbIOCEP B
CYXOM COCTOSIHUW.

[MpenynpexaeHune: Mocne npomMbiBaHWS 60KOBOr0 NopTa NepeBeAnTe 3anopHbIli KpaH B 3aKpbITOe
nonoXeHue, 4Tob6bl NOAAEPXKMBATL NPOTOK B GOKOBOM MOPTe W MPefoTBPaTUTb 06paTHbI TOK
KpPOBW Moc/ie BBEAEHUSI B COeYS,.

INpepynpeafeHne: He npoTupaiiTe BHELUHIOK MOBEPXHOCTb MHTPOAbHOCEPA CYXOW Map/ieBoi
cangeTKoMn.

4, BBeguTe coCcyauCTbIN Aaunatatop B rnapodunbHbiin MHTpoabtocep PreludeEASE uepes
reMocTaTMYecKuin KnanaH 1 3aUKCMPynTe ero Ha MecTe.

[MpepynpexxgeHwe: AunataTop LO/KeH ObITb HAAEXHO 3aUKCUPOBAH Ha MecTe BO M3bexaHue
noBpexXaeHns cocypa.

5. BBeauTe B COCY/[ COOTBETCTBYHOLLYIO NPOBOAHUKOBYIO UTNY.

a. B cnyyae  nNpuMeHeHWs  MeTa/lSIMYECKOW
NPOBOAHMKOBOW WINbl: YAepXMBas MPOBOAHMKOBYH)
Urny, npoBeauTe TMOKUIA WMamM J-06pasHblii  KOHYMK
NPOBOAHUKaA Yepe3 NMPOBOLHUKOBYH UTy B COCYA.
b. B cnyyae NpuMeHeHWS MPOBOAHMKOBOW MI/bl C
BHYTPEHHEN MeTa/l/IMYeCKON WUrnoi un BHeLlHeN
NacTUKOBOA KaHHNei: nocne nonyyeHus
COOTBETCTBYHLLLENO AOCTYMNA U3BMEKUTE BHYTPEHHIOO
METa/I/IMYECKYO Urfay. YpepXuBas MNacTUKOBYHO
KaHI010 MPOBOAHUKOBOW Wr/bl, NPOBeANTE TMOKWIA
unn  J-06pasHblii  KOHUYMK  MPOBOAHMKA  4epe3
NIacTUKOBYH KaHIJI0 B COCYS.

MpumeyaHMe: WN3yunTe 3TUKETKY W3AeNMs, 4UTobGbl Yy3HaTb, MPOBOAHWK KaKoro pasmepa
COBMECTUM C KOMMOHEHTAMWN CUCTEMBI.

MpegynpexxaeHne: Hukorga He BCTaBMANTE MOBTOPHO BHYTPEHHIO METa/l/IMYECKy0 Uy B
NNacTUKOBYH KaHHIO.

MpegynpexxaeHne: He npogBuraiiTe NpoBOAHNK KaTeTepa Npu BO3HUKHOBEHMM COMPOTUBEHNS.
Mpexze YeM NPOAO/IXKUTL BBeEHWNE, YCTAHOBUTE NMPUYMHY 3TOF0 CONPOTUBIEHNS.
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6. YgepxmBas nNpPOBOAHWK Ha MecTe, W3BMEKUTE
NpoBOAHMKOBYK uray. MNpwxumalite nanblem 061acTb
HajZ MecTOM MyHKUWW BO BPEMS U3BJIEYEHUS UTNbl U A0
Tex nop, noka napa MHTpoablocep/gnnatatop He b6ypaeTt
yCTaHOB/IEHaA.

MpepgynpexaeHve: EcnMm  npumeHsdeTca wurna ¢
MEeTaN/IMYEeCKOA  KaHlnel, 3anpeujaeTcss  U3BNeKaTb
NPOBOAHUK TOC/le TOro, Kak oHa O6blla BBefAeHa,
MOCKOJIbKY 3TO MOXET MoBpeinTb NPOBOLHUK.

7. BBeguTe napy wuHTpoablocep/aunataTtop  yepes

npoBoAHWK B cocyd. BpawaTtenbHbIM ABUXEHUEM

npojBuranTe napy MHTPoAblOcep/gunaTaTop vYepes TKaHu

B COCYA,.

MpepynpexaeHue: [lMepef BBefgeHMeM yb6eaMTecb, 4TO

NMOBEPXHOCTb WHTPOAbIOCEPA YBaXXKHeHa. 3arnpeLlaeTcs

NCMo/b30BaTb NHTPOLbIOCEP B CYXOM COCTOSAHUN.

MpepynpexaeHne: Bo Bpems BBeAeHUA [epXWUTe Mapy WHTpoAblocep/annartatop psafom c
AMCTaNIbHbIM KOHLLOM MNpY NPOBeLEeHUM MO NPOBOAHUKY B COCY[, YT0ObI U36exaTb neperunba.

8. Mocne BBeAeHWs Mapbl MHTpoAblOCep/aunaTaTop B
COCy/ OTCOEAMHUTE AUNaTaTop OT MHTPOAblOCEPa, Crerka
OTOFHYB pasbeM funaratopa BHU3 (3TO MNO3BOAUT
OTAENNTb pasbemM  Aunatatopa  OT Konnavka
NHTPOAblOCEpa). YaAepXuBass UHTPOAbIOCEP, OCTOPOXHO
N3BNEKUTE AnnaTtaTop BMeCTe C MPOBOAHUKOM, OCTaBMB
NHTpOAblOCEpP B cocyfe.

9. MpoBegnTe acnupauuto 4epes yaauHWUTeNb 6GOKOBOro MopTa, 4YTOObl yAanuTb BO3AYX M
WHOpPOAHble YacTulbl. Mo 3aBepLUeHMN acnupaumm NpoMoriTe 60KOBOM NOPT COOTBETCTBYIOLLUM
pacTBOpOM.

MpepynpexaeHne: PyKosiTKa 3anmopHOro KpaHa [o/hKHa ObiTb YCTaHOBMEHA B 3aKpbIToe
nonoxeHne (NOBEpHYTa B HanpaBfieHWW pasbemMa WHTPoOAblOCcepa), 4TO6bI MNPeAoTBPaTUTH
HeXenaTeNbHYI MNOTEPHO KPOBMU.

10. byfgbTe OCTOPOXHbI MPU BBEAEHUM U U3BJIEYEHWU COOTBETCTBYHOLIUX YCTPOMCTB
(NpOBOAHUKOB, KaTeTepoB 1 T.4.) Uepe3 ruapoduibHblii nHTpoabtocep PreludeEASE.
MpumeyaHne: Bo BpeMs BBeAeHWS, YCTaHOBKM W W3BJIEYEHUS YCTPOWCTB YAepXuBanTe
WHTPOAbIOCEP HA O4HOM MecTe. Bcerfga npofgBuraiTe ycTpoWcTBa 4epe3 WMHTPOAbIOCEP Npu
3aMeHe U U3BJIeYEHNN MefLNIEHHO 1 6e3 ycuaus.

11. N3BNEYEHWE: MNHTpoabtocep Heob6X0AMMO M3BfeYb B TedeHue 24 4acoB. Heobxogmnmo
HaXKMMaTb Ha cocyf, Haj MecTOM MNYyHKUMW BO BpeMs MeA/IeHHOro, 6e3 yCU/IWA W3BNEYEHUS
WHTpOAblOCEpA.

MpumeyaHue: Mepes U3BNeYeHNEM MHTPOAbIOCEPaA 00pa30BaBLUMNNCA Ha ero KOHYMKe GUbpuH
MOXHO acnmpupoBaTb Hepe3 60KOBYLO TPYOKYy.

12. YTunusunpyite NHTPOLbIOCEP HaZexalum o06pasom.
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www.merit.com

MpousBsogutens:
1 M «Meput Megukan Cucteme, VIHK.»
(Merit Medical Systems, Inc.)
CayT IxopgaH, KOta 84095
(South Jordan, Utah 84095)
Ten. B CLLIA1-801-253-1600
Cnyxba nogaep>xkn knveHtos B CLLA: 1-800-356-3748

EC REP YMOJIHOMOYEHHbI NPeACTaBnUTE b!
«Meput Meaukan AlipneHg J1Ta.»
(Merit Medical Ireland Ltd)
Mapkmop BusHec Mapk BecT, Monyaid, NpnaHams
(Parkmore Business Park West, Galway, Ireland)
Cnyxba nogaep>xkn knveHtos B EC: +31 43 35880222
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NPUNOXEHUE K UHCTPYKLUM NO MPUMEHEHNIO
CNEUNPUKALINA YCTPOWCTBA
M3nenuna cemeiictBa MHTPogbiocepoB PreludeEASE nmeloTca B CnefyoLwnx KOHOUrypaunsx:

BapuaHT ncnonHenmsa PreludeEASE, B cocTaBse:
1. MuTpogbtocep PreludeEASE, Tnunopasmepbl: guametp 4F (1,3 mm), 5F (1,7 mm), 6F (2,0 mm),
7F (2,3 mm); gnnHa 7 cm, 11 cm, 16 cm, 23 cMm.
2. CocyancTbliA gunaTaTop, Tunopasmepbl: anameTtp 4F (1,3 mm), 5F (1,7 mm), 6F (2,0 mm), 7F
(2,3 Mm); anuHa 12 cm, 16 cm, 21 cm, 28 cm.
3. MpoBOAHUK MeTa/INMYECKNii, Tunopasmepbl: anameTtp 0,018 (0,46 mm), 0,021 (0,53 Mm),
0,025” (0,64 mm), anuHa: 40 cm, 45 cm, 50 cm, 80 cm; gmametp 0,035” (0,89 mm), 0,038”
(0,97 mm); anmHa: 50 cm, 80 cm (Npy Heo6Xo4NMMOCTHN).
4. MpoBOAHWK NNacTUKOBbIN, TUNOpasMepbl: gnameTp 0,021 (0,53 mm), 0,025” (0,64 MMm); AnNnHa:
45 cm, 80 cm (Npn HeobxognmmocTw).
5. Nrna Merit Advance, Tunopasmepbl: 18G, 20G, 21G; anuHa 2,5cm, 4 cm, 7cm (npu
HeobXoaMMOCTH).
6. Wrna pABYXKOMMNOHEHTHas, Tunopasmepbl: 20G, 22G; annHa 2,5 cm, 3,2cm  (nNpu
Heo6xoaMmMocTNn).
7. Wnpuy: 3mn, HaKoHeYHUK Tuna JSlioep (Npu HEO6XOAUMOCTN).
8. CKasnbnesb 0OCTPOKOHEYHbIN, AninHa 63 MM (MpW HEOBXOANUMOCTN).
9. YCTpOWNCTBO ANS BBefeHUNSA NpoBogHNKa BowTie (npn HeobxogmmMocTu)
10. IHCTPYKLUKUA MO NPUMEHEHUIO
A- reMoCTaTUYeCKU KnanaH
D B - Tpybka 60K0BOro 0TBOAA
1 C - KO/bLO 41 (PMKCaLMUN LLIOBHBLIM
MaTepraniom

D - TpybkKa nHTpogbtocepa
E - 3anopHBii KpaH

Hwmxe npeactaBneHbl OCHOBHbIe MaTepuanbl, UCMOMb3yeMble B MPOU3BOACTBE MHTPOAbIOCEpPaA
PreludeEASE.

TABNMUA MATEPMANOB A1 PRELUDEEASE

KoMnoHeHT usgenus Cneuundmkauma mateprana

Pa3bem gnnaratopa MonuatunneH

Tpy6Ka gnnatatopa MonuatunneH

Cwmaska gunararopa CunmkoH

Pa3beM MHTpoOLbLIOCEPA ATuneH-TeTpaTopaTUneH (TP I)
[unokcug TntaHa

Tpy6Ka MHTpoAblocepa OTuNeH-TeTpaTopaTUieH ITDI

Tpuokeng BucmyTa
Juokeng TutaHa
MapodunbHOe NOKPbITYE
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KoMMNoHeHT n3genuns

KonbLo ans gmkcaumm LLOBHbIM
MaTepuasiom

KomneHcaTop HaTskeHUs
Konnayok KnarnaHa

KnanaH

Cwmasku ons KianaHos
Tpybka 60K0BOro 0TBOAA

Cneuupukauuna matepmana
MonnstnneH

TepMonnacTUYHbIA 3n1acTomMep

Monvnkap6oHaT

CW/IMKOHOBbIN KayuyK C OTBEPXKAAOLLIMM BeLLECTBOM
NokpbITHE 13 NapuneHa

CWnvkKoH

MonunypeTaHoBas cMofia 19 UCMo/b30BaHNS B MeAnLUHE
Carbothane

Kneii LinaHoakpunat

Kopnyc 3anopHoro KpaHa MonvkapboHat

PykosiTKa 3anopHoro KpaHa AueTtanbHas cmona Delrin
Cwmaska 151 3arnopHoro KpaHa CunnkoH

Ko/nayok 3arnopHoro KpaHa ABC-nnactnk

YnakoBka

M3pgenune Prelude nomewaetcsa B qyTtnap (M3 nonnnponuneHa). Ecnv npoBogHUK yNakKoBbIBaeTCA
BMECTE C MHTPOAbHCEPOM, MPOBOAHMK BCTaB/AETCA B AepXKaTeslb, NMPUKPEN/IEHHbIA K QyTaspy.
MpoBogHMKOBas Wrna, ecnyM OHa BXOAUT B KOMMJEKT, WUMeeT MOJIN3TUIEHOBbLIN KOMMNAYoK,
HafeTbli Ha KaHKM0 U 3alMaoWmnii yNnakoBKy OT MOBPEeXAeHUA KOHYMKOM Urfbl. ®PyTnap
nomewjaeTcs B rmbKyto 611McTepHY0 ynakoBky. M3genne Prelude ¢ Taknmm npuHagneXHocTamu,
KaK MPOBOAHUK (BCTaB/EHHbIA B Aep)KaTesb), Wrna, LWnpuy U YCTPOMCTBO [/ BBeAEHMS
npoBofHWKa BowTie, BKNafblBaeTcs B TEPMOPOPMOBAHHbIM JIOTOK, KOTOPbI 3aTeM NoMeLLaeTcs
B rMOKyl O6/IMCTEPHYIO YMakoBKY. [BYXKOMMOHEHTHass MNPOBOLHWKOBAA MUrfa nocraBnseTcs
NPoOn3BOAUTESNEM B KOHTeHepe ANS uribl (M3 NOAUCTUPONA/NONUMPONUIIEH]).

MpuMeHMMble CMMBO/IbI
3TOT CMMBOM  O3HAYaeT, 4TO um3genve
EBponeiickoin AupekTnee 93/42/EEC.

MOJTHOCTbKO  COOTBETCTBYET

C € 0086
MpownssognTens
M 4
EC REP YNO0MHOMOYEHHbIN NpeacTaBUTeNb
He v3Bnekatb ¢ NOMOLLbIO MET/TIMYECKUX UHCTPYMEHTOB
X
(2) OfHOKpaTHOe MCMosb30BaHue
REF AEHTUMKALIMOHHBIA HOMEP
LOT 1 Homep naptum

[sterile] EO] CTepunmsaLms: ra3oo6pasHbIii STUEHOKCUL

BHumaHve: egepanbHoe 3akoHopaTenbcTBo CLUA paspeltaeT npogaxy

[“onl
y [laHHOTO M3AENNA TO/TbKO Bpavam Win Mo NpeanmncaHuio Bpaya.

Mcnonb3oBatsk 40...
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BH/MaHVe: cM. NpunaraeMyto oKyMeHTaLuo

A\
(§) He 1Cronb3oBaTh Npy NOBPEXAEHHON YNaKoBKe
X HenuporeHHo

YCNOBUA TPAHCIOPTUPOBKW, XPAHEHUA N SKCINNYATALNN

Temneoatyoa TPaHCMOPTUPOBKM: OT-35°C pfo +55°C.
Temnepatypa xpaHeHus: OT +5°C po +2TC
AkcnnyaTauus: OT115°C p035°C,

OTHOCUTE/IbHasA BIaXXKHOCTL BO3ayXa <80%,
aTmoctepHoe gaBneHve 84,0-106,7 klMa
(630-800 mm pT. CT.).

KOHTaKT ¢ BHyTpeHHelt cpemoii opraHnsma  32°C -42°C
npu Temneparype:

YcnoBuA aKensyatauymn: mcnosib3oBaTb B /1e4EGHO-NPORUIAKTUYECKNX YUPEXAEHUSX.

CPOK XPAHEHIWA
CpOK XpaHeHunsa n3genus - 3 roga.

CTEPUITNSALUNA
CTepununsaumsi aTUNEHOKCUA0M.

YTUIN3SALNA
WN3genus cnegyeT yTUAN3NPOBATL COrMIaCHO MECTHLIM 3KO/IOMMYECKUM TPeGoBaHUSIM.

Knacc onacHOCTM MefULMHCKMX OTXOA0B CO CCbIIKOM Ha cneuu@ukaumio Mophosormyeckoro
cocTaBa (B COOTBETCTBUM C POCCUIACKMMM CaHMTapHbIMWU HOopMamu M npaBunamu (CanlMuH)
2.1.7.2790-10): Knacc b.

FrAPAHTUA
OrpaHuyeHHas rapaHTusa 1 0TKa3 OT OTBETCTBEHHOCTY

KomnaHus «MepuT» 3asBASIET U rapaHTUPYET, YTO AaHHOoe n3genme PakTUYeCKN COOTBETCTBYET
cneuM@ukKaymMsaM Ha MOMEHT ero MocTaBkM 3akasumKy U UYTO B TeUYeHMe Mepuofja, yKasaHHOro B
MWCbMEHHOI OFpaHMYeHHOW rapaHTUW, OTAE/IbHO MPeAoCTaBASEMON A8 KaXAOro msgenus, B
JAHHOM M34enun He OyfeT BbISAB/EHO CYLLECTBEHHbIX [Ae()eKTOB MaTepuasia UM Ka4yecTsa
N3roToBMeHNA. [laHHasi rapaHTMa He TMpuMeHsleTcs K usgenusim, Kotopble (1) 6bin
MOAMPULNPOBAHbI, W3MEHEHbl, OTPEMOHTMPOBAHbI, BOCCTAHOBJIEHbI, MepepaboTaHbl UN
BUAOU3MEHEHblI  CTOPOHOM, OT/AWYHOM  OT KomnaHuum «MepuT»; (V) nogsepranucb
HeHagnexalemy obpalleHunto, NUCMOMb30Ba/IUCh He MO Ha3HaYeHM0, MOBTOPHO MCMO/b30BaINCh,
MOBTOPHO CTEPWIN30Ba/IUCb, MNOMajann B aBapuiiHble CUTyauuun, 3KCMAyaTUpoOBaMCb C
HapyLleHnemM MnpaBwuf, NoABepraincb HeOPeKHOMY 006palLeHUNI0 UM HECAaHKLUMOHMPOBAHHOMY
BMeLllaTenbcTBy; (L) 661511 NOBpPeXaeHbl BCNeACTBME U30bITOUHOM DU3NYECKON, KNMMaTUYECKOW
WU 3N1EKTPUYECKON Harpy3sku UM MMEKT WU3MEHEHHbI, CTEPTbI UAN yAaNneHHbIA CepUMHbIA
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HoMep- (iv) 06begMHANUCb C Nb6bIM ApyrMM NpPoAyKTOM; (V) WCMOAb30BanuUCcb B LENsx
OT/INYHBIX oT «[MoKa3aHM K MPUMEHEHNIO», 0A06PEHHbIX COOTBETCTBYHOLMMN KOMMETEHTHbLUIN
opraHamu, UCNosib30Ba/INCb C HAPYLLUEHUEM MpaBua MPUMEHEHUS, YKa3aHHbIX B CleLngpuKu
npoayKuuun, nubo NpuUMeHANUCb B o06nactu wan cpefe, 415 KOTOPOi Takoe wusgenue H
FpX aHo W He npegHasHayeHo. JlioOble TeXHWYECKMe KOHCYNbTaUuMM Mo MNpoAyKLUK
NpefocTaBnAlOTCA KoMMnaHuein «MepuT» 6e3 06513aTeNlbCTB WM KOMMEHCAUUW, U KOMMaHUs
«MepuT» He NpUHUMAET Ha cebda HMKaKMX 0083aTe/IbCTB WM OTBETCTBEHHOCTWM 3a Ta
vnHf'vnbTauHH MoCKONbKY OHWM NpefocTaBNATCA W MNPUHMMAOTCS N0 OTBETCTBEHHOCTb
3akasunka. KOMNAHNA «MEPUT» HE AENAET HUKAKINX il
HUKAKNX MPAMbBIX NN KOCBEHHbBIX TAPAHTI NHOBOIT0 POOA 3AKA3UUKY,
ErO KOHEYHbLIM MOJIb3OBATE/TAM U NHBIM TPETbM JIMLAM B OTHOLUEHUI
MAHHOW COOEPXALWNMXCA BHACTOAWEM JOKYMEHTE.
K ™ M XT1TA2"TONM3bW AETCHA OT OTBETCTBEHHOCTU U NCK/THOYAET
BCE WHbLIE MPAMbIE, KOCBEHHbLIE N 3AKOHOOATE/IbHO MPBAYCM O ™ A
FAPAHTUN, B YACTHOCTW, TAPAHTUN OT KOHTPADPAKTA U

rapaHTUM NPpUroagHOCTU ANA Npojga>Xu U COOTBEeTCTBUA onpegesnieHHON

LLESTA.

OrpaHI/I‘-IeH me oTBETCTBEHHOCTU

HMN TMPN KAKUX OBCTOATE/ILCTBAX KOMIMAHUA «MEPWUT» HE HECET
OTBETCTBEHHOCTW MEPEL 3SAKA3HNKOM NN OAPYT UM N3N

nnn HOPNONYECKNM nnyom 3A LUTPA®PHDbIE, CMNEUMANBbHBIE,
HEMPEOHAMEPEHHbIE nnn MPEACKA3YEMBbBIE KOCBEHHBbIE YBbITK"
MOHECEHHBLIE BCNEACTBVME YTPATbl PEMYTAUUW, HEALOMONYYEHHOW
MNPNBEbINN  OT MNEPEMNPOAAXW, NPUOCTAHOBKW PABOTbI, MOBPEXAEHWNA
NPOAYKLIMWN MOPYU APYTOW MPOAYKUWMWN AN NHBIX MPUYUH, BYb TO UCKWU
SSmctbheSeS S hN KOHTpPaKTHBLIX 06si3aTeNbCTB, Fpa> 4aHCKWX
MPABOHAPYWEHWA W T.A4., BO3HUKAIOWWNX B PE3Y/NIbTATE HAPYLUEHUSA
MONOXEHU TAPAHTUW, IOTOBOPA, 3AAEPXXKW, XATATHOCTW, BE3YC/IOBHOW
OTBETCTBEHHOCTW TN NMHAYE.

Cnyx6a nognepXkn KMMeHTOB

«MepuT Megukan Cucteme, VHK.» OO0 «MepuT TeKHONOAKNC»

1600 Yact MepuT Mapkysii 119017, r. MockBa, 1-1 Kasaunii nepeynok, aom 7,
CayT [pxopaaH, FOTa 84095, CLLA 9Tk 1, KOMHaTa 6

+ 1801 253 1600 Poccuickas depepaums

+ 7495 221 89 02
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MepeBoA AaHLWIKO TeKcTa cAenaH MHOW, NepeBoAYMKOM AnekeeeBbiM AnekceeM AJeKCaHAPOBUYEM.

X

Poccuiickaa degepaums
"opog Mocksa
UeTBepToro CeHTAOPS [iBe ThICAYM AeBATHAALATOro roga

[ Pe6bpuna EneHalMuTpuesHa, BPeMEHHO UCNoNHAKLLWAaA 0693aHHOCT U HOT apuyca

ropoga Mockebl Akumosa Mneba bopucosnya, CBULET E€NbCTBYO NOAIMHHOCT b NOANUCK NEpPeBOAUYMKA
AnexkceeBa Anekcea AnekcaHaposuya.

Mopgnuch, coenaHa B MOEM NPUCYTCTBUN.

NInyHOCT b MOANMCABLUEr0 JOKYMEHT yCTaHoBNeHa.
3aperur~~wpro'~s'ppecTpe: N 77/09-H/77-2019-0 ~ N<30

B3biCANONONNNPCTBNHHON Nnow nuHbl(no Tapugy): 100py6.

YnedyeHo yCcnyr npaBoBOro U TexHM4yeckoro xapakTepa. 200 py6.

E.O. PebpuHa
Bceruw T6b'3"B"0"0OHYMEpPOBAHO

mckpena™runwaatio _[A " nucT (a)(oB)

BPMNO HoTapuyca
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Instructions for Use

Prelude Short Sheath Introducer
Dated 16 August 2019
Consisting of 4 pages

ACKNOWLEDGEMENT

State of Utah )
County of Salt Lake )

On this 16th day of August, 2019, before me, Nathan Jewell, a notary public, personally
appeared Robert Wolfarth, Senior Regulatory Affairs Manager, 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.

Notary Public

NATHAN JEWELL
Notary Pubtk - State of Utah
Comm. No. 695741 My Commission Expires: July 11, 2021
My Commisskm Expireson
Jull 1,2021
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Robert Wolfarth
Senior Manager; Regulatory Affairs
Merit Medical Systems, Inc.

16 August 2019
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VreCude

Short Sheath Introducer
INSTRUCTIONS FOR USE

PRODUCT DESCRIPTION

The Merit Prelude Short Sheath Introducer consists of the following components. These

components may be packaged in a single pouch or may be packaged separately.

One (1) Sheath Introducer

One (1) Vessel Dilator

One (1) Mini guide wire

One (1) Access Needle (if necessary)
One (1) Syringe (if necessary)

One (1) Thumb Scalpel (if necessary)
One(l)BowTie Guide Wire Insertion

Device (if necessary)

B, Snap cl*np
F Sh«ath irxroducer MK With hemostasK valve

G Rocating sixure nng
H. Radiopague marker op

MInlCuUaWtn

cown* 6uM* Wkw InHftien
" Oavie*

INTENDED USE

The Merit Prelude Short Sheath Introducer is intended to provide access and facilitate

the percutaneous introduction of various devices into veins and/or arteries w hile
maintaining hemostasis for a variety of diagnostic and therapeutic procedures his
device can also provide access to a native or synthetic graft used for hemodialysis.

The side portofthe sheath allows adequate flow to perform temporary hemodialysis

This device isnotindicated for long term vascular or hem odialysis access

WARNINGS
Do notadvance the introducer and/or guide wire if resistance is met.
Do notuse apowerinjectorto injectthrough the side port of the sheath introducer
Remove any potential airand/or debris from the device utilizing standard flush
protocol priorto attem pting infusion through side port of sheath introducer
Inspect device priorto use
Utilize caution when attem pting a second needle/sheath access after the first
introducer sheath has been placed to preventaccidental perforation of the first
introducer sheath.
Always flush device appropriately according to hospital protocolto prevent
potential clotform ation and/or debris accumulation in the fluid path
Do not leave the introducer in place for extended periods of time withouta

catheter oran obturatorto supportthe cannula wall

CAUTIONS
Read instructions priorto use RX Only
Store in acooldry place

This device is intended for single use only. Do notreuse or resterilize.

POTENTIAL COMPLICATIONS

Potential com plications include, but are not lim ited to

Airembolism Infection
Hematom a Bleeding

Perforation or laceration Thrombus form ation

ofthe vessel wall Pseudo aneurysm form ation
Guide wire em bolization Vessel spasm

Risks normally associated with percutaneous diagnostic

and/or interventional procedures.
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N"rdude

Short Sheath Introducer
NSTRU&TIONS8 FOR USE

INSTRUCTIONS FOR USE

1

fS

11.

Identify the insertion site and prepare the site using proper aseptic technique and local
anesthesia as required.

Remove the Prelude Short Sheath Introducer components from package using proper aseptic
technique.

Flush all components with saline or suitable isotonic solution. The side port of the device has a
snap clamp; ensure that clamp is open during flushing.

After flushing side port, turn stopcock to off position to maintain flush in side port and prevent
bleed back upon insertion into the vessel. Close snap clamp on side port extension.

The side port of the device includes two removable indicators < red indicates arterial and blue
indicates venous use. Select the appropriate color and leave in place on the side port tubing:
remove and discard the other, if indicators are not necessary, remove and discard both.

Insert dilator into Prelude Short Sheath Introducer through hemostasis valve and snap into
place. Dilator must be securely snapped into place to avoid damage to the vessel.

Insert appropriate access needle into vessel. While holding

the access needle, place the flexible end or Jend of the

guide wire through access needle into vessel. Note - Refer

to product labeling for the guide wire size that is

cor?]patible with tr?e systemgcomponents. IM-S5t. J

WARNING: Do not advance the guide wire if resistance is
met. Determine the cause of resistance before proceeding.

NOTE; If a crossed catheter technique is utilized, the punctures should be greater than 11 cm
apart. This distance ensures that during hemodialysis the Prelude Short Sheaths are sufficiently
separated for use as arterial and venous conduits.

Hold guide wire in place and remove access needle. Hold
pressure at the site until the introducer/dilator assembly is
placed.

WARNING: If a needle with a metal cannula is used, do not
withdraw the guide wire after it has been inserted because it
may damage the guide wire.

9. Insert the introducer/dilator assembly over the guide
wire into the vessel. Using a rotating motion, advance the
introducer/dilator assembly through the tissue into the
vessel. Grasp the assembly close to the skin as it is being
placed into the vessel to avoid buckling.

10. After introducer/dilator

assembly has been placed into vessel, detach the dilator

from the introducer by bending the dilator hub down slightly (this w</ A

will un-snap the dilator hub from the introducer cap). While holding

the sheath, carefully remove the dilator and guide wire together

leaving the sheath introducer in the vessel.

Aspirate from the side port extension to remove any potential air After aspiration, flush the side
port with a suitable solution. Stopcock should be turned off to maintain flush in side port. In
addition, ensure that clamp is closed to also maintain flush in side port.

12.Insert selected device(s) (wires, catheters, etc.) into Prelude Short Sheath Introducer

13.
14.

15.

NOTE: Hold the sheath in place when inserting, positioning, or removing the devices. Always
exchange or remove devices slowly and with zero force through the sheath.

To temporarily suture the sheath in place, use the rotating suture ring,

REMOVAL

a. The sheath may be removed when clinically indicated. Compression on the vessel, above the
puncture site, should be started as the sheath is slowly removed without any force. Discard
the sheath appropriately.

NOTE: Collected fibrin at the tip of the sheath may be aspirated via the side
port tubing prior to removal of the sheath.

b. Follow standard protocol for achieving hemostasis at the insertion site.

HEMODIALYSIS

a. If the sheath is to be used for temporary access for hemodialysis, aspirate from the side port
extension to remove any potential air. After aspiration, flush the side port with a suitable
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VreCude

Short Sheath Introducer
INSTRUCTIONS FOR USE

solution, stopcock should be turned off to maintain flush in side port. In addition, ensure
that clamp is closed to also maintain flush in side port.

b. Patient should be accompanied to dialysis center by appropriate personnel.

c. Following standard protocol, side port of sheath introducer can be connected to
hemodialysis circuit.

d. At conclusion of dialysis, refer to step 14 for sheath removal.

v AERIr C€OO86

Manufacturer:
Merit Medical Systems, Inc. South Jordan, Utah 84095 www.merit.com
U.S.A 1-801-253-1600 U S A Customer Service 1-800-356-3748

EC REP Authorized Representative:

Merit Medical Ireland Ud, Partcmore Business Park West, Galway, Ireland
European Customer Service by Country: Belgium 0800 72906;

Prarke 0800 9 16030, Germany 0800 1820871, Ireland 091703700,
Neth. 0800 0228184, U.K, 0800 973115

401825004/A ID 102908
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DEVICE SPECIFICATION

Appendix to Instructionfor Use

The following product configurations are available in the Prelude Short Sheath Introducer product family:

Prelude Short Sheath Introducer model, in base

1. Prelude Short Sheath Introducer, in the following sizes: 5F(1.7mm), 6F(2.0mm), 7F(2.3mm), 8F(2.6mm)' length 4cm
2. Vessel Dilator, in the following sizes: diameter 5F(1.7mm), 6F(2.0mm), 7F(2.3mm), 8F(2.6mm); length 8cm 9cm

3. Metal Guide Wire, in the following sizes: diameter 0.018” (0.46mm); 0.021” (0.53mm), 0.025” (0 64mm) length- 40
cm, 45cm, 50cm, 80cm; diameter 0.035” (0.89mm), 0.038” (0.97mm); length: 50cm, 80cm (if necessary).’

4. Plastic Guide Wire, in the following sizes: diameter 0.021” (0.53mm), 0.025” (0.64mm); length: 45cm 80cm (if

necessary).

5. Merit Advance Needle, in the following sizes: 18G, 20G, 21G; length 2,5cm, 4cm, 7cm (if necessary).
6 .2-part access Needle, in the following sizes: 20G, 22G; length 2.5cm, 3.2cm (if necessary).

7. Syringe 3ml, Luer-Lock Tip (if necessary).
8. Sharp-pointed scalpel, length 63mm (if necessary).
9. BowTie Guide Wire Insertion Device (if necessary).

10. Instruction for use.

The main materials used in the manufacture of the Prelude Short Sheath Introducer are identified below.

MATERIALS TABLE FOR THE PRELUDE SHORT SHEATH (PSS)

PRODUCTS COMPONENT

Dilator Hub

Dilator Tubing
Valve Cap
Suture Ring
Introducer Body

Marker Tip Tubing

MATERIAL
Polyethylene

Polypropylene

Polycarbonate

Polyethylene

Polyurethane

Pebax

Black Pebax with Tungsten Carbide

Valve Silicone with curing agent
Lubricants Silicone

Sidearm Tubing Polyurethane

Non-Vented Male Cap ABS

Indicator Clip Polypropylene

Pinch Clamp Polypropylene
Female Adaptor Polycarbonate
Stopcock Body Polycarbonate
Stopcock Handle Delrin
Stopcock Lubricant Silicone

Swivel Nut Copolyester

CONTRAINDICATIONS
There are no known contraindications Prelude Short Sheath Introducer

PACKAGING

The Prelude are placed inside a holster (Polypropylene). If a guidewire is packaged with the introducer, the guidewire is
placed inside a holder which is attached to the holster. An access needle, when provided, has a polyethylene boot
encasing the cannula to protect the package from damage caused by the needle tip. The holster is placed inside a
flexible blister package. The Prelude with such accessories as guidewire (inside a holder), needle, syringe and Bowtie
guidewire insertion device is placed inside a thermo-formed tray which is then placed inside a flexible blister package.
The 2-part access needle is provided by the manufacturer inside a needle container (Polystyrene/Polypropylene).
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Applicable Symbols
C This symbol means that the
€ o6 device fully complies with
European Directive 93/42/EEC.

Manufacturer
mdJ
lEC 1REP 1 Authorized Representative
Do not withdraw through metal
devices.
(D Single use
REF Reference Number
LOT Lot Number

[sterile EO Sterilization: Ethylene-Oxide Gas

f/m Caution: U. S. federal law restricts
Iy this device to sale by or on the order

of a physician.

Use by
)K Caution: Consult
Accompanying Documents
(§) Do not use if package is damaged.
X Non-pyrogenic

TRANSPORTATION, STORAGE AND OPERATION CONDITIONS

Transportation temperature -35 °C to +55 X
storage temperature +5 °C to +27 °
Usage 15 °C to 35 (ECrelative humidity <80%, atm.

Pressure 84.0 - 106.7 kPa (630-800 mm Ha)
Contact with the internai 32°C-42°C
environment of the body at a

r»
temperature

Use Conditions - in medical and preventive treatment facility.

SHELF LIFE
Shelf life - 3 year.

STERILIZATION

Ethylene oxide sterilization

DISPOSAL
Dispose the devices according to local environmental requirements.
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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; (ii) subjected to misuse,
mishandling, re-use, re-sterilization, accident, abuse, neglect or tampering; (i) 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 ouUT
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 7,1 floor, room 6, Russian Federation

+7 495 22189 02
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[MepeBoa ¢ aHIIMACKOTO fA3blKa HA PYCCKU A3bIK]

MHCTpYKLUMS NO MPUMEHEHUIO
MHTpogbtocep Prelude Short
Jata: 16 aBryeta 2019 r.
CocTonT n3 4 cTpaHuy,

MOATBEPYXAEHWE

LWrar KOTa )
) @ UMeHHO:
Okpyr Cont-Jleiik )

CerogHs, 16 aBrycta 2019 roga, Ko MHe, HOTapuycy HataHy [>xeBensny, NM4YHO aBuaca PobepT
YongopT, CTapwinini MmeHea>Xep Mo HOPMaTUBHO-NPaBOBOMY 06eCMeYeHnt0, NPeaAbABUBLUMIA MHE
[JOeTaTOYHble [oKa3aTesnbCTBa TOro, 4YTO OH SAB/MSETCH JIMUOM, MMeHeM KOTOPOro nojgnwvcaH
npunaraemblii JOKYMeHT, U NOATBEPAWUII, YTO OH NMYHO Nognucan ero.

Y poeToBepsieTCA MOeii NOANUCHIO U 0L MaNbHOM NevaThlto.

[MeuaTsb'. Inognuce!

HATAH O>XEBEJ1J1 HoTapuyc

HoTtapuye, wTtat KOTa

JinueHsna Ne 695741 Mos nnueH3nsa gencTBUTeNbHA
Mos nuueH3na gencTBUTebHA o 11 vona 2021 .

fo 11 niona 2021 r.]
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[MeyaTs:
«MEPUT MEOVKAJ1 CNUCTEME, NHK.»
NMEYATbL KOMINAHN
IOTA
1987]

tnodnuchb!
PobepT YondopT
CTapLumini meHef>Xep N0 HOPMaTUBHO-NPaBOBOMY
obecneveHuto «Meput Megukan Cucteme, VIHK.»
16 aBrycta 2019 r.

NHTpoabtocep Prelude Short

NHCTPYKUWA MO NPNMEHEHWNIO
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TreCude

NHTpoabtocep Short

NHCTPYKUWNA MO NMPUMEHEHWNIO

OnwucaHue usgenuns

MHuTpogbtocep Prelude Short npoussoacTBa KomnaHun “MepuT” COCTOUT CAEAYHLWUNX
KOMM/IEKTYIOLWMNX M34e/IMA. ITU KOMMOHEHTblI MOTYT 6ObiTb YNakKoBaHbl B OAWH MaKeT WAW Mo
OTAeNbHOCTH.
1 (oAnH) MHTpoabtoCcep
1 (0oguH) cocyaucTblli gunaraTop
1 (OAVH) MUHN-MPOBOAHUK
1 (ogHa) urna npoBogHUKOBas (NPU HEOH6XOAMMOCTHN)
1 1 (oanH) wnpwuy (Npn He06X0ANMOCTN)
1 (04nH) cKanbnesb OCTPOKOHEYHbIM (NPU HEO6X0AMMOCTHN)
1 (ofHO) YCTPOMCTBO ANA BBeAeHUA NPoBOAHMKA BowTie (Mpu He06X04MMOCTI)

A. Jlanararop

B. CbeMHbIli 3aNOpPHbI KpaH

C. ¥YanmHuTtenb 60K0BOro nopra

D. CbeMHble apTepuasibHbie/BEHO3HbIE MHANKATOPbI (KPacHbIA/CMHIMIA)
E. 3auenkmBarownnecsa 3axmm

F. Pa3bem MHTpoAbIOCEpa C FreMOCTaTUYECKUM KnanaHoMm

G. Bpawatoueecs KonbLo 419 PUKcaumMy LLOBHbBLI MaTepuasiom

H. HaKOHeUYHUK C PEHTreHOKOHTPaCcTHbLIMU MapKepamMmu
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MUWHU-NPOBOAHUK

YCTpoiicTBO ANs BBEAEHUs

nposogHuka BowTie
Ckanbnenb OCTPOKOHEYUHbI

I [NoKasaHuA K NPUMEHEHUIO

MHTpogbtocep Prelude Short npousBoacTBa KoOMNaHuM «MepuT»  rnpefHasHayeH AN
npefocTaB/ieHMs AOCTyMNa M YNPOLEHNS YPECKOXXHOI0 BBEAEHUS Pa3IMUHbLIX YCTPOWCTB B BeHbI
n/vnn apTepumn c Noafep>XXaHUeM reMocTtasa npy NPoBeLEeHUN Pa3INUHbIX AUATHOCTUYECKUX U
TepaneBTUYECKUX Npoueayp. DTO U3Lenne MOXET Takxke obecriedmBaTb AOCTYM K COCYAUCTOMY
NpoTe3y M3 CUHTETMYECKOr0 MaTepumana Wav M3 co6CTBEHHOM TKaHW NauueHTa, UCMO/Ib3yeMOoMY
npu remogmnanunse. BOKOBOM MOPT MHTpPOAbiOCEepa 06GecrnevynmBaeT [OCTATOYHbIM MPOTOK A4
NpoBefeHNA BPEMEHHOro reMoaunanusa. [laHHoe u3genune He npeAHasHavyeHo A8 COCYAUCTOro
JocTyna uam focTyna rnpu remoguannse B TeUeHMe A/IMTETbHOI0 BPEMEHN.

NMPEAOCTEPEXXEHWA

* He npogBuralite MHTpPOAbIOCEP U/MNN MPOBOAHMK NPY BOSHUKHOBEHWIW COMPOTUB/IEHUS.

e He npumeHANTe aBTOMATMYECKWA LWINPWL ANs  BAMBAHWA 4epe3 6GOKOBOW MoOpT
MHTpPOAblOoCepa.

» [lepes BbINOHEHWEM BUBaHWS 4epe3 OOKOBOW MNOPT WHTpPOAblocepa ygjanute U3
YCTPONCTBA OCTaBLUMKACA BO3AYyX W/MNW 3acOpPeHus, UCMONb3ys CTaHAapTHbIA NPOTOKON

' NMPOMbIBaHUSA,

* OcMOTpuUTe YCTPOINCTBO Nepes NPUMEHEHNEM.

* byabTe OCTOPOXHbI MpW BBeAEeHUW BTOPOA WIM/bl UAN MHTPOAbIOCEPA MOC/e YCTaHOBKMU
NepBoOro MHTPoAblocepa, YTobbI CNyvaiHO He NPOOUTL MepBbI UHTPOAbLIOCEP.

+ O6s3aTeNlbHO MpOMbIBaliTe YCTPOWCTBO Hagnexawum o6pasom B COOTBETCTBUM C
NPOTOKO/IOM 60NbHULbLI 418 NPefoTBPaLleHUss BO3MOXXHOro obpasoBaHUA TpPomM60B wn/mnm
CKOM/IEHNS 3aCOPEHMIA Ha NYTU MPOXOXAEHUS XULKOCTU.

* He ocTaBnsainTe MHTPOAbIOCEP B MECTe BBefEeHUS Ha ANUTeNbHOe BpeMs 6e3 KateTepa unm
06TypaTtopa, NoALEPXMNBAIOLLErO CTEHKY KaHIOMW.

MPEAYTMPEXAEHWA
e Tlepef MCMNoNb30BaHWEM 03HAKOMbTECH C UHCTPYKLMENA.

« Rx Only (Mpopgaxa paspewleHa To/bKO cneunanmcTam)
*  XpaHuTb B NPOX/1IaAHOM CYXOM MecCTe.
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+  [laHHOe n3genve nNpegHasHa4yeHoO TO/IbKO ANs O4HOKPATHOr0 MCMo/b30BaHMs. 3anpeLyaeTcs
NMOBTOPHOE MCMO/Ib30BaHME WUAN CTePUAN3aLMS.

BO3MO>XHbIE OC/TOXKHEHWNA:

B03MOXXHbIe OCMIOXKHEHWUSA, NOMUMO MPOYEro, BK/IOYAKOT:
Bo3gyLlwHy am60M10.
WHdekymio,
FemaToMBbl.
KpoBoTeueHwne,
Mepdgopaynio unm paspbIB CTEHKM COCYAa.
O6pasoBaHne TpoM6OB.
O6pa3oBaHue rnceBL0aHEBPU3M.
om60m3aLmno NPoBOAHNKA,
Cnasm cocyga.
Puckn, Kak npaBuo, CBSI3aHHbIe C UPECKOXXHOW [AMAarHOCTUKOA W/MAN XUPYPruyecKUmm
npouesypamu.

4 NHCTPYKLWMA MO NMPUMEHEHUIO

1. OnpegfennTe MeCTO BBefeHUS M TMOAFOTOBbTE €ro Mpu MOMOWM COOTBETCTBYHOLLNX
acenTUYeCKNX CPeAcTB U MECTHOI aHeCcTe3nm o Mepe He06X04MMOCTMN.

2. W3BneknTe KOMMOHEHTblI MWHTpoAbtocepa Prelude Short M3 ynakoBKM nNpu MNOMOLLMK
COOTBETCTBYHLLUX aCeNTUYECKNX MeTO/O0B.

3. MpomoiiTe BCe KOMMOHEHTbI renapvHU3MPOBaHHbIM (hM3PAcTBOPOM MM COOTBETCTBYHOLLMM
M30TOHMYECKMM pPacTBOpPoM. BOKOBOIA MOPT U3LeNnst UMeeT 3allefIKMBaLWNAca 3axum. Mepea
NpoMbIBaHWEM Y6eANTECH, YTO 3aKMM HAaX0AUTCS B OTKPbITOM MOSIOXKEHWMN.

4. Mocne NpomMbiBaHMA GOKOBOro MopTa MepeBefMTe 3amnopHblli KpaH B 3aKPbITOE MOMIOXKEHWUE,
4yTOo6bl NMOAAEPXKMBATL MPOTOK B 60KOBOM MOPTe U NPefoTBPaTUTL 06paTHbI TOK KPOBW Moc/e
BBeJEHUSI B COCYA.

5. BOKOBOW MOPT YCTPOWCTBA UMEET [jBa CbEMHbIX MHANKATOPA: KPACHbIN A1 apTepuasbHOro u
CUHWIA ANsi BEHO3HOT0 WCMONb30BaHUSA. BblGepuTe M ocTaBbTe Ha Tpybke 6OKOBOro nopTa
WNHAMKATOP HY)XXHOrO LiBeTa, a BTOPOI MHANKATOP CHUMUTE U YyTUNU3NPYTe. ECAY MHAMKATOPbI
He HYXXHbI, CHAMUTE U yTUNN3MpYyiite 06a MHAMKaTopa.

6. BeguTe cocyaucTbliii gunatatop B MHTpoAbtocep Prelude Short 4yepe3 remocTaTuyeckuin
KnanaH u 3ayMKCUpynTe ero Ha MecTe. [unataTop A0/DKeH OblTb HaAeXHO 3adMKCMPOBAH Ha
MeCTe BO n3bexxaHune NOBPEXEHNS cocya.

7. BeeauTe B cocyf COOTBETCTBYIOLLYIO
NPOBOLHUKOBYIO UTY. Y epXuBas NPoBOAHUKOBYIO
urny, npoBeguTe rMoKMin mnm J-obpasHblii KOHUMK
NPOBOAHMKA 4epe3 MPOBOLHUKOBYH WIy B COCYL.
MpumeyaHue: W3yunmTe ITUKETKY U3LeNns, 4TOo6bI
y3HaTb, MPOBOAHWK KakKoro pasmepa COBMeCTUM C
KOMMOHEHTaMM1 CUCTEMbI.
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MPEAYMPEXAEHWE: He npoaBurainTe nNpoBOAHWK KaTeTepa MpPW  BO3HMKHOBEHWU
conpotuBrieHua. [pexge 4YeM MNPOJO/KUTL BBefeHVe, YCTaHOBUTE MPUUYUHY 3TOrO
CONPOTUB/IEHUA.

NMPUMEYAHWE: T[Mpu wucnonb3oBaHUM MeTOfa MNepPeKpPecTHbIX KaTeTepoB MecTa NyHKUuu
LO/MKHbI pa3MellarbCcs Ha paccTosAHMK 6onee 11 cm gpyr oT gpyra. Takmm 06pasoM MOXKHO
rapaHTUpoBaTb, UYTO BO BpeMs remognanmsa WHTpogbtocepbl Prelude Short HaxogaTcs Ha
[OCTAaTOYHOM PAaCCTOAHUU A1 UCMNO/Ib30BAaHUA UX B KayeCTBe MPOBOLHWKOB apTepuanibHOro u
BEHO3HOI0 KpPOBOTOKA.

8. YpepxuBas TMPOBOAHMK Ha MeCcTe, W3BJIEKUTE
NPOBOAHMKOBYK  uray. [puwxumainTe naabuem
06/1aCTb Haj MECTOM NYHKLUWW BO BPeMs U3B/EYEHUSA
urnol no Tex nop, noka napa
WHTpoAblocep/annaTaTop He 6yaeT ycTaHOBMEHA.
MpepgynpexgeHne: Ecnu npumeHsaetca wurna c
MeTanInyecKom KaHnen, He n3BieKanTe
NPOBOAHUK MNOC/e TOro, Kak OHa 6blna BBeleHa,
NOCKOJIbKY 3TO MOXET NOBPeiUTb NPOBOLHUK.

9. BBeauTe napy WHTpOAbkOcep/gunataTtop NO MPOBOAHMKY B cocyh. BpawatenbHbim
OBVXEHMEM npofBuranTe napy WHTpoAblkocep/aunaraTop uyepe3 TKaHM B cocyf. Bo Bpems
BBeleHUS YCTPOMCTBA B COCY[ [AepPXWTe ero Kak MOXHO 6/1MKe K KOXe, uTobbl n3bexartb
nepermnba.

10. Mocne BBeAeHMS Mapbl MHTpPoOAbOCep/aunaTaTop B COCYA OTCOeAMHWUTe [unaTaTtop OT
WHTpOAblOCEPa, C/erka OTOrHYB pasbeM AuataTopa BHM3 (3TO MO3BOMUT OTAE/NUTbH pPasbeMm
aunatatopa OT Ko/lnayka MHTpoAblocepa). Yaep)KuBas MHTPOABHOCEP, OCTOPOXHO W3BMIEKUTE
AnnaTaTop BMecTe ¢ MPOBOAHMKOM, OCTaBMB UHTPOALIOCEP B COCY/E.

11. MpoBeauTe acnupaumio Yepes yannHuTe b 60KOBOro nopTa, YTobbl yaanuTb Bo3gyx. Mocne
acnupaumMm npomoinTe OOKOBOW MOPT COOTBETCTBYHOL MM PacTBOPOM. 3amopHbIA KpaH LOMKeH
ObITb YCTaHOBJ/IEH B 3aKpbITOE MOJIOXKEeHUe, YTObbl MNOAAepXMBaTb MPOTOK B 60KOBOM MOPTE.
Taroke ybeaMTecb B TOM, UTO 3aLLe/IKMBAOLMNIACA 3aKMM 3anepT, uTobbl NoALepXMBaTb MPOTOK B
60KOBOM MnopTe.

12. BBeguTe COOTBETCTBYHOWLME YCTpoWcTBa (MPOBOAHUKKM, KaTeTepbl W T.4.) 4epes
MHTpoabtocep Prelude Short.

MpumeyvaHne: Bo BpeMs BBeAeHWS, YCTaHOBKM WU W3BMEYEHUS YCTPONCTB YhepXumBanTe
WHTPOAbIOCEP Ha O4HOM MecTe. Bcerfga npogBuraiTe ycTpOiCTBa 4yepe3 UHTPOAbHOCEpP Npwu
3aMeHe 1 U3BJIeYeHUN MeAIEHHO U 6e3 yCuans.

13. lna BpeMeHHOWN (MKcauuy WUHTPOAbOCEPA MCMOMb3ylTe KOMbLUO ANs (DMKCALMMN LUOBHbIM
mMaTepurasiom.

14. N3BJIEYUEHUWE

a. WHTpogblocep MOXHO M3BNeKaTb MO K/AWMHMYECKMM MoKasaHusM. Heobxoammo
HaXKMMaTb Ha COCyJ Haj MeCTOM MYyHKLUMWN BO BPEMS Me[/IEHHOr0, 6e3 YCUNINIA N3BNEYEHUS
WHTpoAblocepa.

MpumeuaHue: O6pas3oBaBLUMICA Ha KOHUYMKe WHTpoAbkocepa (UOPUH  MOXHO
acnmpupoBaTb 4epe3 00KOBYH TpybKy A0 Haydana W3B/eYeHUS WHTPoAblocepa.
YTUNun3npynTe NHTPoOAbIOCEP HaaneXalmnum o6pasom.
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b. CnepyiiTe cTaHAApPTHOMY MPOTOKONY ANA AOCTUXEHWUSI remocTa3a Ha MecTe BBEfeHUS
n3aenus.

15. TEMOANANNS

a. Ecnnm uHTpogblocep MUCNONb3yeTcs A1 BPEMEHHOro foctyna [Ans remogunannsa,
NpoBeAMTE acnupaumio Yepes yanMHUTeNb 60KOBOro nopra Ansa yganeHusa sosgyxa. ocne
acnupauMn MpomoinTe OGOKOBOW MOPT COOTBETCTBYHLLMM pPacTBOPOM. 3anopHbliA KpaH
[O/DKeH OblTb YCTAHOB/EH B 3aKPbITOE MOJIOXKEHWE AN1A MOALepXKaHUSA MPOTOKa uvepes
60KO0BOI MopT. Takxke y6eANTECb, UTO 3aXXMM HaXOAUTCSA B 3aKPbITOM MOSIOXKEHUN, YTOObI
noAfep>XnBaTb NPOTOK Yepe3 6O0KOBOW NOPT.

b. B ueHTp A4Na nNpoBefeHWs  Auanui3a nayueHTa  [O/DKEH  CONPOBOXAaTb
COOTBETCTBYIOLWNIA MEANLIMHCKWIA NMepCcoHan.

c. bBokoBoil nNOpT WHTpoAbkCcepa MNOACOEAUMHSAETCA K CUCTeMe Tremoguanmsa B
COOTBETCTBMW CO CTaHLAPTHLIM NPOTOKOJIOM,

d. Mo 3aBepLeHNN granmsa cCM. MHCTPYKLMIO MO N3BMEYEHNIO MHTPOAblOCEPa B MYHKTe 14,

cC

www.merit.com
lNpousBoguTens:
«MepuT Meamkan Cucteme, VHK.» (Merit Medical Systems, Inc.)
CayT O>xopgaH, KOta 84095 (South Jordan, Utah 84095)
Ten. B CLLA: 1-801-253-1600
Cnyxba nogaepxkn knveHtos B CLLIA: 1-800-356-3748

EC REP YNoNHOMOYEHHbIV nNpeacTaBuTesb:
«MepuT Meankan Aiipneng Jita.» (Merit Medical Ireland Ltd)
Mapkmop BusHec Mapk BecT, Monyaii, NpnaHams
(Parkmore Business Park West, Galway, Ireland)
Cnyxb6a nogaepXKu KnmeHToB B EBpone:
Benbrus: 0800 72906;
®dpaHumsa: 0800 916030;
MepmaHma: 0800 1820871;
Mpnangmsa: 091 703700;
HwupepnaHgbl: 0800 0228184;
BennkobputaHma: 0800 973115

401825004/A O 102908
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MpunoxeHne K MIHCTPYKLUN NO NPUMEHEHNUIO
Cneymndukaumsa n3genvs:

B nuHeitke usgenuin gna nHtpofbtocepa Prelude Short nmeroTca cregytowime KoHgpuUrypauum
n3genvs:

BapuaHT ncnonHenums Prelude Short, B cocTaBe:

1. MuTpogbtocep Prelude Short, Tunopasmepbl: 5F (1,7 mm), 6F (2,0 mm), 7F (2,3 mm), 8F (2,6

MM); A/1IMHA 4 CM.

2. CocyancTbliA gunaTatop, Tunopasmepbli: gnametp 5F (1,7 mm), 6F (2,0 mm), 7F (2,3 mm), 8F

(2,6 mm); gnnHa 8 cm, 9 cm.

3. MpoBOAHMK MeTanM4yecKuii, Tunopasmepbl: guametp 0,018” (0,46 mm); 0,021 (0,53 Mm),

0,025” (0,64 mm), gnvHa: 40 cm, 45 cm, 50 cm, 80 cwm; gnameTtp 0,035 (0,89 mm), 0,038” (0,97

MM); anuHa: 50 cm, 80 cM (Npu HEO6XOAUMOCTM).

4. TMpoBOAHUK NMACTUKOBLIN, Tunopasmepbl: guametp 0,021 (0,53 mm), 0,025” (0,64 mm);

anvHa: 45 cm, 80 cm (npy Heo6XoAUMOCTN).

5. Wrna Merit Advance, Tunopasmepbl: 18G, 20G, 21G; gnauHa 2,5 cm, 4 cm, 7 cM (npw
c Heob6Xx0aMMOCTH).

6. Wrna [BYXKOMMOHeHTHas, Ttunopasmepbl: 20G, 22G; apnuHa 2,5 cm, 3,2 cm (npu

HeobXx04MMOCTH).

7. lUnpuy: 3MA, HAKOHEYHMK Tuna Jloep (Npy HEO6XOA4NUMOCTHN).

8. CKasbnesib 0OCTPOKOHeUHbI, AsinHa 63 MM (Npy HEOO6XOANUMOCTN).

9. YCcTpONCTBO ANS BBeAeHUS NpoBojHNKa BowTie (Npy Heob6xogmMmocTm).

10. IHCTPYKLUMA NO NMPUMEHEHUIO.

Hwxe npeactaBneHbl OCHOBHble MaTepuanbl, MCNOMb3yeMble B MPOM3BOACTBE WMHTPOAbOCEpPa
Prelude Short:

Tabnuua matepuanoB anst UHTpoabtocepa Prelude Short (PSS)

KOMMNOHEHTBLI U3genusa Matepuan
Pasbem gunartaropa MonwnatuneH
Tpy6ka gunaratopa MonunponuneH
Konna4vok knanaHa Monnkap6oHaTt
KonbLo ansa ukcaymm LWOBHbIM MaTepuanioM MonunaTtuneH
Kopnyc nHTpofgbtocepa MonuypeTtaH

Mebakc

TpybKa ¢ MapKMpPOBaHHbIM HAKOHEYHWKOM UepHblii nebakc ¢ Kapbuiom Bonbgpama
KnanaH CUNUKOH C 0TBEPXAAKLWMM BeLLeCTBOM
CmasKu CunnkoH
Tpybka 60KoBOro oTBoga MonuypetaH
He nponyckawouwmnii Bo3gyx Konnavok c ABC-nnacTunk
BHELLHeN pe3bbon
MHAVMKATOPHbIN 320KNUM MonunponuneH
MPY>XUHHBIA 38)XUM MonunponuneH
ApanTep ¢ BHyTpPeHHel pe3bboii Monnkap6oHaTt
Kopnyc 3anopHoro KpaHa Monnkap6oHaTt
PyKoAATKa 3anopHOro KpaHa JenpuH
CmMmaska A1 3anopHoOro KpaHa CUNNKOH
HakngHas raiika Cononnagmp
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MPOTMBOINOKA3AHP1A
Onsa nHtpogbtocepa Prelude Short n3secTHble NPOTMBOMNOKa3aHNA OTCYTCTBYIOT.
YIMNAKOBKA

WM3genune Prelude nomewaetcs B qyTnap (M3 nonunponuneHa). Ecnm npoBogHMK ynakoBbIBaeTCs
BMECTE C UHTPOAbLIOCEPOM, MPOBOAHUK BCTABNSETCA B AepXKaTeslb, MPUKPENEHHbIA K QyTAspy.
MpoBOAHUKOBAS WrNa, €cf OHA BXOAUT B KOMMJIEKT, VMMEET MOSIMITUIEHOBbIV KOMMaYoK,
HafleTbl/i Ha KaHIM0 M 3alMLALINA YNaKoBKY OT MOBPEXAEHWA KOHUMKOM UMbl PyTasp
nomMewyaeTcs B rMoKyt0 6/IMCTEPHYO ynakoBKy. V3genune Prelude ¢ TakMMn NpUHAaANeXHOCTAMM,
KakK MPOBOAHUK (BCTaBMIEHHbIN B [epXaTenb), Wrna, LWNpuy W YCTPOICTBO AN BBEAEHUS
nposogHMKa BowTie, BKNagblBaeTcd B TepMO(OPMOBaHHbI /I0TOK, KOTOPbI/i  3aTeMm
nomeliaeTcss B TMOKYH 6/MCTEPHYH YMaKOBKY. [JBYXKOMMOHEHTHasi MPOBOAHMKOBAas Mrna
MoCTaB/IAETCS NPOM3BOAUTENEM B KOHTeHEPe AN1a UMbl (M3 NOAUCTUPONA/MONNNPONUIEHA).

MpuMeHnMbIe eMMBO/IbI

(; 3TOT CUMBO/MI O03HA4yaeT, 4TO M3[eNne TMOSIHOCTbIO COOTBETCTBYET
86 EBponeiickoii AupekTuse 93/42/EEC.

- .J MpounssoguTesnb

EC REP Y NOMHOMOYEHHbIN NPeAcTaBUTENb

He n3Bnekartb C NOMOLLbIO METAIIMYECKNX UHCTPYMEHTOB

(I) OpHOKpaTHOe UCMosib3oBaHue

REF N AeHTU(NKALNOHHBIV HOMep

LOT Homep napTtumn

STERILE EO CTepunusaums; ra3oobpasHblii 3STUNEHOKCUA
BHumaHue:  degepanbHoe 3akoHogaTenbctBo CLUA  paspewaer

Fronly npofaxy A[aHHOro wu3fenus TOMIbKO Bpayam WAW Mo MNpesnucaHuio
Bpauva.

2 Mcnonb3oBatb f0...

A BHMMaHue: cM. npuiaraemyro JOKyMeHTaL o

He ncnonb3oBaTb Npy NOBPEXAEHHON ynaKoBKe

HenuporeHHo
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YCNOBWNA TPAHCITOPTUPOBKW, XPAHEHWA U SKCMNNYATALNN

TemneoaTyoa TPaHCNOPTUPOBKU: Ot -35°C po +55°C.
Temnepatypa XpaHeHus: Ot +5°C po +27°C
Jkcnnyatayms: 0OT115°C 035°C,

OTHOCUTE/IbHasA BMaXKHOCTb Bo3ayxa <80%o,
atmocgepHoe gasneHune 84,0—106,7 KMa
(630-800 MM pT. CT.).
KOHTaKT ¢ BHyTpeHHeli cpepoit opraHuama  32°C -42°C
npu TemnepaType:

Ycnosua aKcnnyatauyn: ncnonb3oBaTb B 1e4e6HO-NPOGUNAKTUYECKUX YUPEXKAEHUSIX.

CPOK XPAHEHIWA
Cpok xpaHeHUA n3genuna - 3 roga.

CTEPNNN3ALINA
CTtepununsaumst aTUNEHOKCHU0M.

YTUIN3ALUNA
W3penns cnefyeT yTUNN3MPOBATL €0r/1aeHO MECTHbIM 3KO/I0rMYeCKMM TpeboBaHMsAM.

Knaec onaeHOCTM MeAULMHCKMX OTXOAOB CO CCbIIKOM Ha cneuyndukaumio Mopgoaornyeckoro
coctaBa (B COOTBETCTBUU C poCCUACKMMU CaHUTapHbIMWU HopMamu n npasunamun (CaHlMuH)
2.1.7.2790-10): Knacc b.

FrAPAHTUA
OrpaHu4eHHasi rapaHTVsA 1 0TKa3 0T OTBETCTBEHHOETU

KomnaHua «MepuT» 3adBASET N rapaHTUPYET, YTO AaHHOe n3genuve HakTUUYeCKU COOTBETCTBYET
eneuM@uKaLsM Ha MOMEHT ero nocTaBkM 3aKasuuKy M UTO B TedeHMe nepuofa, YKasaHHOro B
NUCbMEHHOW OrpaHUYeHHOW rapaHTUKW, OTAE/IbHO MNPeAOoeTaB/ISEMON AN KaXAoro usfenvs, B
JAHHOM wu3fennn He OyAeT BbISAB/IEHO CYLLEeTBEHHbIX JAe)eKTOB MaTepuana M KadecTBa
n3rotosnieHnsa. [aHHas rapaHTUA He TMpuMeHsieTes K u3fgennsam, Kotopble (i) 6bau
MOAN(DULNPOBAHbI, W3MEHEHbI, OTPEMOHTUPOBAHbI, BOeeTaHOB/EHbI, MnepepadoTaHbl UK
BUAOM3MEHEHbI  CTOPOHOW, OTAMYHOM OT KomnaHun «Meput»; () nopgsepranucb
HeHagexalleMy o6paLleHnto, UCNO0b30BaIUCh He M0 Ha3HauYeHUIo, NMOBTOPHO MCMO/1b30Ba/IUCh,
MOBTOPHO CTepWIM30BaNuCL, MoMafjanun B aBapuiiHble CUTyauuun, 3KCiayaTupoBajuCb C
HapyLleHnemM MpasBws, NojBepraanucb He6peXXHOMY 00palleHM0 UM HeeaHKLMOHUPOBaHHOMY
BMewartenbetBy; (L) ObinnM  NoBpeXAaeHbl  BeNeAcTBME  M3ObITOYHOM  (hM3MYECKOMN,
KNMMaTUYECKON WNN 3NEKTPUYECKON Harpysku WAN MWMET W3MEHEeHHbIA, CTepTbii Wau
yOaneHHblIA eepuitHblii  Homep; (iv) 06begMHANMCL C NO6bIM  APYrMM  NpoayKTom; (V)
MCMONb30BaNINCh B LENASIX, OT/IMYHbIX OT «[loKasaHuii K MPUMEHEHMIO», Of0GPEHHbIX
COOTBETCTBYHLMMN KOMMETEHTHLIMU OpraHamMu, WCMOofb30Ba/ieb € HapyLlleHWeM npaBun
NPMMEHEHUS, YKasaHHbIX B crneunpurKaumnsax npogykumm, nnbo NpUMEHANUCL B 06nactu uam
cpeae, ANsl KOTOPOW TaKoe M3genune He paspaboTaHo M He npegHasHaudeHo. J1106ble TeXHUYEeCKne
KOHeyNbTauMn no npogyKuuu npefoeTaBnsaTca KomnaHuel «MepuT» 6e3 0653aTeNbeTB WM
KOMMeHeauun, n KomnaHusa «MepuT» He MPUHMMAET Ha cebs HUKaKux 0643aTeNbeTB WU
OTBETCTBEHHOCTU 3a TakKue KOHCYNbTaluW, MOCKO/IbKY OHW MPefoCTaBAATCA U NPUHUMAKOTCS
noj OTBETCTBEHHOCTb 3akaszumka. KOMITAHUA «MEPUT» HE AENAET HUKAKWX
BAABNEHUN N HE AAET HUKAKUX MPAMbIX WAN KOCBEHHbIX FTAPAHTUU
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NIOBOIro POJA 3AKA3UYUMKY, ENO0O KOHEYHbLIM TMOJIb3AOBATENAM WAN NHbBIM
TPETbUM  NMUAM B OTHOWEHWWM AAHHOW MNPOAYKUWW, TMOMUMO
COAEPXAWNMXCA B HACTOAWEM OOKYMEHTE. KOMMAHUA «MEPUT»
OTKA3BIBAETCA OT OTBETCTBEHHOCTW U NCK/TKOYAET BCE WVHbIE MNMPAMDbIE,
KOCBEHHbLIE W S3AKOHOJATEJ/IBHO TIPEAYCMOTPEHHbBIE TAPAHTVWN, B
YUACTHOCTW TAPAHTUMN OT KOHTPA®PAKTA W KOCBEHHBbLIE TAPAHTUA
NPUTOAHOCTW A4 NMPOAAXWN M COOTBETCTBUA OMNPEAE/IEHHOW LIENN.

Orpan-leH ne OTBETCTBEHHOCTU

HW TP KAKWUX OBCTOATENbLCTBAX KOMMAHMA «MEPUT» HE HECET
OTBETCTBEHHOCTU MEPE/J, 3AKA3UMKOM WU NTOBBIM APYT M ®U3NUYECKM
NNu IOPUANYECKMM  NIMLOM  3A  LUTPA®HBIE,  CMELUUAJIbHbIE,
HEMNPEAHAMEPEHHBIE  WIN  TMPEACKA3YEMbIE KOCBEHHBIE  YBbITKU,
MOHECEHHBIE BC/NEACTBUE YTPATbl PEMYTAUWW, HEAOMONYYEHHON
MPUBbLIIN  OT MNEPEMNPOJAXW, MPUOCTAHOBKW PABOTbl, MOBPEXAEHWA
MPOAYKLMU, MOPYN APYTOWV MPOAYKLUMW AN UHBIX NMPUYWH, BYb TO UCKU
BC/IEACTBWE HEWCMONHEHNA KOHTPAKTHbIX OBA3ATE/IbCTB,
FPAXXAAHCKNX MPABOHAPYLUEHUA U T.4., BOSHUKAIOLWUX B PE3Y/IbTATE
HAPYLWEHUSA MOMIOXEHWA FTAPAHTUWM, JOFOBOPA, 3ALEPXKU, XATATHOCTW,
BE3YC/TIOBHOWM OTBETCTBEHHOCTW UMM MHAYE.

Cnyx6a noaaepXKn KIMeHToB

«MepnT Meankan Cucteme, IHK.» OO0 «MepuUT TeKHONTO/KUC»

1600 YacT MepuT lMapkyaii 119017, r. MockBa, 1-ii Kasauuit nepeynok, fom
CayT JxoppaH, FOTa 84095, CLUA 7, 3Tax 1, KomMHaTa 6

+ 1801 253 1600 Poccnitickas degepaums

+ 7 495 221 89 02
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MepeBog AaHHOrO TeKCcTa CAenaH MHOW, NepeBogunKoM AnekceeBblM Anekceem AneKcaHApOBUYEM.

Poccuiickast denepaums

"opog Mocksa

L-|ETBepTOFO C€HTF|6pF| [Be TbICAYN AEBATHaaUaTOro roga

0 Pe6puHa EneHa MW TpueBHa, BPEMEHHO UCNONHAOWAasa 06593aHHOCT M HOT apuyca

ropofa MockBbl Aknmosa Mne6a bopucoBnya, CBMAET ENbCTBY NOAAMHHOCT b MOANUCKU NepeBOfYMKa
AnexkceeBa Anekcesa AnekcaHpgposunuya.

Mopgnuce caenaHa B MOEM NPUCYTCTBUN.

JInyHOCT b MoAgnNMcasLl ero AOKYMEHT yCTaHOBNEeHA.
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