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meritQ Laureate
HYDftOmMiUCGUIOCWIRE
INSTRUCTIONS FOR USE

Carefully read all warnings, precautions and directions prior to use Failure to do so may result in the improper use of this device which could cause the following
complications:

Shearing of the hydrophilic guide wire

Release of plastic pieces or fragments from the hydrophilic guide wire which may need
to be retrieved from the vasculature

Vessel trauma

Description;

Merit Medical hydrophilic guide wires are constructed from a high quality, steerable, metallic (nitind) core wire with a polymer coating. A hydrophilic coating is applied
over the radiopaque polymer jacket. Guide wires are supplied sterile and non-pyrogenic.

Indications for use:

The Merit Hydrophilic Guide Wire is intended to be used in the peripheral vascular system to facilitate the placement of devices during diagnostic and interventional
procedures

Contraindications:
These guide wires are not intended for Percutaneous Transluminal Coronary Angioplasty use.

Wamings/Adverse Reactions:
Inspect wire for damage prior to use, do not use a wire that has been bent, kinked, or damaged. Use of a damaged wire may result in vessel damage or wire
fragment release into the vessel.
Do not reshape the hydrophilic wire by any means. Attempting to reshape the wire may cause damage to the wire
Do not manipulate or withdraw the wire through a metal entry neecsle or a metal dilator, or use this wire with devices which contain metal parts such as atherectomy
catheters or laser catheters or metal torque devices. This may result in destmction and /or separation of the outer polyurethane coating requiring retrieval A plastic
entry needle is recommended when using this wire for initial placement, or a catheter, introducer sheath or vessel dilator should replace the needle as soon as the
guide wire has been inserted into the vessel.
Never advance the guide wire against resistance without first determining the reason for the resistance under fluoroscopy If resistance occurs and the cause of
resistance cannot be determined, remove the guide wire and device as a unit. Excessive force against resistance may result in damage to the wire and/or to the
vessel
When manipulating, advancing, exchanging, or withdrawing a catheter over the wire, secure and maintain the guide wire in place under fluoroscopy to avoid
unexpected guide wire advancement; otherwise damage to the vessel wall by the wire's tip may occur.
The hydrophilic guide wire should be used only by a physician, who is well trained in manipulation and observation of guide wires under fluoroscopy

Other potential adverse reactions which may result from the improper use of a guide wire include, but
are not limited to;

* Thrombus Emboli

« Arterial or verxxjs vessel wall damage Plaque dislodgment

« Hematoma at the puncture site Infection

* Vessel perforation Vessel spasm

« Hemorrhage Vascular thrombosis
Precautions:

When using a drug or a device concurrently with the wire, the operator should have a full understanding of the properties/characteristics of the dnjg or device so as
to avoid damage to the hydrophilic guide wire.
Use care when manipulating this guide wire through a tightened Hemostasis valve
Cautions;
At least 5 cm of the wire should protrude from the device hub at all times to prevent the wire from sliding entirely into the device due to the low sliding friction of this
wire.
Merit Medical hydrophilic guide wires are packaged in a plastic hoop fitted with a luer hub This packaging is provided to facilitate compliance with the manufacturer
recommended guidelines that the wire must be
flushed with saline or heparinized saline prior to use (See instnjctions for use).
Contents of unopened, undamaged package are sterile and non-pyrogenic

Preparation for use:

1. The surface of the hydrophilic guide wire is not lubricious unless it is wet. Before attempting to remove the guide wire from its'dispenser, inject sterile heparinized

saline solution into the luer lock hub end of the dispenser to fill the dispenser coil. This will completely cover the guide wire surface, activate the hydrophilic
coating, and make the guide wire very lubricious.

Warning; Failure to hydrate the dispenser hoop prior to guide wire removal may result in guide wire damage and or difficult removal from the dispenser
2. After hydrating the guide wire, gently grasp the J-straightener device and pull from the dispenser, once the straightener is separated
from the dispenser, continue to remove the wire from the hoop

3 Ifiuide wire is not properly hydrated, it will be difficult to remove from the dispenser Inject additional heparinized saline solution into dispenser and repeat step #

Instructions for use:

1 Fill concurrent device with heparinized saline solution before and during use to ensure smooth movement of the hydrophilic guide wire within the device.

2. Use of sterilized gauze moistened with heparinized saline solution and/or a non metal torque device will facilitate handling of the wire.

3. Insert the guide wire into the device and arivance to the desired location.

Warning: if movement of the wire within the device becomes diminished, remove guide wire and reactivate the hydrophilic coating by wetting its entire surface with a
heparinized saline solution.

4. Wipe the guide wire with a 4x4 gauze moistened with heparinized saline solution to remove excess blorxl from the guide wire surface.

Warning; Do not use dry gauze as this may damage the guide wire surface resulting in increased resistance when the wire is reinserted into the device.

5. Re-hydrate the guide wire prior to reinsertion into any device or placement into a patient. If additional resistance is felt after re-hydration, replace guide wire
6. Use of alcohol, antiseptic solutions, or other solvents must be avoided.

Warning: These solutions may adversely affect the surface of the hydrophilic guide wire

7. After cleaning the wire, place into the saline filled hoop, proximal end first. The wire may also be placed in a guide wire basin and completely covered with heparinized
saline solution.

Warning; Hydrophilic guide wires must be kept hydrated through out the entire procedure. Re-hydrate as necessary when the surface starts to dry out
Px Only -Caution; Federal (USA) law restricts this device to sale by or on the order of a physician.

REUSE PRECAUTION STATEMENT
For single patient use only Do not reuse, reprocess or resterilize Reuse, reprocessing or resterilization may compromise the structural integrity of the device and/or lead
to device failure which, in turn, may result in patient injury, illness or death. Reuse, reprocessing or resterilization may also create a risk of contamination of the device

and/ or cause patient infection or cross-infection, including, but not limited to. the transmission of infectious disease(s) from one patient to another Contamination of the
device may lead to injury, iliness or death of the patient
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ANNEX TO INSTRUCTIONS FOR USE

DEVICE SPECIFICATIONS

The wires are offered in the following configurations;

0.018" (0.46 mm) outer diameter: standard shaft, straight and angled tip configurations with lengths
ranging from 80cm - 260cm.

. 0.025” (0.64 mm) outer diameter: standard shaft, straight and angled tip configurations with lengths
ranging from 150cm - 260cm.

« 0.035” (0.89 mm) outer diameter: standard and stiff shafts, straight and angled tip configurations with
lengths ranging from 80cm - 260cm.

. 0.038" (0.97 mm) outer diameter; standard and stiff shafts, straight and angled tip configurations with
lengths ranging from 80cm - 260cm.
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MATERIAL OF CONSTRUCTION

In the figure below, the Laureate guidewire is presented to clarify the various components and materials.

Core Wire Nitinol
Jacket Tungsten filled polyurethane
Coating Hydrophilic Co-polymer

PACKAGING

The Merit Laureate is sold as a stand-alone device. The wire is placed inside a multiple loop flush dispenser,
also referred to as a hoop. The dispenser hoop will have a female Luer connection which facilitates solution
flushing through the hoop to hydrate the guide wire. The wire is placed so that the distal end of the wire comes
out of the outer portion of the dispenser hoop. A wire holder will be placed on the other end of the hoop to
introduce the wire into the catheter. The hooped guide wire assembly is placed in a Tyvek peel pouch that is

sealed using a validated heat seal process. Five pouches are placed in a white box and completed with IFU.
Theses \white boxes can be placed inside a shipper carton/box

PRODUCT SHELF LIFE
The Merit Hydrophilic Guide Wire is labeled for a three (3) year shelf life.

Merit guarantees the compliance of the product with the requirements of regulatory documents during this
period keeping the storage and transportation conditions and if the package is not damaged.

TRANSPORTATION. STORAGE AND USAGE

Transportation should be conducted in accordance with the agreed contract between the two sides
Storage conditions
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Parameter —_ Value
Temperalure From +5°C to +27°C
Relative humidity From 10% to 90%
' | Pressure 84.0 — 106.7 kPa (630 — 800 mm Hg)

_____Transport environment conditions
Parameter Value
Temperature From -35°C to +55°C (environment)
Relative hurnidity From 10% to 90%

[ Pressure 84.0 — 106.7 kPa (630 — 800 mm Hg)

Usage:

Temperature Range: 252 10°C

Relative air humidity: <80%

Aimospheric pressure: 84.0 -106.7 kPa (630-800 mm Hyg).

Contact with the intermnal enwironment of the body at a temperature of 32°C to +42°C
Use Conditions - in a medical and preventive treatment facility

DISPOSAL

Dispose the devices according to local enviconmental requirements.

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

WARRANTY
Limited Warranty and Disclaimer
mmanamumummalmmm«m»mmamumdwmw

or compensation obligation or
., ol such advice being given and accepled 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 OTHERWASE.

;

List of Product Label Part Numbers

This symbol means that the device
c € fully complies with European
0086 Directive 93/42/EEC.
I_ Manufacturer
Authorized Representative
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Do not withdraw through metal
devices.

Single use

Reference Number

Lot Number

Sterikization: Ethylene-Oxide Gas

Caution: U. S. federal law restricts
this device to sale by or on the order
of a physician.

Use by

Caution: Consult Accompanying
Documents

Do not use, if package is damaged

Non-pyrogenic

Merit Medical Systems, Inc.
1600 West Merit Parkway

South Jordan, Utah 84085 US.A.
+1 801 253 1600
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Customer Service

Merit Technologies LLC
118017 Russia, Moscow

1% Kazachii per. h.7 floor 1 office 6,

+74952218902




[MepeBoa ¢ aHrnniickoro si3bika Ha pycckuil f3bik]

JkcnnyaTaunmoHHasa JOKYMeHTauns
Merit Laureate

Jata: 30 ntoHa 2020 .

Coctont 13 5 cTpaHuy,

YOOCTOBEPEHUE

LUTaT KOTa
TOYHOE MEecCTOo

Okpyr ConT-Jleik )

CerogHs, 30 mioHa 2020 r., KO MHe, HoTapuycy [pkeHHudep ®opaxam, JNIMYHO ABUACA
Kopu MapLu, meHexep oTAena no HOPMaTUBHO-NPaBOBOMY PEry/nMpoBaHuUIO, NOATBEPAMBLINA
Ha OCHOBaHUW y6eAWTeNbHbIX [0Ka3aTeNbCTB, YTO OH fABNAETCA NULOM, MOAMWUCH KOTOPOro
MpocTaB/ieHa Ha NpuaaraeMom AOKYMEHTe, a TakXXe MOATBepAMBLUNIA, YTO OH IMYHO nognucan
ero.

Y [0CTOBEPSAETCS MOE NOANUCHI0 N OPULNAIBHONM NeYaThblo.

Inognuce!
HoTapuyc

Mosi nuLeH31a AeicTBUTENbHA A0 27 UoHS 2021 T.

[LWTamn:

L>XeHHUGep dopaxsm

HoTtapuyc wTtata KOTa

JinueHsuna Ne 695417

Mos nuueH3nsa aencTeuTenbHa a0 27 noHs 2021 r.]
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Inodnucbl

Kopun MapLu

MeHepKep oTgeN1ia N0 HOPMATUBHO-MPaBOBOMY PEryMpoBaHuio
«Meput Megukan Cuctems, MHK.»

(Merit Medical Systems, Inc.)

30 noHa 2020 T.

[MevaTb KOMNaHUM «MepnT Meaukan CucTems, NHK.»]

MPOBOAHUK F'MAPO®U/IbHbIA MERIT LAUREATE

3KcnnyaTauMoHHasa JOKYMeHTaLus
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MERIT LAUREATE
MPOBOAHUK MMAPO®UbHbIN

NHCTPYKUMA MO NPUMEHEHWIO

Mepen npuMeHeHWeM cnegyet BHUMATE/IbHO O03HAKOMWUTLCA CO BCEMM MPeayrnpexpeHusamu,

vepaMn NpefoCTOPOXKHOCTM M yKasaHusMW. HecobnwogeHne AaHHOrTo TpeboBaHUS MOXeT

MPMBECTU K HEMpPaBW/IbHOMY MPUMEHEHUD YCTPOCTBA, YTO B CBOK OYepeflb MOXET CTaTb

MPUYMHOW CNeayHMNLLLX OCMOXHEHWA:

o CpABur ruapouibHOro NpoBoAHNKa

* OTgeneHne nNacTUKOBbIX 06/IOMKOB WAM  (PParMeHTOB TUAPOMUIBHOIO MNPOBOLHUKA,
KOTOpble, BO3MOXHO, MOTPebyeTcs 13BnedYb M3 COCYANCTON CUCTEMDI.

e TpaBma cocyja

OnwucaHwe:

MmapodunbHble NPOBOAHMKM KoMMaHun «MepuT Megukan» (Merit Medical) coctosT u3
BbICOKOKQYECTBEHHOIO  PEry/IMpyemMoro  MeTa/yIn4eckoro  (HUTUMHONOBOrO)  CepAedYHuKa
(cTepkHA) € MOMUMEPHLIM  MOKpbITUEM. [MApoWUIbHOE  MOKPLITUE  HAHOCUTCA  Ha
PEHTrEHOKOHTPACTHYO NOAMMEPHYH  060n104ky (GhyTnsap). [1poBOAHUKKM  MOCTaBAAKOTCA
CTEPUbHBIMU U ABNAKTCA anmporeHHbIMU.

MoKasaHWst K MPUMEHEHWUIO:

FMapouibHble MPOBOAHUKM KOMMaHWM «MepuT» npefgHasHayeHbl A8 MPUMEHEHUS B
nepudepryeckoit cocyiMcToil CUCTEME C LIe/bI0 YMPOLLEHNS pa3MeLLeHNs YCTPOICTB BO BpeMs
ANArHOCTMUECKUX U XUPYPTUYECKUX npoueayp.

r]pOTI/IBOI'IOKa3aHI/IFIZ
npOBO,EI,HVIKI/I He npefaHa3HayeHbl AnA LIpeCKO)KHOI\/II TpchnromvnHaanon KOpOHapHOVI
aHrnonnacTukn.

MpenocTepexkeHUs / HeXXenaTeNbHble peakLun:

e [epea NpUMeHEHWEM MpPOBEPbTe MPOBOAHMK HA HanMune NOBpexAeHWi. He mucnonb3yiite
AehOPMUPOBaHHbIA,  W3OTHYTbIA  UAM  NOBPEXAEHHbIA  MPOBOAHWK.  [pUMeHeHMe
MOBPEXAEHHOTO NPOBOAHMKA MOXET NPUBECTU K MOBPEXAEHMIO COCYa UMW OTKa/blBaHMIO
(hparMeHTOB NPOBOAHMKA B COCY/AE.

e Hukoum 06pa3omM He M3MeHsliTe opMy TMAPOGUNLHOrO NPOBOAHMKA. MONbITKA U3MEHUTb
(hopMy NPOBOAHMKA MOXET MOBPEANTH NMPOBOAHMK.

e He npoBoAnTe MaHUNYNSLUUWU U He MbITAiTECh M3BNEYL NMPOBOAHMK Yepe3 MeTaNnyYecKyto
WHBEKLUMOHHYIO WY WMAU MEeTanIMYyeckuii aunatatop, a Tak)Ke He WCMOMb3yinTe AaHHbINA
MPOBOAHWUK C YCTPOCTBaAMM C METa//IMYECKUMN [eTansiMu, Hanpumep, KaTeTepamu Ans
aTepPIKTOMMUU, Na3epHbIMU KaTeTepamu UM MeTanIMYecKUMI yCTPOCTBaMM ANs BpaLleHus
NPoOBOAHMKA. STO MOXeT CTaTb MPUUYMHOW paspylleHus M / NN OTAENeHUs BHELLHEro
MOMIMYPeTaHOBOrO MOKPbITUA, KOTOPOe BMOCNEACTBUM MOTPebyeTcs u3Bnekatb. [pu
MEepPBMYHOM  pPasMeLleHMU MPOBOAHMKA PEKOMEHAYeTCs MNPUMEHSTb  MIACTUKOBYIO
WHBEKLMOHHYIO WY WNU KaTeTep, WHTPOAbICEP WAW COCYAWUCTbI AunaTatop [AOMKEH
3aMeHUTb UMY, KaK TONbKO NPOBOAHUK BYaeT BBEAEH B COCyA,.

e HwuKorga He npojBuraiiTe MPOBOAHWK, €CW Bbl CTONKHY/UCb C COMPOTUBMIEHWEM [0 TeEX
nop, Noka Npu4YMHa COnpoTUBNEHUS He GyAeT yCTaHOB/MeHa B Xo4e (iyopockonuu. Ecnm
COMPOTMB/EHNE HE WCYe3aeT M ero MNpuumHa He MOXET OblTb YCTaHOBMEHA, W3BNEKUTE
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MPOBOAHUK BMeCTe C YCTPOWCTBOM. Ype3MepHOe NpuKNaablBaHWe CWabl B CNyvae
BO3HWKHOBEHWUSI COMPOTUBNEHUS MOXET MPUBECTU K MOBPEXAEHWUIO MPOBOAHMKA W/MNK
cocya.

e [lpn OCYLIECTBNEHUN MaHUMYNAUWUA, NPOABMXKEHUS, 3aMeHbl WAW W3BJeYeHUs KaTeTepa
yepe3 MPOBOAHUK, 3a(MKCUPYNTe W YyaepXusaliTe NPOBOAHMK Ha MeCTe BO Bpems
(hnyopockonuu fAns Toro, yToGbl M36eXaTb BHE3amHOro MNPOABWXEHWUS NPOBOAHWMKA. B
MPOTUBHOM C/lyyae KOHUMK MPOBOAHMKA MOXET MOBPeAUTbL CTEHKY COCyza.

o 'MAPO(UNbHLIA NPOBOAHUK AO/MKEH NPUMEHSATHCA TOMbKO BpadaMu, XOPOLLO 06YUYEHHbIMY
MaHUNyNALMM U BU3YyanbHOMY Ha6/0AeHNIO 33 MPOBOAHNKOM B X0/€ (h/lyOpOCKOMUK.

[pyrve noTeHuManbHble HeXenaTesbHble peakKuun, KOTOpble MOFYyT BO3HUKHYTb
BC/IEAAICTBME HEMNpPaBW/IbHOr0 MNPUMEHEHNA MNPOBOAHMKA KaTeTepa, MOMWMO MpPOYero,
BK/IOYAIOT:

Tpomb

AM60bI

MoBpexaeHne CTEHOK apTepuanbHbIX UM BEHO3HbIX COCYA0B

CwmellleHKne 6nsLekK

CemaTOMbl B MeCTe NMyHKLMK

MHhekumsa

Mepgopayuns cocyaa

Cna3wm cocyga

Memopparus

Tpom603 cocyaos

Mepbl NPefoCTOPOXHOCTHU:

e T[lpn OJHOBPEMEHHOM MNPUMEHEHUW Mpenapata WAM YCTPOICTBA U MPOBOAHUKA
onepupyloWniA Bpay AOMKEH MOMNHOCTbIO MOHMMATb CBOWCTBa/XapaKTepUCTUKK npenapaTa
WAK YCTPOICTBA A1 TOFO, YTOObI 136eXaTh NMOBPEXAEHUS TMAPOMUILHOTO NMPOBOAHMKA.

o CneflyeT OCTOPOXHO OCYLLECTBNATb MaHUNyNsuuM MPOBOAHUKOM uepe3 3aTAHYThbIN
reMoCTaTUUeCKMin KnanaH.

MpegynpexaeHuns:

* T[1pOBOAHMK AO/MKeH BCerfa BbiCTynaTb M3 BTY/KW YCTPONCTBA He MeHee YeM Ha 5cm ans
TOro, 4tobbl nNpefoOTBPaTUTb MOJSIHOE COCKa/b3blBaHWEe MPOBOAHMKA B YCTPOWCTBO
BCMEACTBME HU3KOMO TPEHUS CKOMbXEHWS NMPOBOAHMKA.

e [mapounbHble MPOBOAHMKM KOMNaHun «MepuT Megnkan» ynakoBaHbl B MNacTUKOBOE
KONbLLO CO BTYNKOW TWMa «/1H03p». Y NakoBKa NpejocTaBnseTca As Toro, 4Tobbl 061erynTb
cobntofeHre peKOMeHAauuin nocTaBlWMKa O TOM, YTO Mepej NpUMeHeHMem MpPOBOLHUK
cnefyet nNpoOMbITb  (PU3NOMIOTMYECKUM WX TenapuHU3MPOBaHHbIM - (PU3NONOTNYECKUM
pacTBopoM (CM. MHCTPYKLUW NO NMPUMEHEHUIO).

o CofepXnumoe 3aKpbITbIX W HEMNOBPEXJEHHbIX YNaKOBOK CTEPUIbHO W HE Bbli3blBaeT
MUPOrEHHbIX peakLuii.

MoAroToBKa K NPUMEHEHWIO:

1. T1oBEpPXHOCTb FMAPOGUIBHOIO NPOBOAHMKA SABNAETCS CKO/b3KOM, TONbKO €CN OHAa BNaXKHas.
Mpexzae yem W3BNeYb MPOBOAHWK M3 060/I0YKM, BBEAMTE CTEPU/bHbIA FenapuHU3NPOBaHHbII
(U310NOrMYECKUIA PacTBOP BO BTYNKY COEAMHEHUS TUMA «/1H03P» AN TOro, YTo6bl 3aNONHUTbL
Tpy6KYy pas3gaToOyHOro YCTpoicTBa. Takum 06pasoM, TMOBEPXHOCTb MPOBOAHMKA 6yaeT
MOMHOCTbIO MOKPbLITA, TMAPODMUILHOE MOKPLITE aKTUBMPOBAHO, W MPOBOAHUK CTaHET OueHb
CKO/Ib3KUM.
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MpegynpexaeHne: Ecnu Tpy6ka 060104KM He 6yaeT yBNAaXHEHA 40 U3BEUYEHUS MPOBOAHMKA,
TO3TO MOXET MPUBECTW K MOBPEXAEHWIO MPOBOAHMKA UK K TPYAHOCTAM €ro M3BNneYeHUs U3

000/I0UKWN.

2 Mocne yBNaXHeHUs NPOBOHMKA OCTOPOXXHO BO3bMUTE J-KOHUMK YCTPOICTBA U BbITAHUTE €r0
VB pasfaToOYHOro YCTpoiicTBa. Kak TONbKO KOHYMK 6yaeT W3BMlEYEH W3 pa3faToOvyHOro
YCTPOICTBa, NPOAO/MKMTE N3BNEYEHNE NMPOBOAHMKA U3 TPYBKM.

3 Ecnv NpoBOAHUK HEAOCTATOYHO YBMaXHEH, TO ero GyAeT CMOXHO U3BMeYb M3 Pa3faToyHOro
ycTpoiicTBa. BBeauTe [OMONMHUTENbHbIA 06bEM TenapuHU3NPOBAHHOTO (U3MONOTUYECKOTO

pacTBopa 1 noBTopuTe Lwar Ne 2.
WHCTPYKLUM MO NPUMEHEHNIO:

1 3anonHsiiTe COOTBETCTBYIOLLEE YCTPOMCTBO TrenapuHU3NPOBAHHBIM  (U3NONOTUUYECKUM
pacTBOPOM TMepej WCMONb30BaHWEM U BO BPeMs Hero fAns Toro, 4To6bl 06ecneynTb
6ecnpensTCTBEHHOE ABUXKEHWE TMAPO(PUILHOTO NMPOBOAHMKA B YCTPOCTBE.

2. icnonb3oBaHve Mapnu, YBNaXKHEHHOW renapuHM3MpoBaHHbIM (HM3NONOTMYECKM PAacTBOPOM,
WnM HemeTannMYyeckoro YCTpPoWCTBa ANS BpalleHWs MPOBOAHMKA YNpPOLlaeT YnpaBieHue
MPOBOAHNKOM.

3. BcTaBbTe NPOBOAHUK B YCTPOWCTBO M NPOABUraiiTeECh O HEOGXOAMMOTO yyacTKa.
MpeaynpexaeHune: Ecnm NoABMXHOCTb NPOBOAHMKA B YCTPOWCTBE YMEHbLUAETCS, U3BNEKUTE
MPOBOAHWK W BHOBb aKTUBMPYITE TUAPOGUNLHOE MOKPbITUE, MOMHOCTHID CMOYMB  €ro
MOBEPXHOCTb renaprHU3MPOBaHHbIM (U3NONOTMYECKUM PACTBOPOM.

4. MpoTpuTe NPOBOAHWUK Mapneir 4x4, CMOYEHHOW renapuMHU3MpPOBaHHLIM (U3N0NOTNYECKUM
pacTBOPOM A1 TOr0, YTOObl YAaNUTb IMLIHIOK KPOBb C MOBEPXHOCTU NPOBOAHMKA.

MpeaynpexaeHune: 3anpeLwaetca NPUMEHATL CYXYH Map/to, MOCKO/IbKY OHa MOXET NOBPeauThb
MOBEPXHOCTb MPOBOAHMKA, 4YTO MPUBEAET K MOBbILEHWIO COMPOTMB/IEHWUA MpPU MOBTOPHOM

BBEeAEHNN NPOBOAHWNKA B yCTpOI7ICTBO.

5. Mepes NOBTOPHLIM BBeAEHVWEM MPOBOAHMKA B YCTPOICTBO WMAM TeNO MauueHTa HeO6XOANMO
ero BHOBb YBNaXHWTb. ECNM Mocfie NOBTOPHOFO YBNAXHEHMS OLLyLLAeTCs AO0NONMHUTeNbHOe
CONpPOTWBNEHNE, 3aMEHINTE MPOBOAHNK.

6. H606X0,EI,I/IMO nsberatb NMPUMEHEHNA 3TUNOBOro cCnupta, aHTUCEMTUYECKUX pPaCcTBOPOB WU

ApYyrux pacTBOpUTENeiA.
MpeaynpexaeHue: 3TW pacTBOpPbl MOTFYT OKas3aTb OTpuLaTe/lbHOE BAUSIHWE Ha MOBEPXHOCTb

rMApPoNIbHOTO NPOBOAHMKA.

7. Tlo 3aBepLIEHMIO OYMUCTKM TNPOBOAHMKA MOMECTUTE €ro B TPyOKYy, 3arno/iHEHHYIO
(hM3NONOTNYECKUM PacTBOPOM, HauMHas C MPOKCUManbHOr0 KoHUA. MPOBOAHUK TakKXe MOXHO
MoOMecTUTb B  eMKOCTb ANs  NPOBOAHWKA, TAe OH OyAeT  MNOMHOCTbK  MOKPbLIT
renapuHN3NpPoBaHHbIM (M3NONOTUYECKUM PacTBOPOM.

MpegynpexaeHne: Heo6xoauMmo coaepxaTb FUAPOGMUNbHbIA MPOBOAHWK B YBNAaXHEHHOM
COCTOSIHUM Ha NpPOTsHXKeHUW Bceld npouefypbl. Mo Mepe HEO6XOAMMOCTM MOBTOPHO YBNAXHUTE
MPOBOAHWK, €CIN €r0 NMOBEPXHOCTb HAYMHAET BbICbIXaTb.
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IpegynpexaeHvie Rx Only (Mpogaxka paspelueHa ToNbKO cneuvannucrtam): B cooTBeTcTBUM
®egeparbHbiM - 3akoHOM  (CLLA) npojaxa [AaHHOro YCTPOMCTBA paspelleHa TOo/bKO

JIMLUEH3MPOBaHHbIM BpayamM Wan Mo nx HasHa4YeHuto.

NPEAYTIPEXXAEHWE O 3AMPETE MOBTOPHOIO NCIMOJ/IbSOBAHNINA

V3pgenve npefHasHaYeHO TONbKO AN OAHOKPATHOIO MpMMEHeHUs. 3anpeliaeTcs MOBTOPHOE
npYMeHeHVe, 06paboTKa uNM cTepunmsaumus. [1OBTOpHOE MpuUMeHeHWe, 06paboTKa Wam
cTepuUnM3aUys MOTYT HapyliMTb CTPYKTYPHYH LIENOCTHOCTb M3Aenus W/unu npuBecTn K
HEWCNPaBHOCTU W3JeNNs, YTO B CBOK OYepedb MOXET CTaTb MPUUMHOI TPaBMbl, 3a60/1eBaHMS
WM CMepTU nauueHTa. MOBTOPHOE MpUMeHeHne, 06paboTKa WK CTEPUNN3ALMSA MOTYT TaKxe
co37aTb PUCK 3arpsisHEHWst U34eNUs U/MNU NPUBECTU K UHAWULMUPOBAHUIO MM NEPEKPECTHOMY
VHOULMPOBAHUIO  MaLWMeHTa, BK/OYas, MOMUMO nNpoyero, nepefavyy UHMOEKLMOHHbIX
3a60M1eBaHMiA OT OIHOFO NaLMeHTa Apyromy. 3arpsisHeHUe M3Aenus MOXeT NMPUBECTU K TPaBMe,

3a60/1€BaHNI0 UK CMepPTUN NnaumneHTa.

/nopnuce! [MeuaTs:
LaH Knapk «MEPUT MEAVKAJTI CUCTEMC, NHK.»
17 okTs6ps 2016 T. MEYATb KOMMAHUNN
IOTA
1987]
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YHUOUNKALIMA N3LESTNA
[MpoBoaHVK NpeanaratoTCs B CAeAyOLWNX KOHADUTYpaLnsX:

BHewWwHWiA gmametp 0.018” (0.46 MMm): cTaHAapTHbIA CepAevyHMK, (OPMbl KOHYMKA -

npavias n U3orHyTas, gnmda 80 - 260 cwm;
BHewWwHMn gmnametp 0.025” (0.64 MM): cTaHAAPTHBIA CepAevyHUK, (OPMbl KOHYMKA -

npaviad U u3orHyTasa, gnavHa 150 - 260 cm;

. BHeWHWIA gnameTtp 0.035” (0.89 MM): CTaHAAPTHbIA U XECTKUIA CepaevHUKK, GopMbl
KOHYVKa - MpAmMas u n3orxytas, gnmda 80 - 260 cwm.
. BHewWwHMn amnametp 0.038” (0.97 MM): CTaHLAPTHBIA W XECTKUA cepAevHUKU, hopMmbl

KOHUYMKa - npaAMas 1 n3orHyTas, gnnHa 80 - 260 cm.

'&0cn*0.5¢cn*
Reference Danension Refi"ence Ommsion
3cn Ref Max Dry DD 0.CLL3 Ho* Wet OB 0.019I
A
| r Y
Finished Jacketed " Coated Product
Finished Jacketed & Coated Product roTOBOE W3feNnune C MOKPbITUEM B 060104Ke
Max Dry MaKC, CyXoCTb
Max Wet MaKC, BNa>XHOCTb
Reference Dimension KOHTPONibHbIN pasmep

MATEPUAJIbI KOHCTPY KLU

Ha cxeme HuXe npeacTaBneHbl pas/iMiyHble KOMNOHEHThI U MaTepuasnbl NPOBOAHMKA Laureate.

KOoMNOHEeHTbI Cneyngunkaumsa matepmnana

CepLeyHVK NpOBOAHMNKA HuTuHoN

O6onouka (pyTnap) MonunypeTaH ¢ cofepXaHnem Bosibppama

MoKpbITHe MmapotnnbHbIA cononuMep
YMNAKOBKA

MpoBoaHMK Merit Laureate npogaeTcs Kak oTAenbHoe u3genve. MPOBOAHMK YMakoBaH B
MHOFOBMTKOBOE NAAaCTUKOBOE KOMbLo. OHO MMeeT BTY/KY TUMa «103p», 4To 06/1eryaet nogavy
CTEpPUILHOTO pacTBOpa Yepe3 Ko/bLo A/ YBNaXKHEHUs MPOBOAHMUKA. MpPOBOAHMK pacnonaraeTcs
TakKUM 06pasoM, YTO ero AMCTabHblii KOHEL, BbICTYNaeT M3 BHELUHE YacTu Konbla. dukcatop
MPOBO/JHMKA pacrnofnaraeTcs Ha NPOTMBOMNOMIOXHOM KOHLE 415 06ecrneyeHns BBEAEHUS KaTeTepa.
MpOBOAHMK B KOMblLe MOMELLEH B 3alUTHbIA nakeT Tyvek, KOTOpbIA repmeTusmpyetcs c
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pyMeHeHVeM BafIMAMPOBAHHOIO npouecca 3anavBaHuA. [ATb NaKeTOB YMNakKOBbLIBAKTCA B
LWMHCKYI0 KOPOOKY M KOMMNAEKTYHTCA UHCTPYKUUEA NO NMPUMEHEHUID. DTN MeULMUHCKMe
OpOBKN MOTYT 6bITb YNakoBaHbl B TPAHCMOPTUPOBOYHYO KAPTOHHYK KOPOGKY UK ALLUK.
FOKT'OAHOCTWM N3QENNA
fQoK rogHocTn ruapo@unbHbIX npoBogHWKoB Merit - 3 (Tpu) roga. KomnaHus «Meput»

(rapaHTUpyeT COOTBETCTBUE U34ENNS TPEBOBAHMAM HOPMATKBHbIX JOKYMEHTOB B TeUeHWe 3TOro
'CpOKa Npn CO6/0AEHNI LIENIOCTHOCTU YNAKOBKM 1 NPaBU XPaHEHWs U TPaHCNOPTUPOBaHUA

TPAHCIMNOPTUNPOBKA, XPAHEHWE N NCITOJ/Ib3OBAHWE

Ycnosua xpaHeHunsa

MapameTp 3HayeHve

Temnepatypa oT+5°C po +27°C

OTHocuTe bHaA o1 10% fo 90%

B/IXKHOCTb

[JasneHve 84.0- 106.7 kIMa (630 - 800 mm pT CT)

Y CNnoBuMsa TPaHCMOPTUPOBKM

MapameTp 3HayeHue

Temnepatypa ot -35°C o +55°C

OTHocuTeNbHasA ot 10% po 90%

B/IXKHOCTb

[JasneHve 84.0 - 106.7 kIa (630 - 800 mMm pT CT)

YcnoBus UCnosib3oBaHUA

Temnepatypa 25 £ 10°C
OTHOCUTeNbHasa BNaxXHOCTb < 80%
[asneHune 84.0 - 106.7 kMa (630 - 800 mm pT CT)

KOHTaKTUpyeT ¢ BHYTPeHHel cpedol Tena npu Temnepatype 32°C - 42°C.
YcnoBua NpUMeHeHUs 1U3Lennsa - B Ne4ebHO-NPOPUIAKTUYECKUX YUPEXAEHNAX.

YTUNN3ALUNA

M3genna cnefyet yTUAU3MPOBaTb B COOTBETCTBMU C MECTHbIMWU TpeGoBaHUAMU MO OXpaHe
OKpY>XatoLLen cpeapi.

Knacc onacHoCTM MeAMUMHCKMX OTXOLOB Ha OCHOBaHWW creundukauuy Mophonornyeckoro
coctaa (B cooTBeTcTBMM ¢ CaHUTApHO-3NMAEMWUONIOTMYECKUMK  NpaBunamy K
HopmaTuBamu (CaHlMumH) Poccum 2.1.7.2790-10 - Knacc b

FTAPAHTUNA

FTAPAHTWA
OrpaHnyeHne rapaHTUN N OTBETCTBEHHOCTU
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wuns «Meput» 3asBNSeT W rapaHTUpyeT, 4TO JaHHble WU34enns Mo  CyLlecTBy
FTCTBYHOT TEXHUYECKMM TpeboBaHMAM Ha MOMEHT MX OTMpaBkn KAWeHTY u No CyLliecTBy
[byoyT vmeTb aedekTOB Martepuana M KOHCTPYKLWW B TeYeHMe Nepuofa, yKasaHHOro B
IMYEeHHON NUCbMEHHOM rapaHTUK, NpUNaraeMoi K KaKaomy nsgenuio. [aHHas rapaHTus He
bripocTtpaHseTcs Ha  u3f4enus, Kotopble ObiinM (i)  MOAUMULMPOBAHbLI, WU3MEHEHbI,
FTMOHTVMPOBAHbI, PEKOHCTPYMPOBaHbl WAM  npeobpa3oBaHbl MOObLIM  NULOM, MNOMUMO
WwaHum «MepuT»; (ii) MCNONMb30BaHbl HE MO Ha3HAYEeHMIO WKW HeHagnexaulum obpasom,
[MoBTOPHO MCMOMb30BaHbI, MOBTOPHO CTEPUIN30BaHbl, CAYYailHO MOBPEXAeHbl, nocTpagann oT
SpexxHocTV 6o noaaenadsl; (iii) NOBpPeXAeHbl B pe3ynbTaTe Ype3mMepHOi (hM3MYecKol nnm
MEKTPUYECKON Harpysku Nnb6o HebnaronpuaTHOro BO3AENCTBUA OKPY>KatoLein cpeabl; Uam nx
EpUIHBIA HOMep Obln WM3MEHeH, noBpexaeH unu ypaneH; (iv) COBMeELLEHbl C Apyrumu
Insgenuamm; (V) MCNoNMb30BaHbl He B COOTBETCTBMM C VIHCTPYKUWeld MO MNPUMEHEHWUIO,
/yTBEpPXAEHHOW COOTBETCTBYHOLLMM KOMMETEHTHBIM OPraHOM, UCMO/b30BaHbl HE B COOTBETCTBUM
00 creyungukaumn nMbo He B COOTBETCTBYHOLWLEA 415 LAHHOIO U3JeNUA OKpYXatolel cpege.
Jobble TEXHUYECKME KOHCY/NbTauumn no U3gennio npegocTaBnsaloTcs KomnaHmen «Meput» 6e3
Kaknx-nnbo 0653aTeNbCTB U BO3HarpaXgeHns, n «Meput» He MPUHUMaeT Ha cebs HUKaKOM
OTBETCTBEHHOCTU 3a Takue KOHCY/bTauuu, KOTOpble JalTCA U NPUHUMAKOTCA Ha puck KnveHTa.
3A NCK/TKOYEHVNEM ABHO COPOPMYNMMNPOBAHHbLIX B HACTOALWEM JOKYMEHTE,
KOMMAHWA «MEPUT» HE AAET HUKAKNX ABHbIX UV HEABHbLIX 3ABEPEHUW U
FAPAHTUW B OTHOLWEHWUW U3AENUN KNVNEHTY, KOHEYHOMY MOJIb3OBATE/IO
WL  NOBOW TPETBEM CTOPOHE. KOMMAHWA «MEPUT» OTPULAET W
NCKNHOYAET BCE APYIME ABHbIE, MOAPA3YMEBAEMbBIE W MPEAMMNCAHHbIE
FTAPAHTUW, BKJ/IHOYASA, CPEAV MPOYErO, FAPAHTUIO OT KOHTPAG®AKTHOW
npoaykKunmn, A TAKXE TIO4PA3YMEBAEMbBIE TAPAHTUNA TOBAPHOW
MPUTOAHOCTUN U COOTBETCTBUA ONPEAENEHHBIM LLEETAM NCMOJIb3OBAHNA.

OrpaHun4yeHne OTBETCTBEHHOCTHU

HA TP KAKWUX OBCTOATE/IbLCTBAX KOMITAHNA «MEPUT» HE HECET
OTBETCTBEHHOCTW MEPEA KAWMEHTOM WA OPYTUM ®USNYECKUM WA
IOPUANYECKMM  NNLUOM 3A LWTPA®HbLIE, OCOEBbIE, CNYYAWHBIE WA
KOCBEHHBbIE YBbITKW, MPUYMHEHHBLIE BCNEACTBWE YLWEPBEA PEMNYTALWN,
MOTEPW MPUBEbLINN TP  TEPEMPOAOAXE, OCTAHOBKW TMPON3BOACTBA,
MONOMKWN W3AENNA, OBECUEHEHWE AOPYIUX W3AENNA WNN WHOrO, B
PE3Y/IbTATE COBEPLUEHNA KOHTPAKTA, AE/INMKTA UIWN NHbIX AEUNCTBUIA, NN
BC/IEACTBUE HAPYLWWEHWNA FTAPAHTUNN, HAPYLLEHWSA OJOTOBOPA,
HECOB/TIOAEHNA CPOKOB, XANTAHTHOCTW, BO3HUKHOBEHWA OBBEKTWBHOW
OTBETCTBEHHOCTW NI NHOTI O.

CnKncoK yCNnoBHbIX 0603HAYEHUI HA MAapPKNUPOBKE U3aenns

STOT CMMBON 03HayaeT, 4YTO W34eNve MONHOCTbI COOTBETCTBYET
C € (% Tpe6oBaHuam Aupektuebl EC 93/42/EEC no MeANLMHCKUM M3AENNAM

mJ

EC REP

lMpownssoguTens

YNONHOMOYEHHbIA npeacTtaBuTeNb

He ncnonb3osatb 4718 U3BNEYEHUA MeTannyeckume MHCTPYMEHTbLI

N\
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T REF

B LOT

B ISTEHRILE EO
1 only

1.
A
X

[ns oaHOpPa3oBOro MCnosb30BaHUA
Homep no karanory
Kog naptum

MpocTepuN30BaHO OKCUAOM 3TU/EHa

MpegynpexaeHue: ®efepanbHoe 3akoHodaTensctso CLUA paspeluaer
npojasatb JaHHOEe M34e/na TONbKO Bpavyam Wau no mux npegnmcaHunto

Wcnonb3oBaTh Ao
BHumaHue! CmMoTpu npunaraemble JOKYMEHTbI
ANNPOreHHo

He ncnonb3oBath NpY NOBPEXAEHUN YNAaKOBKN

Cnyx6a nogaep>XKn KIMeHToB

«Meput Megukan Cucteme, MHK.» 000 «MepnT TEKHONOMXKNCY
1600 Y3cT MepuT Mapkyait 119017, r. MockBa, 1-ii Kasauuini nepeynok,
Cayt O)xopgaH, KOTa 84095 CLLUA [oM 7, 3Tax 1, kKomHaTta 6.

+ 1801 253 1600

+ 7495 221 89 02
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Mepesena Ko3nosa flapbs BnagummposHa

Poccuiickasa defepaLms
Mopog MockBa

CegbMoOro uonsa gse TbiCAYM ABALLATOrO roga

A, NBaHoBa Panca iBaHOBHa, BPEMEHHO MCMOMHAKOLWAA 06513aHHOCTU HOTapuyca ropoja
Mockebl  Koponb Buktopunm  AnekceeBHbl, CBWAETENbCTBYK  MOA/MHHOCTL  Nognucu
nepeeofumka Kosnosoit [lapby BnagnmMmnpoBHbl.

Moanuck caenaHa B MOEM NPUCYTCTBUMN.

JTnyHoCTbL NognucasLlero JOKYMEHT YCTaHOB/IEHA.

3apeructow “Ho B peectpe: Ne08/82-H/77-2020- S / LU

WC3YIWMPCTAHHON NOWAUHBI (N0 Tapudy): 100 py6. 00 kon.
CNyr NpaBoOBOro U TeXHU” cKoro xapakrtepa: 300 py6. 00 kon.

P.N. MBaHOBa

HYPOBaHO, NMPOHYMEPOBAHO U CKPENJIEHO MeYaTbio nuct(-a,-0B)

P.. VBaHOBI

b\ 1 /y
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