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Medical device:
True Form Reshapable Guide Wires

True Form Reshapable Guide Wires complete with Torque Device (1 pc.), Insertion Tool I nc |
Straightener (1 pc.), IFU(1 pc.) models: A

- True Form Reshapable GuideWire, length 145cm, with a straight tip.

- True Form Reshapable GuideWire, length 165cm, with a straight tip.

- True Form Reshapable GuideWire, length 180cm, with a straight tip.

- True Form Reshapable GuideWire, length 180cm, with an angled tip.

Legal Merit Medical Systems, Inc.

manufacturer: 1600 West Merit Parkway
South Jordan, Utah 84095 USA

EU Merit Medical Ireland, Ltd.
Representative: Parkmore Business Park West
Galway, Ireland

Manufacturing 1. Merit Medical Systems, Inc.
sites: 1600 West Merit Parkway
South Jordan, Utah, 84095, USA
2. Piolax Medical Devices Inc.
2265-3 Kamiyabe-Cho
Totsuka-ku
Yokohama-shi
Kanagawa 245-0053, Japan

Authorized representative on the territory of the Russian Federation:

Limited Liability Company "Merit Technologies”
115054, Moscow, ul. Bakhrushin Str. 32, building 1, floor/room 4/25A
tel.:+ 7495 221 89 02

E-mail: emma.borchaninova@ merit.com

Intended Use:

The Merit Medical Systems, Inc. company’s True Form Reshapable Guide Wires are intended to
tacihtate the placement of catheters within the coronary and peripheral vasculature for various
diagnostic and interventional procedures.

Application conditions

The product is intended for invasive use (use temperature from +32°C to +42 ° C humiditv
100% (direct contact with blood))

Room temperature range from+15°C to +35°C
Room humidity < 90%

Atmospheric'pressure 84.0-106.7 kPa (630 800 mm Hg)
Room elevation Max 1500 m as.l.
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Indications for use:
Wires are intended ,0

..nost,eand.n.erve,,..,,,,.pr,,eednreswt : r ,, S ~ ~ N

Contradictions and Warnings

Contradictions:
There are no contraindications with the use of this product

Potential adverse reactions:
p r X tT fI* " eT Vesse, spasm
Myocardial Infarction, Vascular P~tfoS.’
monaty mboltsm, Thrombosis, Cerebral Infarction,”C hSa"™ Tox*eS s

Warnings:
NP tohibited tousemedical device for

any pu™ose ottefilnd TcS*'~A»

Information about potential consumers*
attents who needs various diagnostic and interventional procedures.

Read these instructions for use carefully before using the device.

Medical device description;
Reshapable Guide Wire includes the

wtth a 2cm shapeable distal tip (see Fig, 11 r “ «pp
mantpuiated to faeilitate the selective placement of d’ "'m'«a Pan be
Form Guide wires supplied in in the foZ ® " The True
configuration: snaight," gled. The;™eF ~ length ,45 c¢cm, ,65 cm, ,80¢
core Wire, flattened at the distal end with a 5cm rad with a stainless-stee™
.he dtstal tip and is fully jacketedw it~ o0 Z u |Sd*“ Tungsten coil aUachZo
wtre ts fidly coated wift a hydrophilic coating ThetipZh't OoMe
Stratght and Angled configurations. The wires are blaclH w tu " “ dcomes in both
uer port for flushtng prior to use and clips to secure the ™n *eep dispenser with a
Reshapable Guide Wires also include the foUowino e 7% P- True Form
& stratghtener. The torque device is used to facilitate Tool
A gutde wtre msertion tool is used to help directand  ~ “* *“°”*| * antpulation of the guide wire
olLLler devtees such as hemostasis valves andlorc a | h « e ° T b ' ‘IP*coP8h
" L.“bs. The straightener is used by tL

phystctan to shape the tip.
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Fig. 1.1 True Form Guide Wire configuration

Gict\Vaatth

Fig. 1.2 True Form Guide Wire - distal end

The True Form Guide wires are manufactured by Piolax Medical Devices Inc., Japan and delivered
as non-sterile bulk. Then Guide wires sent to Merit Medical Systems, Inc., USA where they will
be placed into finished goods packaging and sterilized. The True Form Guide wire can be
manipulated to facilitate the selective placement of diagnostic or therapeutic catheters The
tollowmg configurations will be available per Table 1.1:

Table 1.1 True Form Guide Wire Configurations

Description nn
True Form guide wire in the
following sizes: length 145 0.014"

cm; tip configuration: straight

True Form guide wire in the

following sizes: length 165 0.014”
cm; tip configuration: straight

True Form guide wire in the

following sizes: length 180 0.014”
cm; tip configuration: straight

True Form guide wire in the

following sizes: length 180 0.014"
cm; tip configuration: angled

165 cm

180 cm

180 cm

Straight

Straight

Straight

Angled

oena angle

0° +/- 20°

0° +/- 20°

45° +/- 20°

Merit Medical Systems, Inc. True Form Reshapable Guide Wires also include the following
components - Torque Device, Insertion Tool & Straightener are intended to aid in the insertion
and facilitate the placement of the medical devices. The following configurations will be available

per Table 1.2:
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Tabie 1.2 True Form Guide Wires components confignration

Torque Device Device
Insertion Tool
M r..'
*l;l

Set can include memlwegjgomponents
It*rlue Form guide wire in the foIIowmg sizes- Iennth 145rm ias
configuration: straight, angled A
Torque Device

Insertion Tool

Straightener

Instruction for use

Ok wN
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Description

The torque device is
included to facilitate
directional
manipulation of the
guide wire.

A guide wire insertion
tool is included to help
direct and maneuver the
delicate guide wire tip
through other devices
such as hemostasis
valves and/or catheter
hubs

The Tip straightener is
used by the physician to
shape the tip

on



Technical specifications:

The real content is indicated on the label.

True Form Reshapable Guide Wires

Component

145 cm, 165 cm, 180 cm:;

tip configuration: straight,

angled

Weight tgt

Weight Tolerance tgt
Length 11!

Length Tolerance tmrnt

Characterization of wire
diameters

Torque Device

Weight tg) _
Weight Tolerance tgt
Length tmmt

m_ength Tolerance tmrnt
Tntt"mal [\

Internal diameter
Tolerance tmrnt
Insertion Tool

Weight 1g)
_Weight Tolerance tgt
J7rength (mm)

Length Tolerance (mm)

Internal diameter (mm)

Internal diameter

Tolerance tmmt

Straightener

Weight 1g)
Weight Tolerance tgt
Length rmmt
_Length Tolerance (mm)
Internal diameter (mm)

Description

peration of 5 t .
N

insertion, positioning and / or o
~ catheter m

blood vessels

0.6/0.7/0,8

1450/ 1650/ 1800
+20

Straight

Angled

(aour
Wet OD: Max 0.394 mm (Max 0.0155”) Toleranrec-
,10:02mm / -0.Q4mm O nil g-_ o0

j nampulation of the guide wir®

" Tip (Cap) 1.12
Body 0.035
Tip (Cap) 0.11

and manoeuvre ﬂ‘EdeIicate guide wire tip through
other devices such as hemostasis valves and/or catheter

| jgo.0
j* 105
lo,69

| +0 068

Tip-11
Body-3.4
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Internal diameter Tip and Body dz0,1

Tolerance (mm)

Instruction for use The explanatory document containing a description of
the medical device and the rules for its use

Material Specifications

Device Materials
1 Component M aterial Specification
1rue Form guide wire in the following sizes: length 145 cm,
165 cm, 180 cm; tip configuration: straight, an”~bH

Core wire Stainless steel: 304S/S
Polymer Jacket TPU

Tungsten particles

Barium Sulphate
Solder material Soler paste SolderPlus 400
Radiopaque Coil Gold plated Tungsten Au-TWGO 05
Hydrophilic Coating  polyvinvl Pyrrolidone K90
Hydrophilic Primer Methylenediphenyldisocyanate 137-14432

Movable Tip __UV Cyanoacrylate resin Three Rond ~)49R
Torque Device
Cap Polycarbonate CALIBRE Megarad 208
Body Copolymer PP 13R9A
Collet Brass UNS C36000
Insertion Tool M
Hub Polycarbonate CALIBRE Megarad 2081
Cannula AISI 304 Stainless Steel
Straightener
ABS GR-2000
Parameter Value
Temperature From +5°C to 4-27°C
Relative humiditv From 10% to 90%
Pressure 84.0 - 106.7 kPa 1630 - 800 mm Hg)
Parameter Value
Temperature From -35°C to +55°C tenvironmentl
Relative humiditv From 10% to 90%
Pressure 84.0 - 106.7 kPa 630 - 800 mm Hg)

Shelf life: a 3-year shelf life.

Disposal

In order to avoid health risks during medical device’s disposal, as well as environmental risks
associated with the medical device’s disposal, medical staff must dispose medical devices
according to the protocol adopted in every individual health care centre
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r Medical device "Long-term hemodialysis catheter kits with accessories" according to SanPiN
2.1.7.2790-10 is Class B (epidemiologically hazardous waste) infected and potentially
contaminated waste.

Symbols, symbols explanation
Table. Applicable symbols

This symbol indicates that the

C :€ product is in full compliance with
the European Directive 93/42 /

EEC.

I\NI Manufacture date
- J Manufacturer

EC REP Authorized representative in the
European Union

(2) Single use

REF Catalog number
LOT Party code
[otrile eo Sterilization with ethylene oxide

Caution: US Federal Law restricts
F5(Only the sale of this product, only by
doctor order.

Use by

A Caution: Consult accompanying
documents

Do not use if package is damaged
X Non-pyrogenic
Do not resterilize

L
| I I Refer to the instructions for use

' I Upper temperature limit

Humidity range
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O Atmospheric pressure limitation

1tns symbol indicates that the
product is in full compliance with
appointed sets of Russian GOSTs

<*eKroaauw =*  www.merit.com

Manufacturer:
Merit Medical Systems, Inc.
1888 West Merit Parkway, South Jordan, Utah 84095 U.S.A. 1-801-253-

U.S.A. Customer Service 1-800-356-3748

Manufacturing sites:

1 Merit Medical Systems, Inc.
1600 West Merit Parkway

South Jordan, Utah, 84095, USA
2. Piolax Medical Devices Inc.
2265-3 Kamiyabe-Cho
Totsuka-ku

Y okohama-shi

Kanagawa 245-0053, Japan

EC REP EU Representative; Merit Medical Ireland, Ltd.
Parkmore Business Park West
Galway, Galway Ireland 0000

The authorized representative of the manufacturer

on the Russian Federation territory;

LLC "Merit Technologies"

15054, Moscow Bakhrushina street 32, building 1, floor/room 4/25A
phone:+7 (495) 221-89-02

E-mail. emma.borchaninova@,merit.com
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True Form

Reshapable Guide Wire
INSTRUC TIONS FOR USE

DESCRIPTION OF THE PRODUCT
The True FormTM Reshapable Guide wire is a hydrophilically coated and polymer jacketed
ainless steel guide wire with a 2 cm shapeable distal tip. The True Form Reshapable Guide
Wire may be packaged with the following components;
m 1 Torque device
m 1 Insertion tool/ guide wire shaper
* 1Tip straightener

INDICATIONS FOR USE

tle*nlwnh” T is intended to facilitate the placement of catheters within
e peripheral and coronary vasculature for various diagnostic and interventional procedures

The True Form Reshapable Guide Wire should not be used m the neurovasculature.

CONTRAINDICATIONS
There are no known contraindications with the use of this product.

PRECAUTIONS

mPx Only Caution; Federal (U.S.A.) law restricts this device to sale by or on the order of a
physician trained and/or experienced in the use of this device.

» Do not use m case of any surface irregularities, bends, or kinks. Any damage of the gmde
wire may change its characteristics likely to affect its performance

m Use the device prior to the “Use Before” date noted on the package.

or single patient use only. Do not reuse, reprocess or resterilize. Reuse, reprocessing or

res eniization may compromise the structural integrity of the device and/or iLd to device

reef t" T R euse, reprocessing or
re tenhzatton may also create a risk of contamination of the device andior Lnse palm

infection or cross-mfection, including, but not limited to, the transmission of infemious
olelm 1 r p T n e n K of the device may lead to injury, illness

m This device should be used only by physicians thoroughly trained in percutaneous
mtravascular techniques and procedures in relevant areas of the anatomy.

m Do not attempt to move the guide wire without observing the guide wire tip. Always
maintain visualization of the guide wire under appropriate imaging.

* Do not push pull, or rotate the wire against resistance. If resistance is met disconti
movement of the guide wire, determine the reason for resistance and take appr/prile af2
set mtonoTTl' | “h<="\atheter or guide wire against resistance may result in
separation of he catheter or guide wire tip, damage to the catheter, or vessel perforation

m The hydrophihe coating has a lubricious surface only when properly hydrated.

Mo nm hydrophilic_coating

. Do not move the torgue device on the guide wire when the torque device is tightened as it
may damage the guide wire. ugmenea as It

. If using a Y-connectoron the catheter, do not manipulate the guide wire with the Y-
connector m the locked position as the guide wire may be damaged.

Do not expose guide wires to extreme temperatures.

nlpula ion of

"tteluTd”wire LI,bL T “ . distal tip. r-m
gufcjjev\\/lv'ire Hl'lsta‘ tip may cause damage. Damaged guide \Ilv'freslghouyg not%e use

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



. Do not withdraw through a metal entry needle or metal dilator, or use this wire with
devices that contain metal parts such as artherectomy catheters or laser catheters.

. Use of alcohol, antiseptic solutions, or other solvents must be avoided.

m Consider the use of systemic anticoagulation to prevent or reduce clotting.

STORAGE

Store the True Form Reshapable Guide wire in a cool, dark, dry area.

Avoid hot or humid temperatures, direct sunlight, UV rays or anywhere where the product
could become wet when storing.

ADVERSE REACTIONS
Procedures requiring percutaneous catheter introduction should not be attempted by physicians
unfamiliar with the possible complications listed below. Possible complications may include,
but are not limited to the following;

Hemorrhage Myocardial Infarction
Systemic or Disseminated Infection Vascular Dissection
Ischemia Death

Thrombus formation Foreign Body Reaction
Vessel spasm Embolism

Vessel damage Pulmonary Embolism
Inflammatory reaction - Systemic Thrombosis
Vasoconstriction _ Cerebral Infarction
Vascular Perforation Chemical Toxic Effects

1 Utilizing sterile technique, carefully open the pouch and remove the hoop from the pouch.

2. Flush the hoop with heparinized saline prior to guide wire removal.

3. Gently remove the guide wire from the carrier hoop and inspect the wire prior to use to
verify that it is undamaged.

4. It desired, the distal tip of the guide wire can be carefully shaped to the desired tip shape
according to standard practices. Warning; Ifthe guide wire is to remain unused at any time
during the procedure, be sure to rehydrate with heparinized saline prior to reinsertion.

INSTRUCTIONS FOR USE

1 Carefully insert the guide wire, flexible end first, into the prepared catheter lumen using a
guide wire insertion tool. Test the guide wire for free movement within the catheter. Exercise
caution to make sure the tip of the guide wire is not damaged. Warning: If resistance is felt
during advancement, stop movement to assess and define cause of resistance. Remove wire
and inspect tip for damage prior to proceeding.

2. To aid in steering the guide wire, secure the supplied torque device by slipping the torque
device over the proximal end of the guide wire. When the torque device is in the desired
location on the guide wire, secure the torque device in place.

3. Use accepted angiographic techniques to steer and position the guide wire in the intended
location(s) as needed. Warning: Always maintain visualization of the guide wire under
fluoroscopy, ensuring that the tip is moving freely when torque is applied.

4. When the desired guide wire position is achieved, secure the guide wire in place while
gently advancing the catheter over the wire and into the treatment location.

5. Once the catheter is in position, gently remove the guide wire prior to any intervention.

6. Gently wipe away blood on the surface of the product when removing the guide wire
from the patient using gauze wet with heparinized saline

Caution; Federal (USA) law restricts this device
(~only  to sale by or on the order of a physician. Single use
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Caution: Consult accompanying documents. O

Read instructions prior to use. Do not
resterilize
Do not use if

serieleo) Sterilized using ethylene oxide package is

damaged

Non-pyrogenic

%
lrz www.merit.com

Manufacturer:
Merit Medical Systems, Inc.
1600 West Merit Parkway, South Jordan, Utah 84095 U.S.A.
1-801-253-1600
U.S.A. Customer Service 1-800-356-3748
Authorized Representative:
EC REP  Merit Medical Ireland Ltd, Parkmore Business Park West, Galway, Ireland
EC Customer Service +31 43 3588222

401756003EN 001 ID 2017-07-24
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[MMepeBopg C aHrAMACKOTO A3blKa HA PYCCKUI A3bIK\

JKcnnyarauMoHHasa LOKYMeHTaLmaA
Perynunpyemsbie npoBogHUKn True Form
Jara: 13 aBrycrta 2019 r.

Copepxut 12 ctpaHu,

YOOCTOBEPEHUWE
LWTat KOTa )
) TOUHOE MecTo
Okpyr ConTt-Jleiik )

CerogHsa, 13 aBrycta 2019 r., Ko MHe, [p>xeHHU(ep PopaxeM, HOTapUycy, NNUYHO ABUCS PobepT
BonbgapT, CTapLinini MeHeg>xep N0 HOPMATMBHO-MPABOBOMY PeryimpoBaHuto, u NOATBEPAN MHE
Ha OCHOBaHUW ybeamnTeNIbHbIX L0KA3aTe/NbCTB, YTO ABNAETCA MLLOM, YbA NOANUCH MOCTAaB/IEHA Ha
npunaraeMoM JOKYMeHTe, a TaKXXe YTO OH NoAnucan ykasaHHbIn JOKYMEHT.

B ygocToBepeHMe Yero CTas/o CBOK MOAMUCH U OULNANBHYIO MeYaThb.

/nognuce!
HoTapuyc

Mos nuueH3na aeicTBuTeNbHA A0 27 noHS 2021 T.

[WTamn:

J>xeHHU(ep Dopaxem

Hotapuyc wrara KOTa

NnueHsna Ne 695417

Mos nuueH3na gencTenTensHa 4o 27 noHa 2021 r.]
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[Ha 6naHke komnaHun «MepuT Megmukan Cucrtems, MHK.»]
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/moagnuceb!

Pob6epT Bonbgapt

CrapLlimnii MeHeKep N0 HOPMATUBHO-NPaBOBOMY PerynvpoBaHuUI0
«Meput Megunkan Cucrtems, VIHK.»

(Merit Medical Systems, Inc.)

13 aBrycra 2019 r.

Perynupyemble npoBoAHUKN True Form
JkennyaTtaymnoHHasa JOKYMeHTaumsa

[MevaTb KomnaHun «MepuT Megnkan CucTems, NHK.»]



HanmeHoBaHVe MeLNLUHEKOT0 N3LeNus:
Perynupyemblie npoBogHnKnM True Form

Perynupyembie NpoBOAHMKKN True Form B KOMM/EKTE C YCTPOMCTBOM /15 BpaLleHUs NpoBOAHMKA
(1 wT.), ycTpoiicTBOM A4N19 BBEAEHMA NPOBOAHMUKA (1 WT.), BbINPAMUTENIEM KOHYMKA MPOBOAHMKA
(1 wTt.), MHCTPYKUMER Mo NnpuMeHeHUto (1 wT.) Mogenu:

- Perynupyembiii npoBogHUK True Form, gnvHa 145 cm, ¢ NpAMbIM KOHYUKOM

- Perynupyewmbiii npoBogHUK True Form, gnnHa 165 cM, ¢ NpAMbIM KOHYMKOM

- Perynupyemblit npoBogHuK True Form, gnvHa 180 cM, C NPAMbIM KOHYMKOM

- Perynupyemblit npoBogHWK True Form, agnnHa 180 cM, C U30THYTbIM KOHYMKOM

OgunumanbHbIA NPON3BOANTEND:

«Meput Megunkan Cuctema, MHK.»

1600 Bect MepuT MapKyal,

Cayrt-IxopgaH, FOTa, 84095, CLUA

(1600 West Merit Parkway

South Jordan, Utah, 84095, USA)
YNo/MHOMOYEHHbIV NpefeTaBuTeNb B EBpone:
«Meput Meaukan Anpnena, J1ta.»

(Merit Medical Ireland, Ltd.)

Mapkmop busHec Mapk BecT, MNonysii, MpnaHauns
(Parkmore Business Park West, Galway, Ireland)

Mpon3BOACTBEHHbIE MAOLWALKN:

1 «Meput Megukan Cuctema, MHK.»
1600 Bect Meput Mapkya3ii,
CayTt-IxopgaaH, FOTa, 84095, CLLUA
«lMnonakc Meaukan [esaicns VHK.»
(Piolax Medical Devices Inc.)

2265-3 Kamunsa63-T1é, ToTuyKa-Ky,

Mokorama-cu, KaHarasa-keH, 245-0053, AnoHus
(2265-3 Kamiyabe-Cho

Totsuka-ku

Y okahama-shi

Kanagawa-ken 245-0053, Japan)

YNOMHOMOYEHHbIN NpeAcTaBUTeNb NPON3BOANTENSA B PD:
119017, r. MockBa, 1-ii Kaszaumnii nepeynok, 4. 7, atTax 1, KomHata 6
Ten.:+7 495 221 89 02

Agfpec an. noytel: emma.borchaninova@ merit.com

HasHaueHue / [TokaszaHusa K npuMeHeHUio MI:

Perynupyemble npoBogHuMKM True Form kKomnaHunm «Meput Megukan Cucrtems, WIHK.»
npefHasHayeHbl OnA O6GNeryeHs BBefeHUS W YCTAHOBKU KaTeTepoB B MNEPUPEPUYECKYID U
KOPOHapHYl COCYAWUCTYHD CUCTEMY C Lefbi0 MNPOBEAEHUA pPa3/IUYHbIX AUArHOCTUYECKUX U

MHTEPBEHLUMOHHbIX Npoueayp. Perynvpyemble npoBogHUKM True Form He npefgHasHayeHbl Ans
MCNONb30BaHNA B COCYaxX rONIOBHOT0 MO3ra.

YcnoBusa NnpuMeHeHnsd
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3genve npefHa3HayeHo 419 MHBA3WBHOIO NMPUMeEHeHMA (Temnepartypa ncnonb3oBaHusa ot 32°C
[0 42°C, BnaxxHocTb 100% ( NpsAMOI KOHTaKT C KPOBbIO))

[dwnana3oH Temnepatyp B nometeHun: ot +15°C go +35°C

BnaxHocTb B nomeweHum: < 90%

ATmocepHoe faBneHue: 84,0-106,7 kMa (630-800 mm pT. CT.)

BbicoTa pacnosioxxeHus nomeweHns: makcumym 1500 m Hag ypoBHEM MOpS

MpoTvBONOKasaHMA U NpeaynpexaeHns
MNpoTmBONOKasaHuA:

MpoTuBOMNOKa3aHUsA OTCYTCTBYIOT
lMoTeHUMaNbHble MNOGOYHBbIE peaKkLmn:

KpoBoun3nusaHue, CMCTEMHAsA UKW TeHepann3oBaHHas MHGEKUNA, nwemus, obpasoBaHne TpOM6O0OB,
cnasMm Ccocy[oB, MOBPeX[eHWe COCyf0B, BOCNanTe/ibHas peakuus - CUCTEMHasA, CyXeHue
cocyfioB, nepopaymsa CoCyAoB, NH(APKT MUOKapAa, pacc/iioeHne CTEHOK COCYAO0B, NeTabHbIiA
NCXOA, peakums Ha 4vyxepofHble Tena, amb6onua, am60nusa nerknx, Tpom6o3, LepebpanbHblii
NH(APKT, TOKCUYECKOE AelCTBNE XUMUYECKNX BELLLECTB.

MpegynpexaeHnsa:

He ncnonb3oBath, €CIM YNaKoBKa BCKPbITA, MOBPEXAeHa UK pa3buTa. 3anpeLyaeTcs
1CMNONb30BaTb MEAULIMHCKOE U3Je/e He MO Ha3HAUEHMHO.

MNHdopmauma o noTeHUNanbHbIX NoTpebutenax MI:

[laHHOe YCTpOICTBO MOXET 6biTb MCMO/b30BAHO TO/LKO Bpayamu, npoweawnmu o6ydeHue
TEXHUKaAM M NpoueAypaM  UYPECKOXHOro  BHYTPMCOCYAMCTOrO  BMeLLaTeNbCTBa  ANS
COOTBETCTBYHOLMX aHATOMUYECKUX YYaCTKOB.

Mepes WUCMNONMb30BaHWEM  W3LENWUA  BHUMATENbHO O03HAKOMbTECH C  WHCTPYKUMSMW MO
aKcnayaTayuu.

OnucaHvne MI:

Perynupyemble npoBogHUKN True Form komnaHun «Meput Megukan Cuctems, IHK.» BKIKOYalOT
B cebsa npoBogHuK pauametpom 0,014 ptoiiMa, BbIMOMHEHHbIA W3 Hep)XaBewulel cTanm c
rMAPOPUNLHBIM  MOKPbITUEM W MOAMMEPHON  060M0YKOWA, C  AUCTalbHbIM  KOHUYMKOM
(hopmupyemoro Tuna gamHon 2 cm (cM. PucyHkm 1.1 un 1.2). TMpoBogHuku True Form
npegycMaTpuBaroT BO3MOXHOCTb MaHWUMyNMPOBaHUA, npefHasHauYeHHY [ANA  YhpoLweHus
npouecca u36UpaTenbHON YCTAHOBKWM [JMArHOCTUYECKUX WW TepaneBTUYECKUX KaTeTepos.
MpoBoaHMKK True Form npefcraBfieHbl crefylowmnMn Tunopasmepamu: annHa 145 cm, 165 cm,
180 cm; KOH(urypauma KOH4YMKa: MPAMOM, W30THYTbIA. [poBOAHUKKM True Form wumeroT
CepAeYHNK W3 HepXaBewLllel CcTanu, KOTOPbIA CHMKOWEH Ha [AWUCTalbHOM KOHUE, C
PEHTTEHOKOHTPACTHOM N030/104eHHON BONb(PAMOBON cnupanbio ANHOK 5 CM, NPUKPENIEHHO
K AUCTaNbHOMY KOHYMKY, W PEHTFeHOKOHTPACTHON NOMMMEPHON 060M10YKOM NO BCEW ANNHE.
MpoBogHMK True Form umeeT rugpoguibHOe NOKPbITUE MO BCeW AnMHe. KOHYMK (hopMUpyemoro
TMNa nocTaBnseTca B MPAMOA M WM3OTHYTOW KOH(Urypauuu. POBOAHUKM MOMELLAIOTCA B
cneyuanbHbIA Yexon B (hopme CnvMpaneBUAHOr0 Kojbla C MOPTOM, UMEKLWUM COefUHEHMeE Mo
Tny Jlo3pa, [ANA  MPOMbIBAHWA Mepef WUCNOMb30BaHWEM, a Takxe (uUKcaTopamu.
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obecneunBalWMMy HafeXHY (UKcaunio NPoBOAHUKA BHYTPM CNupaneBUAHOro Konbua. B
COCTaB perynupyembix MNpoBOAHWMKOB True Form MOryT Takxke BXO4AWUTb cregytoLine
KOMMOHEHTbI: YCTPONCTBO A5 BpaLLeHUs NPOBOAHMKA, YCTPOMUCTBO A1 BBEAEHUS NPOBOAHMKA U
BbINMPAMUTENb KOHYMKA NPOBOAHMNKA. Y CTPOMCTBO ANS BpaLLeHMA NPOBOAHMKA NCNOb3YyeTCa AA
YyNpoLLeHNsa npoLecca HanpasBfeHHOro0 MaHWUNYy/NUpPOBaHUSA MPOBOAHWKOM. YCTPOWCTBO [A/1A
BBeJEHMS MPOBOAHMKA MNO3BONsAET pa3MeliaTb W MPOABUraTb UYBCTBUTENbHbIA KOHYMK
MPOBOAHUKA 4epe3 Apyrve wW3genns, Hanpumep remMocTaTMyeckume KnanaHbl W/unm xabbl
KaTeTepoB. BbinpamMUTeNb KOHYMKA NPOBOLHMKA UCNO/b3YETCA BPayoM N8 NPUAAHUSA KOHUYUKY
HeobXx0ANMON (HopMbl.

OukS© Wif© Length

(i
FHdC(S B IengSh'SO%v-%;
JISTil
£ 0,009" 0034r
CfeWwColOD ufemon®©locket OD
U*elho©elocked OD ol 0LU \ tip
Nd5deioN
Guide Wire Length - 1650mm OnvHa npoBogHuka - 1 650 mm
Tapered urethanejacket - 340mm KoHycoo6pa3Haa TIMY onneTka - 340
MM
Distal coil - 50mm AucTanbHasa cnupans - 50 MM
Distal Coil OD - 0.009" Hapy>XHbll  anaMeTp  AUCTanbHOW
cnupanu - 0,009 goiima
Flattened Distal Tip: Length: 30mm; CnnoweHHbIi KOHYMK — fAUCTanbHas
Thickness: 0.00165" yacTb: fgnvdHa: 30 MM;  ToawMHa:
0,00165 pgroiima
Urethanejacket OD - 0.01345" Hapy>XHblii gfuameTp THY onneTkwu -

0,01345 pgwoiima
Urethane jacked OD at Distal tip - Hapy><Hblit anameTp THY onneTku Ha
0.013" AncTanbHOM KoHuuke - 0,013 goiima
Distal solderjoint- 1.2mm OvcTanbHas cnaiika- 1,2 Mm

PucyHoK 1.1: KoHcTpyKumMs npoBogHMKa True Form

PucyHok 1.2: MpoBoagHuk True Form - AUCTanbHbI KOHeL,
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MpoBogHMKN True Form npou3BoAAaTcs Komnauuvein «lMunonakc Mepumkan [esaincms WHK.»,
AnoHna; 6Gonbwas 4acTb MNOCTaBNAETCA B HECTEPUIbHOM BuAe. 3aTeM MPOBOLHMWKM
OTnpaBnAlTCA Ha npeanpuatve komnaHum «Meput Megunkan Cucrtema, NHk.», CLUA, rae oHu
NoMeLLalTCAd B OKOHYaTe/lbHYHO YMNakKoBKY U cTepunusyrTca. [MpoBofHUMKKM True Form
npejHasHauvyeHbl An8 ynpouieHns npouecca U3bmupaTtesibHOW YCTaHOBKW AMAarHOCTUYECKUX WK
TepaneBTUYECKNX KaTeTepoB. [JOCTyNHble KOH(Urypaumm npegctasneHsl B Tabnunuye 1.1

Tabnuua 1.1: KoHdurypaumn nposogHuka True Form
Hapy>XHbli : dopma
anameTp 'ﬁ'”MHa KOHUYMKa

OnuncaHune Yron nirnéa

F[poBogHuk True Form
CnefytoLLero Tunopasmepa:
AnvHa 145 cm; KoHpurypayms
KOHYMKa: NpsMoi
MpoBogHuK True Form
CfeflytoLLero TurnopasmMepa:
ANnHa 165 cM; KoHgurypaumsa
KOHYMKA: NpsSIMOW
MpoBogHuK True Form
CfeflyloLLero Tunopasmepa:
AnvHa 180 cm; KoHpurypauums
KOHYMKa: NpsMoi
MpoBofgHMK True Form
CnefyloLLero Tunopasmepa:
AnvHa 180 cm; KOoHpurypauums
KOHYMKa: U30THYThIN

0,014 pgroiima 145 cm Mpsamoit 0° +/- 20°

0,014 groiima 165 cm Mpamoli 0° +/- 20°

0,014 gronma 180 cm Mpamoii 0° +/- 20°

0,014 gpronma 180 cm N30rHyTbIN 45° +/- 20°

B cocTaB perynnpyembix NnpoBogHMKOB True Form KomnaHuu «MepuT Megukan Cuctema, NHK.»
MOTyT TakKXe BXOAWTb Clefyloline KOMMOHEeHTbl: YCTPOWCTBO [NS BpalleHWs MNPOBOAHUKA,
YCTPONCTBO [N BBELEHWUA MNPOBOAHMKA W BbINPAMUTE/Nlb KOHYMKA MNPOBOAHMWKA, KOTOpble
npejHasHauveHbl A5 06/7eryeHNs BBEAEHUSA U YCTaHOBKU MeLULMHCKUX U3Lenunii. LocTynHble
KOH(hMrypaumm npegcrasneHbl B Tabnuue 1.2.

Tabnunua 1.2: KoHpuUrypaums KOMNOHEHTOB MeAMLMHCKOTO U3fenns «Perynvpyemeole
NnpoBOAHUKMK True Form»

KoMMNOHEHT N3penune OnuncaHue
YCTpoiicTBO ANs YCTpONCTBO A1 BpaLLeHuns
BpaLLeHns NPOBOAHMKA - UCMOMb3YyeTCa Ana
NPOBOAHMKA ynpoueHus npoyecca

HanpaBfIEHHOr0 MaHUNYAMPOBaHMA
NMPOBOAHNKOM.
YcTpoicTBo Ana YCTpOWCTBO ANsi BBEAEHMUSA
BBEAEHNA NPOBOAHUKA - MO3BONAET
NPOBOAHMKA pasmeLlatb U NpoABUrathb

YyBCTBUTE/IbHbIA KOHUYMK
NPOBOAHMKA Yepe3 apyrue
n3genus, BKAYas
remocTaTM4eckme KnanaHbl n/mnm
Xabbl KaTeTepos.
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Boeinpamutens BbinpamunTenb KOHYMKa -

KOHYMKa . SFITITONLL,  vcnonbsyetcs spadom ans

NPOBOAHMKA NPMAAHUSA KOHYMKY HEOOXO04MMO
thopMbl.

MepgnuunHckoe nsgenne «Perynvpyemble NpoBogHUKM True Form»

True Form

KomMnnekT MOXeT BK/KYaTb cnegyrouine KOMMNOHEHTHI:

1. Perynupyemblii npoBoAHUK True Form cneaytouimx TMNOpasmepoB: AnnHa 145 cm, 165
cM, 180 cM; KOHMUrypaumsa KOHUYNKA: NPAMOIA, N30THYTbIN

YCTpONCTBO AN1f BpalleHns NPoBOLHMKA

YCTpOWCTBO AN11 BBeAEeHUS NPOBOAHUKA

BbinpsamuTenb KOHUYMKA NPOBOAHUKA

WHCTpYKUmMA No NpUMeEHEHNIO

gkl wd

TexHUYecKne XapaKTepUCTUKN:

Perynunpyemblie npoBogHMKM True Form

KomMmnoHeHT 1 OnwucaHwne
MpoBogHuK True Form ONvHHaa cTepunbHad NpPOBOMOKa, MpefHasHavyeHHas Ans
cnegyroLwmnx TMnopasMepos: YPECKOXXHOr0 pasMelleHnss B cocypax, Wcnosib3yemas B
AnnHa 145 cm, 165 cm, 180 cMm; KayecTBe MNPOBOAHMKA [AN1A BBeAEHWUS, NO3MLNOHWPOBAHUS
KOH(Mrypauma KoHYmMKa: n/vnn obecnevyeHns (YHKUMOHMPOBAHMA  KaTeTepa B
NPAMOW, N30THYTbI KPOBEHOCHbIX cOCyaax
Bec (1) 0.6/0.7/0.8
Jonyck no secy (r) +0.12/0.14/0.16
Pasmep (Mm) 0,34 mm
Jonyck no pasmepam (MMm) +0,02/-0,04
KoHurypaumnsa KoHumka 1450/1 650/1 800
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XapakTepucTmka gnametpa
NpPOBOAHUKA

YCTpoIACTBO ANsl BpaLleHns
NPOBOAHMKaA

Bec (r)

Jonyck no Becy (r)

Pasmep (Mm)

[onyck no pasmepam (Mm)
BHYyTpeHHU gnameTp (MMm)

Jonyck no BHYTpeHHeMY
anameTpy (Mm)
YCTPOWCTBO ANs BBEAEHUSA
NPOBOJHMKA

Bec (r)

Jonyck no secy (r)

Pasmep (Mm)

[onyck no pasmepam (Mm)
BHyTpeHHUI guameTp (MMm)
JonycK no BHyTpeHHeMy
Avametpy (M)
BbinpsamuTens KoHUYMKa
NPOBOAHMKA

Bec (r)

Jonyck no secy (r)

Pasmep (Mm)

[onyck no pasmepam (Mm)
BHyTpeHHU gnameTp (MMm)

Jonyck rno BHyTpeHHeMy
anamveTpy (Mm)

NHCTPYKLUMSA NO NPUMEHEHMIO

MaTepunansl

KOMMOHEHT

Hapy>xHbili guameTp B cyxom Buae: 0,34 MMm. [lonycTumble
3HayeHus: +0,02 mm/-0,04 mm (0,0118-0,0142 aroinma)
Hapy>XHblin aguameTp nocne yBnaxHeHus: makc. 0,394 mm
(makc. 0,0155 groiima). JonycTumble 3HaveHus: +0,02 mm/-
0,04 mm (0,0118-0,0142 groiima)

YCTpOWCTBO AN5 BpaleHUa NPOBOAHUKA - UCMOMb3yeTCs ANs
YyNpoLLeHns npouecca Hanpas/feHHOro MaHWNynMpoBaHus
NPOBOAHNKOM

2

+0,4

40

+4

0,35- kopnyc (uaHra)

1,12-KOHYUNK

+ 0,035 - kopnyc

+ 0,11 - KOHUUKK

YCTpoiicTBO NS BBefAeHUS MNPOBOAHMKA - MNO3BONSET
pasMelatb M NPOABUraTb  YYBCTBUTENbHbIA  KOHUMK
NPoBOAHMKA yepes apyrue n3genus, BK/tOYas

reMoctaTU4ecKune KnanaHbl n/unm xabbl KaTeTepos
1

+0,1

100

+ 10,5

0,68

+ 0,068

BboinpamuTens KOHYMKA - WCMONb3yeTcs BpavyoM  [Anf
NPUAaHNA KOHYNKY He06X04MMOIA (hOpMbl

0,5

0,1

45

+4,5

1,1 - KOHYMK

3,4 - Kopnyc

+ 0,1 - KOHYMK 1 Kopnyc

Pa3bACHUTENbHbIA  JOKYMEHT, COAepXawiuil  onucaHue
MeAULUHCKOTrOo N3fenns 1 npasuia ero Ncnonb3oBaHus

MaTtepunansl nsgenus
Cneuungukaumnsa matepmnana

MNMpoBogHuK True Form criefgyrowux TMnopasmepos: ganHa 145 cm, 165 cm, 180 cwm;
KOH(Urypayma KoHYMKa: NpssMOi, U30rHYTbIN

CepLeyHunK NpoBoOgHUKA
MonumepHas onfeTka

Mpunoi
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Hep>xxasetowaa ctanb 304S/S

TepmonnacTuyHbIn nonnypetad (TMNY) ESC gRFA
BonbhpamoBble YacTuLbl

Cynbart 6apus

MasnbHaa nacta SolderPlus 400



PeHTreHOKOHTpacTHas Mo30/104eHHbIN Bonbhpam Au-TWGO0.05
cnupanb
FMApothNbLHOE NOKPbITUE MonusuHunnupponmgoH K90
FMapotunbHLIA nNpalimep MeTtuneHgueHungumnsoumnarar 137-14432
MoABMXKHbIA KOHUMK Y ®-unaHoakpunatosas cmona Three Bond 3042B
YCTpoiicTBO AN BpaLw,eHna NpoBogHNKA
Konnauok Monnkap6oHaTHas cmona CALIBRE Megarad 2081
Kopnyc Cononnmep PP 13R9A
LlaHra NatyHs UNS C36000
YCTpOWCTBO ANA BBeAEHUS NPOBOAHMKA
Xab Monnkap6oHaTHas cmona CALIBRE Megarad 2081
KaHtons Hepxasetowasa ctans AlS1 304

BbinpaMuTenb KOHYMKA NPOBOLAHNKA
ABC-nnactnk GR-2000

MapameTp 3HauyeHue

[vana3oH Temnepatyp oT +5°C pgo +27°c

BnaXxHocTb oT 10% po 90%

ATMOC(epHoe AaBneHne 84,0-106,7 kIMa (630-800 mm pT. CT.)
MapameTp 3HaueHue

[vana3oH Temnepartyp oT -35°C po -b55°C

BnaxHocTb oT 10% fpo 90%

ATMOC(epHOe faBneHne 84,0-106,7 klMa (630-800 mMm pT. CT.)

CpokK rogHocTu/xpaHeHuns: 3 roga.
YTunusayus

Bo n3bexaHne BOSHUKHOBEHWS PUCKOB A/ 3L0POBbSA NPU YTUNM3ALUN MESULUHCKUX U3AENNIA,
a TaKXe BO3HUKHOBEHUS PUCKOB [1S OKPYXalLlel Ccpefbl, CBA3aHHbIX C YyTuAU3aumeit
MeAMLUHCKUX M3AeNnid, NepcoHan Ao/KeH yTunmanposaTte MW no npoTokony, NpPUHATOMY B
OTZE/NbHO B3STOM YUPEXAEHUN.

MeguunHckoe wun3genue «Perynupyemble MPOBOAHWMKM True Form» B COOTBETETBUU C
CanluH 2.1.7.2790-10 oTHocATcA K Knaccy b (anmaemMuvonornyeckm onacHble OTXOAbl) Kak
NH(PMLUMPOBAHHbIE U NOTEHLMANLHO MHPULWPOBAHHbLIE OTXOAbI.

CumBONbI, pacliMdpoBKa CUMBO/IOB

Tabnuua NpMMeHUMbIX CUMBOJIOB
STOT CMMBON O3HAYaeT, UTO U3genue

C € MOMHOCTbIO COOTBETCTBYET EBpONEiCKoI
anpekTtuse 93/42/E3C

(VVTI [laTa n3rotoBneHuns
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MpounssoanTesnb

EC REP YNONHOMOYEHHbIN NpefcTaBuTeNb B
EBponeiickom coobluecTse

3anpeTt Ha NOBTOPHOE NMPUMEHEHME

ref Homep no katanory
LOT Kog naptuu
[5STEB1le T L Crepunnsayms sTUNEHOKCULOM

BHumaHue: depfepanbHblii 3akoH CLLUA
F5(0Only OrpaHnYMBaeT NPOLAXy 3TOr0 U3LENNS;
TO/MLKO MO 3aKa3y Bpauya

Vcnonb3oBaTb A0

)K BHumaHue: O6paTuTech K MHCTPYKL MW NO
NPYMeHeHNo

He ncnonb3oBaTb Npu NOBPeXAeHNUN
yMNakoBKM

ANNporeHHo
He cTepnin3oBatb NOBTOPHO

I I I O6paTnTeCh K MHCTPYKLMUN NO NPUMEHEHUIO

TemnepaTypHbIli Anana3oH
1/01 [nana3oH BAaXXHOCTU

OrpaHu4yeHne aTMOChepHOro AaBneHus

3HaK COOTBETCTBMA NMpU LeKNapupoBaHumu
cooTBeTcTBUSA B cucteme FOCT

nE x7T www.merit.com

MpoussoguTens:

«Meput Megnkan Cucrtems, NHK.»

1600 Bect Meput Mapkyail,

CayTt-OxopaaH, HOTa, 84095, CLUA

1-801-253-1600

Cnyx6a paboTbl ¢ knneHtamu B CLUA: 1-800-356-3748
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Mpon3BOACTBEHHbIE NOLWAAKN:
1. «Meput Megnkan Cuctema, VHK.»
1600 Bect MepuT Mapkyali,
Cayt-IxopgaH, FOTa, 84095, CLLUA
2. «[lnonake Mepaukan [esaiicns VHK.»
2265-3 Kamuna6s-1é, ToTuyKa-Ky,
Mokorama-cu, KaHaraBa-KeH, 245-0053, AnoHus

YNONHOMOYEHHbIV npefacTtaBuTens B EC:

«Meput Meaukan Aiipneng, 1ta.»

Mapkmop busHec Mapk BecTt, Monyaii, MpnaHans

YNONHOMOYEHHbI MNpeAcTaBUTeNlb  Ha TeppuTopum  Poecuiickol
®depepaunu:

000 «Meput TeKHONOMXUC»

119017, r. MoekBa, 1-in Kasaunii nepeynok, 4. 7, aTax 1, KOmHaTta 6
Ten.:+7 495 221 89 02

Appee 3n. noytbl: emma.borchaninova@ merit.coni
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True Form
Perynupyemble NpoBOAHUKN

NMHCTPYKUWA MO NPUMEHEHWIO

OMMCAHWE U3OENUNA

Perynupyemblie MpoBOAHWKM True Form - 3TO NPOBOAHWKM W3 HepXaBelleh cTaim B
MOIMMEPHOM KOXYXe C TMapoQPUIbHLIM MOKPLITUEM C POPMUPYEMbBIM AUCTANIbHBIM KOHUYMKOM
pasmMepom 2 cMm. Perynupyemble NpoBOAHMKK True Form mMOryT nocTaBisfTbCA CO CAeayHoLWwumMn
KOMMOHEeHTaMMu:

1ycTpoiicTBO AN BpaLleHMs NPOBOAHMKA
1ycTpoiicTBO ANS BBEAEHMS NPOBOAHMKA
1 BbINPAMUTENb KOHYMKA NMPOBOAHMKA

MOKA3AHNA K MPUMEHEHNIO

Perynupyemsble NpoBOAHWKM True Form npeAHasHauyeHbl ANs BBeAEHWS KaTeTepoB B
nepudepuyeckyto M KOPOHAPHYK COCYAMCTYHO CUCTEMY C Lefbl0 NPOBEAEHUS pa3/NUHbIX
ANArHOCTUYECKMX U MHTEPBEHLMOHHbIX Npoueayp. Perynupyemble NpoBoaHuKK True Form He
npefHa3HauyeHbl AN UCMONb30BaHWS B COCYax rOIOBHOTO MO3ra.

MPOTVBONMOKA3AHWNA
MpoTnBOMNOKa3aHMs B OTHOLLUEHWUW NMPUMEHEHNSA JAHHOTO U3JeNna OTCYTCTBYHOT.

MEPbBI MPEJOCTOPOXHOCTU

Rx Only. BHuMaHue: cornacHo (egepanbHoMy 3akoHogaTenscTey (CLLUIA) 370 yCTpPOMCTBO
MOXEeT npofaBaTbCA TO/IbKO Bpayam, BMafelolwmMM COOTBETCTBYHOLLMMM HaBblKaMu W/uiu
MMerLWNMN oNbIT paboTbl C aHHbIM YCTPOMNCTBOM, UK MO UX 3aKa3y.

He wncnonb3oBaTb, €CAM Ha MOBEPXHOCTUM MMEKOTCA N0Oble HEPOBHOCTU, M3rMbbI UK
BMATUHbI. JTt06ble MOBPEXAEHUA MPOBOLHMKA MOTYT U3MEHUTb ero CBOWCTBa, YTO MOXeT
HeraTMBHO NOB/NATHL Ha paboume XxapakTepuUCTUKMK.

Mcnonb3oBaTb YCTPOMCTBO [0 MCTEYEHWNA CPOKA FOLHOCTM, YKa3aHHOM0 Ha yMnakKoBKe.
MpeaHa3HayeHo 418 04HOPAa30BOro UCMO/b30BaHUA Y OLHOMO nauueHTa. He ncnonb3yiTe, He
obpabaTbiBaliTe U He CTepuIN3yinTe NOBTOPHO. MOBTOPHOE MCNONb30BaHWe, 06paboTka nnn
cTepuan3aumna MOryT HapyLWnTb CTPYKTYPHYHO LeIOCTHOCTb YCTPOMCTBA U/MAN NPUBECTU K
0TKa3y YCTpOWCTBa, YTO, B CBOK O4Yepelb, MOXeT MPUBECTU K TpaBMme, 3a60/IeBaHUIO UK
CMepTu naumeHTa. [MOBTOPHOE WCNOJMib30BaHWe, MOBTOpPHas 06paboTka wWauM MoBTOpHas
cTepuaM3auma yCTpoiCTBa TakKe MOTyT CO3[aTb PUCK €ro 3arpsisHeHus u/unv npueecTu K
WHPULMPOBAHNIO WM MEpPeKpPecTHOMY WHMUUUPOBaHWUIO MauWeHTa, BK/IHOYas, MOMUMO
npoyero, nepefavyy UHMeKLMOHHOIO 3a6oneBaHnsa (MM 3a6oneBaHniA) OT OAHOrO NaLueHTa
K Apyromy. 3arpsisHeHve yCTpo/CcTBa MOXET NPUBECTU K TpaBMe, 3a601€BaHNI0 NN CMEPTH
naumeHTa.

[laHHOe yCTPOMCTBO MOXET 6bITb UCMO/b30BAHO TO/IbKO Bpayamu, npoLlleswinmm obyyeHve
TEXHUKAM W NpoueaypaM  YpPeckoXHOro BHYTPUCOCYAUCTOrO BMellaTefbCcTBa NS
COOTBETCTBYHLLMX aHATOMUYECKNX YYACTKOB.

Mpu nepemelileHUN MPOBOAHMKA BCerja crefuTte 3a [ABUMXXEHMEM ero KoHuuka. Bcerpa
obecneumsanTe BU3yanusauuito MPOBOAHMKA C MOMOLLbIO COOTBETCTBYHOLEro cnocoba
oTOBpaXkeHns.

He TonkaiTe, He TAHUTe M He BpalanTe NPOBOAHUK MPU HAMUYUU COMPOTUBMEHMUA. Ecnu
BO3HMKaeT CONPOTUBNEHUE, NpeKpaTUTe NnepeMeLLeHne NPOBOLHMKA, ONPesennTe NPUUnNHY
COMPOTWB/IEHUA U  BbINOMHUTE Heob6XOo4MMble [eNCTBUA, Mpexae 4Yem MPOLO/KUTH
nepemelleHvie. lNMepemelieHne KaTteTepa WaWM NPOBOAHWKA MPW HaNN4YMKU COMNPOTUBNEHUA
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MOXET MPMBECTM K OTAENEHUIO KOHYMKA KaTeTepa WAM MNPOBOAHMKA, K MOBPEXAEHWHO
KaTeTepa unun nepgopawum cocyzos.

e [ngpodhnnbHOe NOKpbITME O6yAeT WMeTb CKOMb3KYH MOBEPXHOCTb  TONbKO  MpK
COOTBETCTBYHLLEM YBAXKHEHUMN.

 He npotupath NPOBOAHMK CYXOW MapneBoii canteTKoi, NOCKOMbKY 3TO MOXET MOBPeAUTb
rMApoPuILHOE MOKPbITHE.

e Ecnu ycTpoiicTBO Ans BpaleHWMA 3aKpeniieHo, He MepeMeliainTe ero no MPOBOAHMKY,
MOCKONbKY 3TO MOXET NOBPeANTbL NOCNeAHWIA.

* [lpu ucnonb3oBaHMM KaTeTepa C Y-00pa3HbiIM KOHHEKTOPOM He BbIMOMHANTE HUKaKUX
MaHUNynayuMii ¢ NPOBOAHUKOM M Y-06pa3HbiM KOHHEKTOPOM B MOMOXEHWUW (UKCaLNW,
MOCKONbKY 3TO MOXET NPMBECTU K NOBPEXAEHUIO MPOBOAHMKA.

 He nopgsepraTb NPOBOAHWKMN BO3AENCTBMIO BbICOKMX TEMMEPATYP.

e Tpwn hopMnpoBaHMM AUCTANbHOIO KOHUYMKA MPOBOAHMKA CnefyeT MPOoABAATb MpefenbHYHo
OCTOPOXHOCTb. M3nnwHMe MaHMNynsauuMm ¢ AUCTanbHbIM KOHUYMKOM MPOBOAHMKA MOTYT
NPUBECTUN K NOBpexaeHnam. Henb3s MCNONb30BaTb MOBPEXAEHHbIE MPOBOAHUKMN.

* He BbIBOAWTE NMPOBOAHUK Yepe3 MeTaNIMYecKy Urny LNS BBeAEeHWUA WU MeTannyecKuii
AMNaTaTop M He UCNONb3YITe 3TOT NPOBOAHMK C NpnbopamMu, CoaepXXalnmmn MeTaninyeckmne
AeTanu, HanpuMmep, KatetTepamu A5 aTeP3KTOMMUMW WU Na3epHbIMK KaTeTepamu.

e CnepyeT wnsberatb MCNOMb30BaHUS CNMPTa, aHTUCEMTMYECKMX PacTBOPOB WAN APYrux
pacTBopuTenei.

* PaccmoTpuTe  BO3MOXHOCTM  UCMOJMIb30BaHWA  CUCTEMHOM  aHTUKoarynauuum  ans
npefoOTBPaLLEHNA NN CHUKEHUA CBEPTHIBAEMOCTH.

XPAHEHWE
Perynupyembie NpoBOAHMKK True Form cnefyeTt XpaHUTb B NPOX/aAHOM, TEMHOM M CYXOM MECTE.

XpaHuTb BAanu OT BbICOKMX TeMnepaTyp W Bnaru, 6epeyb OT nonafaHus NpsMoro CO/IHEYHOrO
cBeTa UM Yd-nyyeld, a Takxke n3beratb XpaHeHWUs B NMHO6bIX MeCTax, rfe Ha NpoAyKT MOXeT
nonacTb Bfara.

HEXXENTATEJIbHbIE PEAKL NI

Mpoueaypbl, TPebytoL e YPeCKOXHOro BBeIEHMS KaTeTepa, He A0/MKHbI MPOBOANTHLCS Bpavamu,
KOTOPbIM He 3HAaKOMbl BO3MOXHbl€ OCMOXHEHUS, NpUBefAeHHble HMXKe. K BO3MOXHbIM
OCNOXHEHUAM OTHOCATCS, MOMWMO NPOYEro:

KposousnusaHue

CucTeMHas Uan reHepann3oBaHHas UH(EKLNS
Nwemuns

O6paszoBaHue TpoM60B

Cna3sm cocypos

MoBpexaeHue cocynos
BocnanutensbHas peakums - cucTeMHas
CyxeHue cocyfioB

Mepgopayms cocynos

WHhapkT mrnokapaa

PaccnoeHune CTEHOK COCY0B
NeTanbHblil ncxon

PeaKuus Ha Yy>epoaHble Tena
ambonus

3AMb60onNa nerkmx

Tpom603
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LiepebpanbHblil MHGpapKT
ToKcnueckoe feicTBUE XMMUYECKUX BELLECTB

NnoAroToOBKA K NCIMOJIbSOBAHNIO

1
2.

Mcnonb3ys MeToAbl acenTUKM, OCTOPOXXHO BCKPOWTE YNaKOBKY W U3BNEKNTE U3 HEE KOMbLO.
MpomoiiTe KOMbLO renapuHU3MpPOBaHHLIM (PU3MONOTMUYECKAM PaCcTBOPOM, MNPEXAe YeM
13BNEKATb NPOBOLHUK.

OCTOPOXHO M3BNEKUTE MPOBOAHMK U3 MOLAEPXKMBAIOLLETO KO/bLA 1 OCMOTPUTE €ro nepes
MCNONb30BAHMEM, YTOObI YOEAUTLCS B OTCYTCTBUMN NOBPEXAEHNIA.

Mpy HEOBXOAMMOCTU [UCTaNbHOMY KOHUYMKY MPOBOAHMKA MOXHO OCTOPOXHO Npujatb
Xenaemyt (popmy B COOTBETCTBMM CO CTaHAAPTHOW NPaKTWUKOW. MpeaynpexaeHune: ecim B
No60oi MOMEHT B X04e NPOLLeAYypbl NPOBOAHNK He OYAET NCNONb30BaThLCA, Nepes NOBTOPHbLIM
BBeJEHNEM CHOBA NMPOMOIATE ero renaprHM3MpPoBaHHbIM (U3N0NOTMUYECKAM PACTBOPOM.

PYKOBOACTBO NO 3KCMNNYATALUNN

1

FAOnly CLUA orpaHnunsaet npogaxy 3Toro

X Mepes MCMONb30BAHMEM

C NOMOLLbI0 YCTPOICTBA 415 BBEEHNA OCTOPOXXHO BBEAUTE MPOBOAHUK TMOKUM KOHUMKOM
BNepe4 B MNOArOTOBNEHHbIA KaHan KarteTepa. [lpoBepbTe BO3MOXHOCTb CBOGOAHOrO
nepemelleHns NpPoBOAHMKA BHYTpM KateTepa. Co6nt0fainTe OCTOPOXHOCTb, 4YTOObI He
NoBpeAUTb KOHUYMK MpPOBOAHMKA. [lpefynpexieHne: ecny BO BpeMs MepemeLleHuns
BO3HMKaeT COMPOTWMBMEHMWE, MpekpaTuTe MepeMelleHVe U1 ONpefennTe  NPUUKHY
conpoTusneHus. M3Bneknte NPOBOAHUK M OCMOTPUTE KOHUYMK HA Hanumuyue NOBPEXAEeHUN,
npexzae 4em NpojoSIXUTb.

YT06bl 06M€ruynMTh ynpasfieHWe MPOBOLHMKOM, 3aKpenuTe MNOCTaB/IIeMOE B KOMIMJIEKTE
YCTPOWCTBO AN BpalleHWs, HacaAMB ero Ha MPOKCMMasbHbIA KOHYMK NpoBogHuMKa. Korga
YCTPOMCTBO A/18 BpalleHUs OyAeT Haxo4uTbCA B Tpebyemoi No3vumm Ha MPOBOSHUKE,
3aKpenuTe ero Ha mecTe.

Mpy HEOBXOAMMOCTM UCMONb3YITE YTBEPXKAEHHbIE METOAbI aHTMOrpauun AN ynpasaeHnsa n
pasMeLleHns MpPOBOAHMKA B 3afaHHoi nosuumm (nosuumax). MpegynpexaeHue: Bcerga
obecneumBanTe BM3yanu3auuto NPOBOLHMKA C MOMOLLbIO PEHTrEHOCKOMWW ANA rapaHTuu
TOro, YTO KOHYMK CBOOGOJHO NepeMelLaeTcs BO BPEMSA BpaLLeHus.

Korga npoBOAHWK LOCTUTHET >KenaeMol Mo3uunv, 3aukcupyiite ero Ha MecTe, Npu 3TOM
OCTOPOXXHO NPOABUras KaTteTep rno NpoBOAHUKY [0 MECTa OCYLLEeCTBIEHUA JIeYeHNS.

Kak TonbKo KaTeTep AJOCTUTHET TpebyemMoro NoM0XeHUs, aKKypaTHO U3BEKUTE MPOBOAHMK,
npexge Yem OCyLLecTBNATb N060€e BMeLLaTeIbCTBO.

Mpy n3BNeYEHUM MNPOBOLHMKA M3 NauMeHTa akKypaTHO yAanuTe KpPOBb C MOBEPXHOCTM
nNpoAyKTa npu MOMOLWM Mapnesoin candeTkn, CMOYEHHON renapuHU3MPOBAaHHbLIM
(hU3M0N0TNYECKUM PaCTBOPOM.

BHumaHve: ®efepanbHblil 3aK0H
3anpeTt Ha NoBTOpHOE

NMPUMeEHEHN
n3penna; ToNIbKO Mo 3akasy Bpaya PUMeHEHNe

BHuMaHune: ObpaTuTech K

CONPOBOAMTENbHON AOKYMEHTaL UM
POBOA AOKY H He cTepunnsoBaTtb NOBTOPHO

03HAKOMbTECH C MHCTPYKLMeW

He ncnonb3oBaTtb npu
steriLe o] CTEPUNM3ALNA ITUIEHOKCULOM (§) € vcnonb3osa P

noBpeXxXaeHnnm ynakoBku

X ANVpPoOreHHo
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www.merit.com
WaTa: Ce

MpoussoguTens:

«Meput Megukan Cuctema, NHK.»

1600 Bect MepuT MNapkyaii,

Cayr-[IxopgaH, HOTa, 84095, CLLUA

1-801-253-1600

Cnyxb6a paboTbl ¢ knneHTamu B CLUA; 1-800-356-3748

YNONMHOMOYEHHbI NpeacTaBUTENb:

«Meput Megukan Aipneng, J1Tg.»

Mapkmop busHec Mapk BecT, Monyaii, MpnaHauns
Cnyxb6a paboTbl ¢ KnneHTamum B EC: +31 43 3588222

401756003EN 001 ID 2017-07-24
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Mepesen NacaHos CynTaH MacaHoBuy

Poccuiickasa degepaums (04
Mopos Mocksa #
[BafuaTbe BTOPOro aBrycra fiBe TbiCAYM AeBATHAALATOrO roga

¢, AbpamoB AHApeli BMKTOPOBUY, BPEMEHHO WUCMOMHAOLWWMI 0653aHHOCTM HOTapuyca ropoga
MockBbl ®PomMUHa Bnagnmupa AHaTONbLEBUYE, CBUAETENLCTBYHO MOA/IMHHOCTL MOAMUCK MepeBOofYMKa
NacaHoBa CynTaHa ["acaHoBMYa.

Mognuck caenaHa B MOeM NPUCYTCTBUN.

JIyHOCTb NoAnucaBLLIEero JOKYMEHT YCTaHOB/IEHA.

3aperncTpupoBaHo B peectpe: Ne 77/740-H/77-2019-2-1242
~pudgpy: 100 py6. 00 kon.

lHMe ycnyr npasoBoro
r™xiMiN~cifgbri™vMKTepa: 200 py6. 00 kon.

A.B. AbpamoB

Bcero npowunTo, NpoHymMepoBaHo
N CKPENJIEHO MeYarblo:

28 (oBapLaTb BOCEMb) NI

BPWVO HoTtapuyca
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