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Dated August 18,2016

ACKNOWLEDGMENT

State of Utah
SS.

County of Salt Lake

On this 18th day of August, 2016, before me, Jennifer \Wojciechowski, a notary public,
personally appeared Dan Clark, Director of 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.

N o~ Publié

My Commission Expires: March 6. 2019

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



Mef~MOQA~IRP

MICROCATHETER

English

INSTRUCTIONS FOR USE

DESCIUPTKM TheMerit Mms Qo Miaoc theter isanibbfe m three French sue cof*ur»tionv Thefirstconfiiation
incorpomes «dienge in Its outside dUm ettf etortg its length from « 18 F KFO53(wr4 proermtregion to « (OGiOMmI
fliexible d is ttl region 0 f20cmin length. Thsco(*guntkmem pioys«noinb4tpfO )itnalinnerd»rnetefof002rwit«
orEiaidpinn” divnetefof0/120%,

Thesecond configmtkm tminoitis a: INe(053mmijdktrtetet throughoutits length, butabo incorpératela 20on
flexibie disulregicm. The UXofth» configuration hasarxmnbl 002S*inrwr (hameterirtthe preninalregionakl a” ta |
re ™ inner(fiameterof0/124'.

Th«fitbd configtrition mainlains « Z9P Ne-96mm)dikmebst throu”toul Mslength, t» t aiso incorporales a 20cm
fieiAle dislairegion. The 10.oflhis configwtdion has a nomhid o rr inrwr cfiameter In Nee proximal « k! disdal
re’s.

TheMkrocathetettumenis able to accommodate steerable guidewm . Alubricious» hydropMic coating is
a’bl LU dte dbtal80cmoutersurface ofallcathetercotritigurationt The Mtoocatheierhasa

raAntpaque markerat the distal tip.locatedaii* x Im a te I/13mm proximd bl the distal & Mo fthe t™ to
facitate fuoroscopic Wsuabation. The (1 0 x * end blthe Mkrocatheter ‘ascompotates astarsdard Uier a<L}*1 to
ficiflute the auachmert o facoessories.

1MO1CATIOMS$ FOR USE; The Mioocstheter Hintmded for generalintravascularuse. induding p erit*ral~  oorortary
vascidature. OtKeihesubsdectivengionhasberm accessed theMioocathet»can be usedfortheMturoledand
setective uffiisiontddiagrsostk. embobe,or dserapeutkmaterials éno vessels.

Thecadtet<”should notbe usedin the cerebrd vessels.

CONTRAMDICATIONS: None known

WARNINGS;
1  Ouetocontractualagr«emervts thisiMcrocatheteri$notfDrr>eurov3sculeruseatorN>ovedtecommon
carotid artery orator above the vertebré arttry.
Z Thisdevkebbttendediobeusedor*bypl nicianstrKr
andproccdums.

3. C onc” sup”wd sterile ushsg an ediyiene oxide IEt(* process. DofMtused steriebanierit damaged.
ForSingle patentuse only. Oonotreuse, reprocessorrestsrin. ReuM.r*oces$ingorrestBrizabonm8y
conpromise Nas tn x tn | H ig rtiy of 8w devios andtor lead to dewoe 1aAsietMhich. in lum, mayre stitin patentirjury:
InessorteaSv. Reise, reprocessing or restwfization may N te create a mdtotcor*amnation of the device andfor
caute pNierd idecSon or cros»4rdBcton. including btd ncAbnrstdd to. the trarenfission of inledious diseases) fiom
one paters to artothsf. Coritarr*nation«*tie device mayteadk) injury,le ss o r deadiof8« patient Afetine
(fisposeo fpnxkKtand packagirtg in acrordafiO!vridib rvpbl amniniaradve, andfo! localgovemmeni poTcy.

. TheMuriorsdyrtamicpretsurewithtMsW iciocatbeierthouldnoteKeedeoCtoSiSStSkM). Infusion

pressurein e j* s ofthis maximum mayrestdlin Mkrocatheterrukure, poss”resuling in patient 1cpry.

ditow through the Mkrocatheterbeconks restricted, do notattemptto clearthe Mkrocatheterlumen by

InfiMion. The statk pressure with this M iro o d w e f should notexceed 2068 kPa/300psL. Statkfmssureln

excetsofttismaximummay resultin Mkrocadwtertupture.potsRtlyresuftA9 in patientiNury. Identify and

resrdvethe cause ofthe blocfcage or replace the Mkrocatheter with anew Mkrocatheter before resuntittg

inhision.

Make M tedtatthe gufcfingaiheterdoesnots|* outofthe vessel tfthe gufefcr cathetershould kat» the

vesselurbHLtte iU croutheier andfor the gtdde wke is moved, this may teHih in the damage ofthe

Mictocadtetersysttf.

MicrocadieteradvancementbeyonddieendoftheguidewiremayreHritinvessdlrauma.

Oonetuseapowerinjectortoinfui therthancc Md«Mkrocatheiermaybecome

blocked Thes”ety setting ofinjection pn» (ke roustnotexceed the maxtotum injection ptesste of 801cm

(SStsml. Exttcding injection pressuro beyond the maximuminjection pressure may cause Mkrocatheter

rupture. ISeelhUruaionsRtrUstogaP owerlrtiectod

PRECAUTIONS:

1. 17O nly: Federalbl r(n.5/1) restricts this devi» to sale by or on die orderofa physician.
2. EiwrmreendkoCcmaterijcompaibitywidvMicrocathetefprioftouse.

3. Awaysm or*inheion rateswhenusing the Mkrocatheter
4
S

Itmeouslr ulartechniques

~

o

o

~

©

. When Ejecting contrastfor angiognHrily.eraure thatthe Mkrocatheteris notkiri"edordeluded

The MkrocMheter has alubricious hydrophSccoMing on the outside ofdie c”ieter. h mustbe kefk

I"draied prior to removal horn ds carrierand during theactual procedurein (uder to be tubrkious. 1)m c«1

be accompfeshed by attaefyng the Y <owSect» to a continuous saline drip.

Arkk 10aprocedure, aiieqiripmentto be used for the proccdweshmiU be weTvKyexamined tove r™ proper

fimetion and itdegrity.

Inspectthe Mkrocadietcr priorto useforabend's or kfoks. Any Mkrocatheter damage may decrease the

desired performance characteristics.

EwKise care in hamdmg ofthe Microettheter during a procedure to rerfoce the possfoHifyof arxidental

breakage, bendingor kinking.

Whenthe Mioocaihitetis in the body it diotdd be manipulated only tmder fluoroscopy. Donotaitem ptto

move the "CTOcaihete T without observing the resultanttip response.

IOixdiarigeM krocatbetenhequenifyduringlengdiyproceduresthatregweeKtensive manipulation or
muttple guide wire exchanges.

M .Neveradvance orwithdraw an intiavasculardevice against resistance until die causeofthe resistance is
detefttVned by faotoscopy. Movementofthe Mkiocaiheterorguidewm against resistan» may cesidtin
separaLims ofthe Mkrocatheter or guide vrite tip. damage to iheM kroatheter. orvessel perforatioa

TIBecausc the Mkrocatheter may be «hriMioKfmro narrow siiiseiective vasodature. repeaiedy assure that
the Mkrocathetir has notbeen advancedsofor asto kuerfere vritb ks remowd.

13ixcessive titite rw ig o fa hemostatic fidve onto the Mkrocatheter sWftmayr ~ k in damageto the catheter.

TAAead Mid foiow die manufocfurer* PU for (Sagrrostk, embobe, ordiera”*eutk agentsto be usedwith this
Mkroc”mer.

ISifonotuseopenedordamagedpack”es. Usepriorto the \JS«before”date.

Sooreat corLuoe0 room temperature.

o

~

o

©
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POTENTIAL COMPUCATIONS:
Possibiecomplkatiom include, butate n*rntited to:

Access site coRtokcMions Vascularthrombosis

VMseiperforation Thronfois

Vessd Spasm bchemia

Hemorrhage Infection

andtendemess Vessel Dissection
Embolism OistNemboftzation
Alergk reaction Death
TABLET: COMPATABIUTYINFORMATION
Non”i

Mkrocatheter Mkrocatheter Maxkmim Recommended

OD. . GuidewireOD. guiding catheter

2JFR.AF 0DTO" fo32mm) 0i)ir{Q.46mffi) 0/140'0.02mm)to
OJMP 0,04mm)

2AFI2JF 0/124* {0A2nvn) 0£2t*033ffiffl} 0.04041-02mmjto
0.04I OXMmm)

29F2-9F 0.02r{0A8TT0) 0/121*(0537T) 0JM2*0)Tmm}to
0.04r 0)9mm)

EMBOUCS
Parties Spherical Co8s

18F/2.4f TOOUMEmbtrii s700umMkrospdiete$ 0.46mm/0 W *

23F/28F s7XumEirfooti s 700ten MicfOfpheres 0.46rmn/(uN8’

29F/19F <900tenEmbok s 900um Mkrospheres

INSTRUCTU)NS FOR USE: NOTE: Itis recommended that the Mkrocadieter be usedw«haguiding catheterand a
sheath introducer.

}. Placethe appn”riate guiding catheteru * standard technique. Arotatir*henosaris vahemay be
connectedto die gtriding cadietM lueradaptor to continuDusly fush die gtriding ¢ « h ~ with saine.

2. Removedtospiraihtdder housingdie Microcathetoffrom its seatedp a ¢ L ~

Attacha syitoge fifed wHh hepatirknd sahnesolution or sterile waterto the k» r lodrfitting ofthe

Mkrocatheter hcrider.

. Injectenou” solution to wetdie Mkrocathetersurfa» entrely. Thisw il activate the hydnphlkcoatmg on

die Microcadicttfsurface Note- The surfoceofdie Mkrocatheter may become dry after «<movai fromthe

holder. Additonalwetting with heparaiwed tafee or steniewaterw i renew die hydrofdiiceffect

UponreroevNoftheMkroatheterfionithespkalholder.inspectMicrocadieterloverifychereisnodamage

priorto inseriOA

Attacha secondhemostasisv ~ with side-armadapterto the Mkrocathetoi, purgeanyairand flushwith

hgsarinized saline or sterfe water.

CMefuflyinsertguide wire Into the Mkrocatheter and comptetefy dose the valve Moundtheguide wke.

Introduce the M kraatheter and guide wire assemblyinto the guiding catheterviadw hemostasisvalve (d

used). If rotating hemostatic vaNe is used, tirite n die vahe aiDtmd die M kio G “tottfto prevent backfiow,

butNknring some movemerk through the valve by the Mkrocatheter.

Using fuoroso)py.intioducefheMkrocathete(andgui i mbVIntodtovascularytem.making

suretheguide wke is aways ahead theMkracMheter. Advancetheguidei” and Mcracatheterto a

selected” sqilm ste by atternatively advancing the guide wire and then tncfcing the Woocathetetover the

guide wire. Navie; TofacSitate Mkrocatheterhantfikig, the proximal portiMiofthe Mioocatieteris uncoated

to enwre ano(v«epgrip.

10.rmaipositiorEig is accmnplished by short advanceso fthe guidewire and Mkrocadieter untithe desired
position k acifeved and then confirmed by fuonjscopk visuatintion.

. Monrior Mkrocatheter placemeni Mid position during use.

12. Toinfuse. completofyremovedieguidewtofrantheMkrDcathetor. ConnectasyringewidiM iisatetodie
Microcatheter manérid luec and infirse asrequired.

w

IS

N o o

©

INSTRUCTION FOR USING A POWER INJEaOR WITH THE MICROCATHETER;

Apowerinjector can be usedto Infose a(ontiastmeshatfuough the Mkrocatheter. Observeifewarningsandcautkms
given below. Theflow rate depends upon such factors asthe viscosity o fthe contrast media, which varies with the type
and temperMure ofthe media, the modeland setting bI'the power injector,and how the

injectoriscontwcled w the Mkrocatheter. Theobserved flow Ve valuesincficaied beloware lorreference onfy.

Flow Rate Table$

ScoingConditient Oelwryu /sec
Mcfii Widilinear Wkhtey
Meestro Rise"OiKC frmsiM Setinggfi
Catheter  tiutfe iodne iSOty
Sis Ungdt  Coftau Coraent  kNat RowRete  Vokne SSsiv VDiane
MHI  fam} Medu onagr 3C ImVseri s WOp»4 «l«
W btf tie ISOUE 30 47 40 to isi 003
iopuMfel} 30 94 30 to 14
w OUE w47 60 to 4 @o
(K'anWM 30 % 30 to 22
[Se] SOV 30 4] 40 10 40 076/
floparoidot 310 94 30 10 w
zilaF no ISCWH- 30 a7 40 1o 5i7 043
QOgpantoO 30 94 30 o 3
w ISOVUE 30 47 40 to 507 070
fhpaniwton 310 94 30 to 207
[Se] B60VUE- 30 47 60 % 40 0J7
feparNdob 30 94 30 m
29M9F 10 SOUE 30 47 70 0 412 049
floparmidoO 310 94 40 o 773
m Kowe- 300 47 70 to 476 077
flopanidoi) 370 94 40 10 340
10 ISOWE 300 47 70 o w s
flopamidol] 370 9A 40 10 120
RAFEARNCEQAA
LINKtorusedLLBAAOMARKY 2. ComrastMcdtilenHwiakire: 37°C
| b"ection presstremonitor/ Hrk setting: SSTSkPaUKiopsQ 4 Rowscalrmto«c
5.Uneairise seconds: 03 sec



ANNEX TO INSTRUCTIONS FOR USE

DEVICE SPECIFICATIONS
The Maestro Microcatheter is available in working lengths of 110, 130 and 150 cm with the distal tip offered in
pre-shaped straight, 45 degree and swan neck configurations.

Accesso»~y MIC"

M»— 143 p Q i,.Q] '“M7 Dista,t1..
M9 Coat rp)
SO cni
It+ = = = t
/ — M3 Pc-OV'fs
,.-M8
T T 2 \

MATERIAL OF CONSTRUCTION

The materials used in the manufacture of the components of the Maestro Microcatheter are identified below.

COMPONENT MATERIAL DESCRIPTION
Hub [MI] polyamide

Nylon 12 (polyamide elastomer)

Titanium oxide

Strain Relie M2] Phtalocyanine blue
Inner Shaft Sleeve
Catheter Tubing [M6] Fluon Polytetrafluoroethylene (PTFE)
Braid filling polymer
Shaft [M5] polyetherblockamide
Braid Ribbon Fibers
[v4] Nylon 66
Outer Layer [M3, M7] Proximal Section of Tubing
O Nylon 12

0O Phtalocyanine blue
0O Titanium oxide

Distal Section of Tubing

O polyetherblockamide
O Barium sulfate
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Coating
[M9]

Marker Band [M8]

and Marker Band
Coating Solution
Catheter curve stralghtener [M10]

ACCESSORIES:

The Maestro Microcatheter is packaged with two (2) 3 ml syringes, currently CE marked under Certificate CE

542368.

The Medallion Series Syringes are standard 3 piece piston syringes constructed with clear barrels, color

plungers, and a black piston seal.

The syringe barrels are one-piece polycarbonate molded construction with flat finger grips and fixed male luer
connectors. The syringe barrels are marked for accurate, clear and easy reading. The safety stop ring prevents
inadvertent removal of the plunger from the syringe barrel. The stop ring withstands back pressure of up to 200

PSI

O Titanium oxide
O Stearamide
Hydrophilic Coating

Pt
polyetherblockamide
Stearamide

Nylon 12

Titanium oxide

in order to make mechanical filling of the syringe possible.

The syringe is intended to be used to infuse a contrast media through the Microcatheter, including the
activation of the hydrophilic coating on the Microcatheter surface. (2) 3 ml syringes included for ease of mixing

embolics/spheres.

Luer Options:
Fixed Male Luer

Merit’s Medallion syringes are categorized below.

COMPONENT MATERIAL DESCRIPTION
Body Polycarbonate
Plunger tip Silicone
Plunger ABS

Fill volume - 3ml
Mass (weight) - ~8g

Size (general dimensions no more than) - 31.75mm x 12.7mm x 107.95mm

Graduation intervals (max) -1/16 in. (1.6mm) per grad line

PACKAGING

The Merit Microcatheter is sold in a single packaging configuration. The catheter is contained within a circular
polyethylene dispenser hoop (holder). The two (2) 3ml syringes that are provided with the catheter are
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packaged inside a 4” (10.2cm) x 8” (20.3cm) pouch Tyvek pouch which is nestled on top of the microcatheter
holder. The catheter hoop (with the catheter inside) and the pouched syringes are placed inside a 10.5”
(26.7cm) X 14.25 (36.2cm) Tyvek/polyethylene pouch that is sealed using a validated heat seal process. One
pouch is placed inside an SBS carton and one carton is placed inside a Kraft E-flute shipper carton.

PRODUCT SHELF LIFE
The Merit Microcatheter is labeled for a three (3) year shelf life

TRANSPORTATION. STORAGE AND USAGE

T ransportation

Transportation should be conducted in accordance with the contract which two sides agreed with (temperature:
0 - 38C degree, humidity: no condensing).

Storage

The Maestro Microcatheters must be stored in an air-conditioned area (temperature: 0 - 38C degree, humidity:
no condensing).

Operation temperature: 37°Cx1°C

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 OUT OF BREACH OF WARRANTY, BREACH OF CONTRACT, DELAY,
NEGLIGENCE, STRICT LIABILITY, OR OTHERWISE.
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List of Product Label Part Numbers
This symbol means that the

device fully complies with
C € %6 European Directive 93/42/EEC.

Manufacturer

eed

1EC|rep] Authorized Representative
Radiopaque marker

O rz
Maximum guide wire

< -fA

Maximum pressure

©

(D Single use

REF Reference Number

LOT Lot Number
STERILE EO Sterilization: Ethylene-Oxide Gas

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

Use by

Caution: Consult
A Accompanying Documents

Customer Service

Merit Medical Systems, Inc. Merit Technologies LLC

1600 West Merit Parkway 115054, Moscow

South Jordan, Utah 84095 U.S.A. Bakhrushina Str., 32, bldg. 1, Russia
+1801 253 1600 +7 495 22189 02
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[MepeBog ¢ aHrNMIACKOTO A3blKa Ha PYCCKNI A3bIK\
[Ha 6naHke komnaHun «MepuT Meankan CucTems, VHK.»}

«Mepunt Megukan Cuctems, MTHK.»
1600 YacT Meput Mapkyaii

CayTt O>xopgaH, wTtat KO ta 84095
TenegoH 801-253-1600

dakc 801-253-1688
www.merit.com

MHCTPYKLUMSA MO NCNOMb30BAHUIO
Mwnkpokatetep Merit Maestro
JOKYyMeHT cocTaB/ieH Ha 6 cTpaHuuax
[Aata: 18 aBrycta 2016 r.

YOOCTOBEPEHUE

W rtat KO Ta )
) TOUHOE MecTOo
Okpyr Cont-Jleik )

CerogHsAa, 18 aBrycta 2016 r. ko MHe, [J>keHHU(ep BolyexoBCKU, HOTapuycy, JIMYHO ABUCS
A3H Knapk, gupektop oTAesnia HOpMaTUBHO NPaBOBOro perysiMmpoBaHusa, U NoATBepAN MHe Ha
OCHOBaHUN ybeanTeNnbHbIX AOKa3aTes/ibCTB, YTO ABMAETCA /INLOM, YbA NOAMNUCL MOCTaB/ieHa Ha
npunaraemMom OOKYMEHTe, a Tak)Xe, YTO OH noAnucas yKasaHHblii JOKYMEHT.

B ypgocTtoBepeHuMe 4ero craBJ/ito CBOK NOAMUCH U 0(*)I/ILI,I/IaI'IbHyI'O neyatb.

jnognuce!
HoTapwuyc

Mos nuueHs3ns gerictButenbHa ao 06 maprta 2019 r.

[WTamn:

J>keHHUpep BoliLexoBcku

HoTtapuyc wrtata FOTa

JinueHs3na Ne 681846

Mos nuueH3nsa gerictButenbHa go 06 mapta 2019 r.]
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MERIT MAESTRO
MWKPOKATETEP

MHCTPYKUWNA MO NCMOJIbSOBAHWIO
{MeyaTb KOMNaHUNM «MepuT Meagukan Cucrtems, MHK.»]
{Hagnuce oT pyKku:
/nopgnuce!

O3H Knapk
18 aBrycta 2016 r.]
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MERIT MAESTRO
MWKPOKATETEP
NHCTPYKLUUA MO NCMNOJIbSOBAHMKO  Ha aHrmiickom sisbike

OINMMCAHWME: mukpokatetep Merit Maestro gocTyneH B Tpex MoauduKaLmax, pasnyHbIX No
cBOeMy pa3mepy, ykazaHHomy BO peHuyax (F). MNMepsBada moauvdukauna nmeetr M3MeHeHUe BO
BHYTpeHHEeM AmameTpe no gnmHe ot 2,8 F (0,93 mm) npokcumManbHOro yyactka go 2,4 F (0,80
MM) TMBKOTro AncTanbHOro ydactka AgnmHoii 20 cm. [JaHHas Moaudukaums 3agenciByeT
HOMWHaNbHbIA NPOKCUManbHbIA BHYTPeHHU Anametp B 0,025 Aaloima ¢ BHYTPEHHUM
LVUaMeTPpOM HOMUWHaNbHOTO HakoHeuyHuka B 0,020 agroiima.

BTtopasa mogucdukayma vmeetr guametp B 2,8 F (0,93 MM) no Bceii gnnHe, a TakxXe rMOKui
AucTanbHbIW y4dacToK B 20 cM. BHYTpeHHUWA AaAuamMeTp pAaHHOW Mogundukaumm wumeeT
HOMWHaNbHbIA BHYTpeHHU puameTtp 0,025 proiima Ha npokcumanbHoM m 0,024 provima Ha
OUCTalbHOM y4yacTKax.

TpeTba mMogndpunkaumsa mmeet guametp 2,9 F (0,96 mMm) no Bcell ANIMHE, a TaKXXe TUOKUA
AucTanbHbIW y4yacToKk B 20 cM. BHyTpeHHWli AgnameTp [aHHOIW KoOHdwurypaumm wumeet
HOMWHaNAbHbIA BHYTPeHHWN auameTp B 0,027 pArolima Ha MNPOKCMMalibHOM W AUCTalbHOM
yyacTKax.

MpocBeT MMKpoKaTeTepa MOXeT npucnocabamBaTbCs K ynpaBaseMoMy NpoBOAHUKY. Kaxkaas n3
MoAuMUKALUIA KaTeTepa UMeeT rnagkoe rmMapoguiibHOe MOKPbITUE HA AUCTallbHOW BHeLWHel
nosepxHoctu B 80 cM. MukpokateTep Merit UMeeT pPEHTIeHOKOHTPAcTHYH MeTKy Ha
ANCTa/IbHOM  HAKOHEUYHWKe, pPacnofioXXKeHHY Ha NpuMepHOM paccTtosHum 1,3 MM OT
ANCTaNbHOIO npefena HaKOHEUYHWKA, O/ 061erdyeHuss (hHOOPOCKOMMYUECKOU BU3yansaLunu.
MpokcMManbHbI HaKOHEYHUK MUKpoOKaTteTepa WMeeT CcTaHAapTHbIW apantep Jloapa Aans
06/1eryeHnss NPUCOEANHEHUS] aKCeCcCyapoB.

HA3SHAYEHWE K NMPNMEHEHWMKO: mukpokatetep npegHasHaueH Ans BHYTPUCOCYANCTOTO
MCNONbL30BaHMA, BKAOYas MepudepuiiHylo U KOPOHapHYK COCyaucTylo cucTemy. [locne
npoBeAeHUs KaTeTepusaLuUU, MUKpPOKaTeTep MOXeT 6biTb UCMONbL30BaH ANS PerynupyeMoro u
CeneKTUBHOrO BBeAEeHNA ANArHOCTMUYECKUX, IMBONNYECKUX AN TepaneBTUYEeCKUX MaTepuanos B
cocyabl.

KaTeTep He [O/KEH MCNOMb30BaTbCA B LiepebpanbHbIX cocyaax.

MPOTUMBOINOKA3AHWA: He BbisiBneHb..

MNPEAYNPEXAEHNA:

1. B COOTBETCTBUMN C KOHTPAKTHbIM COr/lalleHnem ,Cl.aHHbII7I MUWKpOKaTeTep He npeaHa3HaydyeH and
HEPBHO-COCYAUCTOIo wucnoJsib3oBaHnAa B MecCTe COHHOW aptepunn 1 30HEe Haj Hel wnnn
NMO3BOHOYHOMN apTepun n 30He Hapg HeMn.

2. [aHHOe un3genue npegHasHayeHo ANA UCMOMNb30BaHUA TOJIbKO BpadaMu, MMEKLWMUMU ONbIT
pa6OTbI C UPECKOXXHbIMN BHYTPNCOCYANCTbIMUN TEXHUKaMWN 1N npoueaypamn.

3. dABndAetcAa CcTepuNbHbIM, CTEPU/IN30BAaHO OKCMAOM 3TusieHa. He wucnosb3oBaTb, ec/nun
CTEPUNNBHOCTb HapylleHa.

4. lna ogHOPa3oBOro MUCMNonb30BaHUA, TONbKO ANA OAHOro nauueHTa. 3anpeuwiaeTca NOBTOpPHOe
ncrnonb3oBaHue, 06pa60TKa nnn crepunmnsaunsa. NoBTOpHOE MCNONb30BaHUe, 06pa60TKa nnn
crepunnsaymna  M™MOryT Bbl3BaTb ,Cl,eq:)eKT KOHCTPpYyKUMnnM wmsaenns n/vnun npmneectn K ero
HeuncnpaBHOCTU, 4YTO, B CBOK oO4epeab, MOXXeEeT MNOoBJieYb 3a co6oii TpaBMUMUpOBaHME NayuneHTa.
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3aboneBaHne WU yXyfALIeHWE ero COCTOAHWUA, a TakXKe cMepTb. [MOBTOpPHOE KMCMNO/Ib30OBaHue,
o6paboTka UK cTepunsaumsa MOTyT co3faTb PUCK KOHTaMWHauuu (3apaeHus) ycTpoicTBa
U/ Unn NHONUMPOBAHUA NaLMeHTa UIN NEPEKPECTHOINO MHOULUMPOBAHUA, BK/OYasA; B HaCTHOCTH,
nepepadyy UHMEeKUNOHHOTO(HbIX) 3aboneBaHuA(HMIA) OT O[HOIMO MNayuMeHTa APYromy.
KoHTaMuHauunsa nigenns MoxKeT NoBneyb 3a cO60l/ TpaBMUpOBaHMe nauneHTta, 3abonesaHne nan
yXyAleHNne ero COCTOAHUA, a TakXe cMepTb. ocne Ucnonb30BaHUA U3feNne N ero ynakoska
nognexartr yTuausauumm B COOTBETCTBMM C  MeToAuKaMu  fle4ebHOro  y4ypexxgeHus,
aAMWHUCTPATUBHBLIMU U TOCYAapPCTBEHHLIMW HOPMaTUBaMWU.

5. Mpn ucnonb3oBaHUM MUKpoKaTeTepa MHPY3NOHHOE AMHaAMM4YecKoe [faB/IeHWe He [AOJ/HKHO
npeBbiwaTth Nnokasatesnsa 800 dyHT/groiim” (5515 klMa). MHpYy3MOHHOe fgaB/ieHne, NpeBbillatoLee
OaHHbI MakCMMyM, MOXEeT MNPuUBeCTM K paspbiBY MWUKpoKaTeTepa W nocnegytouwei TpaBme
nauveHta. Ecnm noTOK, BBOAWMBIN 4epe3 MUKpoKaTeTep 6/70KMpyeTcs, He nNblTaiTecb
NPOYMCTUTL MPOCBET MWUKpOKaTeTepa NyTeM MNpPOMbIiBaHWA. CTaTM4YHOe [JaB/ieHWe Ha [aHHbIN
MUKpOKaTeTep He [AO0/MKHO npeBbiwatb 300 cdyHT/Aoim”™ (2068 klMa). CTtaTuyHOoe pfasreHue,
npesbilWlatolLee 3TOT MaKCUMYM, MO>XeT NMPUBECTU K pa3pbiBY MMKpokaTeTepa U nocnegyrouiei
TpaBMe nauyueHTta. OnpegennTte NnpobaemMy, Bbi3BaBL YO 6GTOKMPOBKY N pellnTe ee UM 3aMeHuTe
OaHHbI MMKpOKaTeTep Ha HOBbIV Nepej NPOAO/DKEHMEM BBeAEHUS.

6. Y6eguTtecb, 4YTO MNPOBOAHWKOBbLIV KaTeTep He BbICKO/Ib3HY/ W3 cocypga. Bbickanb3biBaHue
NPOoBOAHMKOBOIO KaTteTepa W3 cocyha nNpM MaHUNynAuuax ¢ MUKpokKaTteTepom wn/vunm
NPOBOAHNKOM MOXET MPUBECTU K MOBPEXKAEHNIO CUCTEMbI MUKpPOKaTeTepa.

7. MpopBmKeHMe MUKpoOKaTeTepa MO HanpaB/IEHUIO K HAKOHEYHUKY MNpoBOAHMKA MOXeT
npuMBecTU K TpaBMe cocyaa.

8. He wucnonb3yiiTe aBTOMaTM4yeckuii wWNpuy, AN BBEAEHWA areHToB, OT/Myarwwmxca oT
KOHTpPacTHOW cpegbl, Tak KakK MUKpoKaTeTep MOXeT ObiTb 3ab/10KMpoBaH. YCTaHOBKMU
6e3onacHOCTM JdaB/eHUA wWNpuua He [AOJ/DKHbI MNpeBbiWwartb MakKcuMalibHOe WHGpYy3noHHoe
pnasneHne B 800 yHT/aroiim” (5515 klMa). MNMpeBbilweHNe AaBNeHUS WNpULa MOXXeT NPUBECTU K
pa3pblBY MUKpokaTtetTepa (CM. MHCTPYKLUK MO NCNONBb30BAHUIO aBTOMATUYeCKOro Wwnpuua).

NMPEOOCTEPEXEHWNA:

1. OTnyckaeTcsa TONbKO N0 peuenTty Bpada. denepanbHbii 3akoH (CLUA) orpaHnumBaeTt
npoaaxy n 3akas faHHOro u3sgenusa To/bLKO BpadyamMm UM No nx npeanmcaHuio.

2. Y6egntecb B COBMECTUMOCTM 3M6OIMYECKOro MmaTepumana € MUKpoKaTeTepoM nepej
MCMNO/Ib30BaHNEM.

3. Bcerga oTcnexkmBanTe CKOPOCTb BBEAEHUS NMPU UCMONb30BaHUM MUKpOKaTeTepa.

4. Tlpn BBeAeHWM KOHTpPacTHOW cpeabl ANA aHrmorpapuun ybegutecb, UTO MUKpOKaTeTep He
nepekpy4yeH v He NepeKkpbIT.

5. MukpokaTeTep WMeeT CKOJ/Ib3KOe TInapoduaibHOe MNOKPbITUE Ha BHELWHEN MNOBEPXHOCTU
KateTepa. MOBepXHOCTb [O0/XKHA OCTaBaTbCA CMOYEHHOW A0 yAaneHUs W3 KOoHTeliHepa W BO
BpeMsa npoueaypbl, 4TO6bl COXPaHUTb CKOJ/Ib3KOE MOKPbITME. 3TO MOXHO COBEPWUTb NyTeM
npucoegnHeHnsa Y-o6pa3HOro KOHHeKTOopa K MOCTOAHHOW KanenbHuUe C (U3MONOrMYecKuMm
pacTBOpOM.

6. Mepen npouenypoii Bce MHCTPYMEHTbI, KOTOpble 6yAyT WMCNONb30BaTbCsA, AOJDKHbI 6biThb
TWaTtesibHO NPOBEPEHbI HA LLeNTOCTHOCTb U NPaBU/IbHOCTbL PYHKLNOHUPOBAHUS.

7. Tepep wvcnonb3oBaHMEM NPOBepbTe  MUKpOKATeTEP Ha  Haluyue WN3NOMOB  UIN
nepekpyumBaHmusa. Jlio6oe noBpexgeHne MUKpoKaTteTepa MOXXeT YMEeHbLWUTb >Xenaemble
XapakKTepuctnkum paboTbl.

8. OcmaTpuBailiTe MuWKpokaTeTep BO BpeMsa npoueaypbl, 4YTO06bl CHU3UTb BEPOATHOCTb
cny4yarHbIX MONOMOK, Nepernéos nan CKpyvYnBaHus.

9. Ecninm MumKpoKaTeTep HaxoguTca B Tefne, C HUM criefgyeT paboTtaTb TO/IbLKO MNPV MNomMoLwu
dnoopockonmn. He nbiTalitecb ABuUratb MUKpoKaTteTep 6e3 BO3MOXXHOCTU HabawaeHus
peakuun HaKOHeYHUKa.
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10. PerynsipHO MeHsATe MUKpPOKaTeTepbl BO BPEMS AJIMTE/IbHbIX MpoLeayp, KOTopble TPeGyT
WHTEHCUBHbIX AelicTBUI UM 3aMeHbl MPOBOAHUKOB.

11. Hwukorga He BBOAWUTE U He W3BJIeKaliTe BHYTPUCOCYAWUCTOe wu3denue, echl, 4yBCTByeTe
CONpOTUBMEHUE, NMOKA He onpefennte NPUYUHY CONPOTUB/IEHUS MPU NOMOLWU (PIHOOPOCKONMUMN.
MepemelieHns MUKpoOKaTeTepa WM MNPOBOAHUKA MNPU COMPOTUBMIEHUM MOTYT MPUBECTU K
OTAEe/IeHMI0 MUKpOKaTeTepa UM HAaKOHEUYUHUKA NMPOBOAHWKA, MOBPEXAEHUI0 MUKpoOKaTeTepa Um
nepcopayunmn cocyaa.

12. Tak Kak MWUKpoOKaTeTep MOXeT 6blTb BBEAEH B Y3KYl BCMNOMOraTe/lbHYH BbiGOPOUYHYIO
COCYAUCTYIO CUCTEMY, Y6eauTechb, YTO MUKPOKaTeTeEP He BBOAUTCS C/IMLIKOM TNy60KO.

13. UYpe3mepHOe cTArMBaHWE TFeMOCTAaTUYECKOro KjanaHa B KOPMyce MUKpoKateTepa MOXeT
NPUBECTU K MOBPEXAEHUIO KaTeTepa.

14. MpouTnTe N cneayiTe MHCTPYKLUAM NMPOU3BOAUTENS ANA ANATHOCTUYECKUX, IMBOTNYECKUX
N TepaneBTUYECKNX areHToB, UCMOJIb3YK LW NXCA C MUKPOKATETEPOM.

15. He ucnonb3yiiTe OTKPbITYHD WU MNOBPEXAEHHYH YMakKoOBKY. Vcnonb3yiiTe A0 ucTeueHUs
CpoKa rogHoCTU. XpaHuTe Npu peryinpyemMoii KOMHaTHOW TemnepaType.

BO3MO>XHbIE OCJTIOXKHEHUA:
BO3MO>XHble OCMTOXXHEHUSA BKAOYAIOT, B HAaCTHOCTMU:
CNO>XXHOCTWN C A4OCTYNOM K MecTy BBegeHUs
CocygucTblii TpoM603

Mepdopauymna cocynos

Tpom603

Cna3m cocypos

Nwemuna

KpoBoTeueHue

NHpekuynn

Bonn n 60n1e3HEHHOCTb

PacceueHune cocypga

Ambonusa

AwunctanbHas am60nus

Anneprnyeckume peakumun

CmepTb

TABJIMUA 1: NH®OPMALIPbI MO COBMECTUMOCTW

BHewHnn gnametp HoOMWHanNbHbIN MakcumanbHbl i PekomeHayembli
MUKpoKaTeTepa BHYTPEHHUN gnameTp BHYTPEHHW AnameTp NPOBOAHWUKOBbI
MMKpoKaTeTepa npoBoAHMKa KaTeTep
28P/24P 0,020 gronma (0,52 mm) 0,018 groiima (0,46 mm) 0,040 - 0,041 arolima
(1,02 mm - 1,04 MmMm)
28 P /28P 0,024 gronma (0,62 mm) 0,021 gtoiima (0,53 mm) 0,040 - 0,041 pgloiima
(1,02 mm - 1,04 mm)
29P/29P 0,027 pgronma (0,68 mm) 0,021 pgroiima (0,53 mm) 0,042 - 0,043 arolima
(1,07 mm - 1,09 mMm)
SMBOJTIN3AUNA
yacTuubl chepbl cnupanu
2,8 P /24P <= 700 mKkM Emboli <= 700 MKM MuUKpochepbl 0,46 mm/ 0,018
nronma
28 P /28P <= 700 mKkM Emboli <= 700 MKM MuUKpochepbl 0,46 mm/ 0,018
pronma
29P/29P <= 900 mkm Emboli <= 900 MKM MUKpochepbl -
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MHCTPYKUMA no  WCIMOJIbBOBAHNIO. TMPUMEYAHUME:  pekomeHgyeTcs
MCNoNb30BaTb MUKPOKaTETEP BMECTE C MPOBOAHUKOBbLIM KaTETEPOM M UHTPO/AbLIOCEPOM.

1. YcraHOBWTE NOAXOAAWMNA MNPOBOLHWUKOBBLIA KaTeTep, MCNOMb3ys CTaHAApPTHbIA MeTOof.
Bpauwatowmincs remoctaTU4eCcKUin KnanaH A0/MXeH ObiTb MpUCOeAUHEH K ajanTepy Jlio3pa Ha
NPOBOAHNKOBOM KaTeTepe [A/11 MOCTOAHHOrO MPOMbIBAHUSA MNPOBOAHWKOBOIO KarteTepa
(h13M0N0rNYecKUM pacTBOPOM.

2. YanuTe cnupanbHblil fepXXaTenb MUKpoKaTeTepa 13 3aneyaTaHHON yYNakKoBKMN.

3. MpucoefnHNTe WNPUL, HANOJIHEHHbIMA FenapuHU3NPOBaHHbLIM (HU3MONOTNYECKUM PacTBOPOM
NN CTEPUNbHON BOLON, K (DUTUHIY HAKOHEYHUKA JTt03pa B fiepxxaTenie MUKpoKaTeTepa.

4. BeeanTe [OCTATOYHOE KO/MIMYECTBO IKUAKOCTU [ANA  YBN@XHEHUS BCe MNOBEPXHOCTM
MUKpOKaTeTepa. JTO aKTUBUPYET rMAponabHOEe MOKPbITUE Ha NMOBEPXHOCTU MUKpPOKaTeTepa.
MprMeYaHue: MOBEPXHOCTb MWUKpOKaTeTepa MOXET BbICOXHYTb MOC/Me €ero MW3BaevyeHus wu3
gepxartens.  [JONONMIHUTENbHOE  YBMAXHEHWe  rernapuHU3MpoBaHHbIM  (PU3NOSIOTUYECKUM
pacTBOPOM W/ CTepU/IbHOM BOAONM CHOBa 06ecreyunT rugpounibHbli 3¢ heKT.

5. Mpu ypaneHnn MUKpokateTepa M3 CNMpanbHOro Aep)katens, NpUcTynas K MUCMonb30BaHuUIo,
NpoBepbTE ero CoCTosHME U ybeamTech B OTCYTCTBUM NOBPEXAEHWIA.

6. CoefMHUTe BTOPOI remocTaTU4YecKWii KnanaH ¢ afanTepoM OTBETB/EHUA MUKpOKaTeTepa,
BbIMYCTUTE BO34YyX W MPOMONTE renapuHU3NPOBaHHbIM (U3NOOTMYECKUM PAcTBOPOM UK
CTEPW/IbHOI BOAONA.

7. AKKypaTHO BBeAWTe MNPOBOAHUK B MWKPOKAaTeTep M MJOTHO 3aKpOiMTe KfanaH BOKPYr
NPOBOLHMKA.

8. BBefuTe MUKpOKaTeTep M MPOBOAHWMK B NPOBOAHWKOBbLIA KaTeTep 4yepe3 remoctaTuyeckui
KnanaH (nNpu ero wucnonb3oBaHuu). Ecnu wncnonb3yetcd BpawjatoLuiics remoctaTuyeckuii
KnanaH, 3aTAHUTe KfianaH BOKPYr MUKpoKaTeTepa, 4ToObl NpeaoTBpaTUTL 06paTHbIN MOTOK, HO
MO3BOJINTb [ABUXEHMNE MUKPOKAaTeTepa Yepes KnianaH.

9. C wncnonb3oBaHMeEM (IOOPOCKONUN BBeAWTE MUKpPOKaTeTep WM MNPOBOAHUK B COCYAUCTYHO
cuctemy, ybeamtecb, UTO MPOBOAHMK BCerga pacrnonaraetcd Bhepeanm MUKpoKaTeTepa.
PacnonoxuTe nNPoOBOAHWK W MUKpoOKaTeTep B BbIGPaHHOM COEYAWCTOM Yy4yacTke, MyTeM
anbTEPHATUBHOIO pa3melleHnss NPOBOAHMKA M MOCMeAYIOWEro OTCNeXWUBaHUS MUKpoKaTeTepa
HaZ nNpoBOAHUKOM. T[lpuMeyaHue: u4TOGbl 06/1€rYMTL MPOLABMKEHME MUKpOKaTeTepa, Ha
NPOKCUMasIbHOW YacTh MUKpOKaTeTepa NOKPbITUE OTCYTCTBYET, UTO 06ecrneynBaeT HECKO/b3KNIA
3axBar.

10. ®wuHanbHOe MOMNOXKEHME [LOCTUIaeTCA MyTeM MOCTENEHHOro MPOABMKEHUA MPOBOAHUKA M
MUKpOKaTeTepa 40 TexX Mop, Noka He OyAeT AOCTUTHYTO >XKe/faeMoe MOMOXKEHWe, KOTOpoe 3aTeM
noATeepxaaeTca (DNHOOPOCKOMMEN.

11. OTcnexuBanTe pacnosioXeHne KaTeTepa BO BPeMS UCMO/Ib30BaHUS.

12. Ona BnumBaHWA MOMHOCTLIO yAannTe MPOBOLHUK U3 MUKpoKaTeTepa. CoeAnHuTe wnpuy c
NH(y3aToM ¢ Tpy6amm J1lospa MUKpoKaTeTepa U BBOAMTE N0 HEOBXO4MMOCTMN. f
MHCTPYKLUWMA no MNCIMOJIbSOBAHUIKO C MNKPOKATEMEPOM
ABTOMATUYECKOI O LUMPULIA:

ABTOMATMYECKUI LWINPUL, UCNONb3YIOT A8 BIMBaHUA KOHTPACTHOW Ccpefbl Yepe3 MUKPOKaTeTep.
MpouTnTe NPeAOCTEPEXEHNSA U NPeAYNpPeXxLeHuUs, onueaHHble Bbille. CKOPOeTb NOTOKa 3aBUCUT
OT TaKnX (PaKTOPOB, KaK BA3KOCTb KOHTPACTHOM Cpefbl, KOTOpas U3MeHSeTCA B 3aBUCMMOCTM OT
TMnNa W TeMmnepaTypbl Cpefbl, HACTPOEK aBTOMAaTMYecKoro Lwinpuua, a Takxe OT croeoba
NPUCOeLNHEHNS aBTOMATUYECKOro WNpuLa K MUKpokaTeTepy. Huxe B 03HAKOMUTENbHbLIX LeNifgx
npuBeAEHbI 3HAYEHNS CKOPOCTM MOTOKA.
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Tabnmua CKopocTy NoToKa

Karetep
Merit
Maestro
Pasmep
Kopnyca/H
aKOHeYHu
Ka

2824 F

2,828 F

29129 F

Mcnonb
3yemas
ONnHa
(cm)

no

130
150
rno
130
150
rno
130

150

KoHTpacTHasn
cpega

ISOVUE
(ionammnpgon)
ISOVUE
(onammnpgon)
ISOVUE
(onammnpgon)
ISOVUE
(onammnpon)
ISOVUE
(onammnpgon)
ISOVUE
(nonammnaon)
ISOVUE
(onammnaon)
ISOVUE
(nonammnaon)
ISOVUE
(onammaon)

CMPABOYHbLIE AOAHHDIE:

1. cnonb3yemblii aBToMatnyeckuihi wnpuy: MEDRAD M ARK V
2. TemnepaTypa KOHTpacTHO cpeabl: 37 C
3. YcTaHOBKW MOHUTOpa/npenena fAaBseHUa aBTtomartuyeckoro wnpuua: 5515 klMa (800

yHT/gronmn)

4. CKopoOCTb noToka: mn/c
5. lnHeliHOe Bo3pacTaHue, c: 0,3 c.
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CopfepxaHue
nopa (mr/mn)

300
370
300
370
300
370
300
370
300
370
300
370
300
370
300
370
300
370

DNacTuyH
ocTb (cM)
npu 37°C

4.7
9.4
4,7
9,4
4,7

4,7
9,4
4.7
9,4
4,7
9,4
4,7

4.7
9,4
4,7
9.4

CKopocTb MoTOKa ¢

NIMHENHbIM
BO3pacTaHuem,
paBHbIm 0,3 ¢,
MEDRAD
Ckopoctb  O6be
noToka M (M)
(mn/c)

6.0 10
3,0 10
6,0 10
3,0 10
6.0 10
3,0 10
6,0 10
3,0 10
6,0 10
3.0 10
6,0 10
3.0 10
7,0 10
4.0 10
7,0 10
4,0 10
7.0 10
4.0 10

dakTnyeckas
[focTaBka
KOHTpacTHoin"
cpeabl Ma/c ¢
yCTaHoBKaMu
6e3onacHoro
[aBneHmns
5515 k[Ma (800
hyHT/groim”)

5,55
2,54
5.14
2,21
4.60
2,00
5.57
2.63
5.07
2.37
4,70
2,18
6,82
3,44
6.26
3.40
5.59
3,20

O6bem

MepTBOro
npocTpaH
cTBa (Mn)

0,63
0,70
0,76
0,63
0,70
0,77
0,69
0.77

0,85



MPUNNOXXEHUE K MHCTPYKUWW MO NCIMOJIb3OBAHUNIO

OMNMMCAHWE N3OEINA:

BbinpsamuTenb KpnBU3HbI KateTepa [M10]

M3 MpokeumanbHbii™ <= M7 ncTanbHbI*T1*-

* M9 lMokpbiTue
80 cm

AnvHa MukpokateTepa Maestro mMo>keTr eoetaBnats 10O, 130 u 150 cm, npm 3Tom dopma
ONCTaflbHOTO HaKOHEeYHMKa MOXeT 6biTb NpeABapuTesIbHO OTHOPMOBAHHOW NPAMOW, N30THYTON
Ha 45 rpagycoB UM nNpepcTaBnsaTb cO60l S-06pa3Hyto KOHpUrypaumio.

MATEPUAJIblI KOHCTPYKIAN:

Martepuarnsl, Ucnonb3lyemble 4/ NPOU3BOACTBA KOMMOHEHTOB Munkpokaretepa Maestro, yka3saHbl HUXKe:

KOMIMOHEHT ONMNCAHNE MATEPUAA
Pasvem [M1] Monnamn /
(BTtynka) A

HelinoH 12 (nonnamwupg anactomep)
PasrpysouHasa mydra [M2] OKcua TUTaHa
dTanoynaHnH cuHni

PyKaB TpyoKmn
BHYTPEHHErO

CTepXeHb cTepxHst [M6]

KaTeTepa
®nyoH nonutetpadropatnneH (MTd3I)

(BHYTpeHHUI
KOHYC CTepPXXHS
TPy6KMK)
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MonumepHbIin

HanoNHUTEeNb
Monuagpupbnokamug
onnetkn [M5] -

JIeHTOYHbIE
BOJ/IOKHA
onnetku [M4]

HelnoH 66

MookcnmanbHasa yacTb TPYOKU:

O HeiinoHn 12

O ®TanoumaHmH CUHNN
BHeLWHW enol 0 Okeup TuTaHa
[|\/|3, |\/|7] AnctanbHada yacTb TPYOKM:

O Nonuagup6bnokamug

0O Cynbdat 6apud

O Okcupg TutaHa

O Cteapamupg,

INoKpbITHE I napounbHoe NoKpbiTHE

[M9]

MapkupytoLas

nonoea [M8]

MnatuHa

(Mapkep)

MoKpbITHE nonuagupbiokammg,

Mapkepa cTeapamug
Bbinpamutens KpBu3Hbl KaTeTepa [M10] Heiinon 12
(BbinpaAmMnTeb KaTeTepa) Okcup TUTaHa
MPNHAANEXXHOCTW:

MukpokaTeTep Maestro nocrtaBnsfeTcs B yrnakoBke ¢ ABymMmsa (2) wnpuuamMmm no 3 M, Ha KoTopble
HaHeceH 3HakK cooTBeTcTBUA CE B cooTBeTcTBUM ¢ CepTudpukatom CE 542368.

Wnpwuy cepnn Medallion npegctaBnset coboii cTaHAAPTHbLIN WAPKL, C MOPWHEM, COCTOAWMNA 13
3 yacTel: NPO3payYHOro LUANHAPA, LBETHOrO NOPLWHSA N YEPHOrO NOPLUHEBOrO KOMbLA.

LUunuHap wnpuua npeacTaBnsieT co6Goi LeEeNbHOMUTYIO KOHCTPYKLMIO M3 noavkap6oHata c
NAOCKUMM yrnopamu A/isi nasibleB U PUKCUPOBAHHBIMU WTbIPEBLIMU coeanHuTensmu flroapa. Ha
npo3payHblii LUUAMHAP HaHeceHa LWKana Afa OonpeAeneHnss TOYHbIX, UYETKUX U MpPOCTbIX
nokasaHuii. BesonacHoe yMopHOe KO/MbLUO MNpeaoTBpalaeT HenpegHaMepeHHOe UW3BJeYeHne
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NOPLWHA U3 LMAMHAPA Wnpuua. YNOPHOe KOMbLO Bblaep>kuBaeT gaBneHne o 200 dyHT/gonm”,
4TO6blI 0O6ecneyYnTb BO3IMOXKHOCTb MEXAHMYECKOTO 3anoO/IHEHNSA WNpuLa.

Wnpwvy npegHasHaydyeH gns MHPY3MM KOHTPAcTHOTO BellecTBa 4epe3 MUKpoOKaTeTep, BKJ/to4as
aKTuBauu rmapoduibHOrNO NOKPLITUA HAa NOBEPXHOCTU MUKpoKaTeTepa. ABa (2) wnpuya no 3
M1 BKNlOYEeHbl ANnA o6neryeHus npouecca cMmewmBaHnsa amb6on/cgep.

BapuaHTbl coeguHeHUs ¢ HAaKOHEYHWKOM J1to3pa:
dUKCMpPOBaHHbIM WTbIpeBOi JT03p.
KaTteropuu wnpuuyes Medallion kKomnaHnn «MepuTt» yKasaHbl HUXE.

MaTepuasbl nsgenva

KOMMOHEHT OMMNCAHWE MATEPUNANA
Kopnyc Monvkap6oHaTt

KoHuuK nopLuHs CvnvkoH

MopLueHb ABS (ABC-nniactvk)

O6bem 3anosIHeEHUA: 3 MN
Pasmep (o6wune rabapuTtbl, He 6onee) - 31,75 mm x 12,7 mm x 107,95 mm
AeneHune wkansbl (Makc.) - 1/16 gwoiima (1,6MM) Ha Kaxkgoe aeneHuve

YTAKOBKA:

MwunkpokaTeTep Merit noctaBnseTcs B WHAMBUAYaNbHOI ynakoBke. KaTeTep HaxoguTcs B
3aKpYyrieHHOM NOJIN3TUIEHOBOM pacnpegenntenbHOM o6oae (aep>katene). ABa (2) wnpuya no 3
Mn, NnpegocTaB/isseMble BMeCTe C KareTepoM, ynakoBaHbl B NakeT U3 matepuana Tyvek pasmepom
4 proihima (10,2cm) x 8 pawimoB (20,3cM), KOTOpPbIA  pacnosiodKeH MNOBepX AepXkaTens
MunKpokaTtetepa. 0604 A1 MUKpokaTeTepa (C KateTepoM BHYTPM) M ynakOBaHHble B Maket
wnpuybl NnomMewarTca B nakeT n3 martepuana Tyvek/ nonmatnneHosBbln nakeT pasmepom 10,5
proima (26,7 cm) x 14,25 proima (36,2 cm), KOTOpbIM 3aneyaTbiBaeTCA C WUCMOMIb30OBaHUEM
yTBEPXXAEHHOTO MeToda Tepmo3aneydaTkm. OouH nNakeT NOMeLl,aeTcsad B KAPTOHHYIO KOPOOGKY n3
CynbdaTtHOW Lenan03bl U 04Ha KapTOHHas KOpobka nomel,aeTcsa B TPAHCNOPTUPOBOYHYIO Tapy
N3 ropprMpoBaHHOro KapToHa.

CPOK XPAHEHWA:

Munkpokartetep Merit nmeeT cpok xpaHeHua (3) roga.

TPAHCIOPTUPOBKA. XPAHEHWVE 1 OBPALLLEHUE:

TpaHcnopTMpoBKa:

TpaHCcNnoOpTMPOBKa AO0/XKHA OCYLW,ecTB/AATbLCA Ha OCHOBaHMW [BYCTOPOHHEro KOHTpakTa
(temnepatypa: 0 - 38°C, Bna>KHOCTb: 6e3 KOHAeHcauun). i

XpaHeHwe:
MwnkpokateTepbl Maestro cnegyetT XpaHUTb MNPW KOHTPOJIMPYEMOW KOMHATHOW TemnepaTtype
(temnepatypa: 0 - 38°C, BNna>KHOCTb: 6e3 KOHAeHcauum)

Ycnosusa aKcnayaTtaymsa:

KoHTaKTUpyeT ¢ BHYTPEeHHEN cpenoil opraHMamMma npu temnepartype 37°C+1°C

YTUN.NTWAHNA:
N3penne cnepyeTr  yTumnmsmpoBaTtb B COOTBETCTBMM C  MECTHbIMWU  3KOJIOTUYECKUMMU
Tpe6oBaHNAMMN.
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Knacc onacHocTM MeAMUUMHCKUX OTXOA0B MUCXOAA M3 XapaKTeEPUCTUKM MOPEPOSIOTMYECKOTo
cocTtaBa (B cooTtBetctBUM ¢ CAHTMWMNH 2.1.7.2790-10 Poccun) - Knacc b

FTAPAHTUA:

OrpaHnyeHne rapaHTUM 1 0TKas OT rapaHTUn:

KomnaHuna «Mepunt» rapaHTMpyeT, 4To u3genve 6yaeTr Mo CywecTBy COOTBeTCTBOBaTb
cneun@urkKaumm Ha MOMEHT TpaHenopTUpoBKM KnmeHTy, nm He 6yaeT cogepykatb AedeKkToB
MaTtepuanoB WM MU3FOTOB/IEHUA B TeyeHue nepumofa, ykazaHHOro B OrpaHMYeHHOW rapaHTuu,
npefocTaB/iAeMON OTAENbHO [ANA KaXAoro usgenna. FapaHTMs He pacnpocTpaHseTes Ha
nsnenne, kotopoe (1) 6bI10 MOANDULMPOBAHO, U3MEHEHO, OTPEMOHTMPOBAHO, OOGHOBJ/IEHO,
NOBTOPHO 06paboTaHO MAM U3MEHEeHO 060l CTOPOHOI Kpome KOMNaHum «Meput»; (N) 6b10o
NoABEPXXEHO HenpaBWU/IbHOMY MPUWMEHEHWIO, HenpaBW/bHOMY o06paleHno, MNOBTOPHOMY
NPUMEHEHNIO, MNOBTOPHOW cTepuamMsayuun, crayydyaiiHoOMy MOBPEXAEHUIO, 310ynoTpebneHunto,
HEOPEXXHOMY OTHOLIEHWUIO W/IN HeCaHKUWOHMPOBAHHOMY BCKpPbITUIO; (LU) 6b1N10 noBpexaeHo B
pe3ynbTate M36bITOYHOW PU3NYECKON, IKOTOTNYECKON WUIN 3/IEKTPUYECKOW Harpysku, unm ero
CEPUIHbLIA HOMeEp 6bl1 U3MEHeH, mncnopyeH unm ypaneH; (ly) 6bIJI0 COBMELLEHO C J/HOObIM
apyrum unsgenunem; (y) 6b1J10 UICNONB30BAHO He B COOTBeTETBUM C NMOKaszaHUAMM K MPUMEHEHNIO,
yCTaHOB/IEHHBIMWN COOTBETCTBYIOLW MM KOMMNETEHTHbIM OPraHoM, MCMO/1Ib30BaHO UHbIM 06pa3om,
Yyem yKasaHO B creumdpukaunum nsgennsa nnn Ana ueneii Uan B yenoBusax, 418 KOTOPbIX uU3genue
He NpefHa3HayYeHO WAM He NMpeaycMoTpeHO. Jllob6aa TexHn4yeckas peKoMeHAauuns B OTHOLWEHUNN
n3gennuss Cco CTOPOHbI KOMMaHUM «MepuT» npepoeTaBnsieTcs 6e3 0653aTeNbCTB UK
KOMMNeHcaunuun, n KkomnaHma «MepuT» He NMpuHUMaeT 06A3aTeNIbCTB UM OTBETCTBEHHOCTU. Bce
Takue pekomMeHpgaunu Araotca KnueHTy U nonydaroted MM Ha ero puek. ECJIN B
HACTOAWEM OOKYMEHTE NPAMO HE YKA3AHO OBPATHOE, KOMMNOAHWA
«MEPWT» HE OCYWECTBNAET U HE OAAET KAKUX-TNBO BbIPAXEHHbBLIX UNTU
MOAOPA3YMEBAEMBIX TAPAHTUW KANEHTY, KOHEYHOMY MO/b30BATENIO UMW
NIOBON TPETbEWM CTOPOHE B OTHOWEHWMWN U3AENNA. KOMMNAHUA «MEPUT»
OTKA3bBIBAETCA OT W NCKNIKOUAET NOBbLIE U BCE MPOYUYUME BbIPAXEHHBDIE,
MOAPA3YMEBAEMBbBLIE MW MPEAYCMOTPEHHBIE BAKOHOM TAPAHTUW, BKNIO YA4A,
nMOMKMMO MPOYETO, FTAPAHTUN NMPOTUB HECOB/NO AEH WA n
MOAPA3YMEBAEMBIE FTAPAHTUNN KOMMEPYECKOW LEHHOCTW n
MPUTOAHOCTUN ANA KOHKPETHbIX LLENEW.

OrpaqueHme OTBETCTBEHHOCTWU:

HWN nen KAKWNX YCNOBUMAX KOMMNMAHWNA <«MEPUT» HE HECET
OTBETCTBEHHOCTW NEPEL KAWEHTOM VAW NKOBbBIM OAPYTUM NNUOM WU
NMPEAMNPUATUEM 3A NOBbIE W TPA®HbLIE, CNELUWANIbHbBIE, CNYUYAWHBIE VNN
KOCBEHHbLIE YBbITKW, MOHECEHHbBIE B PE3Y/NbTATE MOTEPW [AENOBOW
PEMYTALWN, YBEbITKOB oT MEPENPOOAXMWN, OCTAHOBKW PABOTHI,
HEMWCMNPABHOCTUW W3AEAWNA, MOBPEXAEHUWN APYTUX WIAEANA WUNWN WNHbIX
YCNOBWW, WAWN B PE3YNbTATE WCKOB B CBHA3M C HEWCMNONHEHWEM
KOHTPAKTHbBIX OBA3ATENbCTB, MPABOHAPYWEHWMEM WJIWN WMHbBLIX WCKOB,
BOSHUMKAKO W WMX B PE3YNbTATE HAPYWEHWMWA TAPAHTUWN, HAPYWEHWNA
KOHTPAKTA, 3AA0EPXKW, HEBPEXHOCTWU, OBBEKTUBHOWM OTBETCTBEHHOCTMW
M MHOTO.
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Crnuncok 0603HaYeHMIn Ha YNaKoBKe 13aevs
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[aHHbIA  cMMBOM  O3Hauaer,
NOMHOCTBIO  COOTBETCTBYET
AvipekTtnBe 93/42/E3C.

yto un3genue
EBponeiickom

MNpownssogutesns

YNoNHOMOYEHHbIN npegcraBuTesb

PeHTreHOKOHTPACTHbI Mapkep

MakcuMasibHbI NPOBOAHUK

MakcnmanbHOe faBfieHne

Jns ogHOKpPaTHOro NPUYMEHEHMS
M AeHTU(UKaLMOHHBIN HOMep

Homep naptuun

Crepunusaumvsa: ras aTUNeH okcuga

MpepynpexxaeHne: degepanbHbiii 3akoH CLU A
orpaHnymMBaeT peasimsauuilo faHHOro usgenus
TOJIbKO MO YKa3aHWIo Bpaya.

Mcnonb3oBsatb Ao

MpeaynpexxgeHwue: CmoTtpuTe

conpoBoAUTE/IbHYHO AOKYMEHTaLUUto.

OTpgen o6cny>XmBaHMA KiIMEHTOB

«Mepunt Meagnkan Cuctems, MNHK.»
1600 YacT Meput Mapkyan

CayT-O>xkoppaH, wtat KO ta 84095, CWW A

Ten.: + 1801 253 1600
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000 «MepuUT TeKHONOA>XKUC»
Poccus, 115054,

Ten.: + 7 495 221 89 02

MockBa, yn. baxpywwuHa, g. 32, cTp.
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MepeBog faHHOro TekcTa caenaH MHoif nepesogunkom MamefoBbiM TUMYpPOM
pKkaBaHwmupoNluienC'~e6oBaHuns K TeKCTY nepesoga (MakcMmanbHass TOYHOCTb, FpaMOTHOE

N3N0>KeHNe) MHe pAP>SCHEHbI.
Xt

fopog MockBa
[ABaguaThb BTOPOro ceHTA6GpPA ABe ThiCAYN WeCTHaALaTOro roga
A MapTbHoBa HaTanus AHLpeeBHA, BPEMEHHO UCMNONHA W aa 0693aHHOCT U HOT apuyca ropoga

%
MockBbl AkumoBa Nneba BopucoBmnya, cBUAET €NbCTBYH MNOANMHHOCT b NOATNACN3NNA& NaHHON
nepesofjymnkom MamenosblM TUMypoMm [>K aBaHULW poBYYEM B MOEM npuc™~a~el >CTb €ro
ycTaHOBNEeHaA.

B 3aperncrTpuposaHo BpeecT pe 3a Ne

B3bick<}™o u/™Maprlln~/1(LWpyo6.

Bcero 'MepoBaHoO

n ckpenn~ ' nucT (a)(os)

BPMNO HoTapuyca
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Bcero npowHypoBaHo,
NMPOHYMepoBaHO /yKpenieHo
neyvateto  (KO/

[qupMey 22 (BH 206

a, Umup* MullIn Ansko««INY, HBT«pUYn repoaa Mookabl,
canfieTanbCcrayio aapumoon atoii Ko ¢ NoAIMMHUKOM AOKYMeHTa. B nocnegxem
NOAYUCTOK, MPUNNCOK, *aYapKHYTbI CAOB W MHbIX HEOTOBOPEHHbIX
UCNpaBIeHNA NN Kak1x-nmbo 0006eHHOOTe HeT

MHo0, Inay, 06paTMelamyon aa 00BaplaHMeM HOTapuanbHoro AelicTens,
paabTHAHO, YTO NPU 0BWAATA/ILOTEOABHUN BEPHOCTU KOMWW AOKYMEHTa He
NoATBapXA4aaTon aakOHHOOTb OO0AEPXaHUs [OKYMeHTa W COOTBETCTBUE
M3/I0KEHHbIX B HEM (haKTOB AeiiCTBUTENbHOCTH. n MmM 9k

3aperVICTVPOBAHO B peecTpe o -

293 Tapuby X nPyn
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Merit Medical Systems. Inc
1600 West Merit Parkway
South Jordan. Utah 84095
Phone 801-253-1600
Fax 801-253-1688
www.merit.com

Instructions for Use

Merit Maestro Mierocatheter
Dated 13 December 2016
Consisting of 6 pages

ACKNOWLEDGEMENT

State of Utah )
) Ss.
County of Salt Lake )

On this 13th day of December, 2016, before me, Jennifer Wojciechowski, a notary public,
personally appeared Dan Clark, Director, 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.

\ i riti fRVE lifir rfh ~
JENNIFER WOJCIECHOWSKI

Notary Public Not™y Public
State of Utah

Comm. No. 681846

My Comm. Expires Mar 6. 2019 My Commission Expires: March 6, 2019
vV W

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



MICROCATHETER
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MICROCATHETER
INSTRUCTIONS FOR USE

SCRIPTION: TheMerll Miesira Mtcrocaiheter h avelUblein thiee Frenchssiie configuritiont. 1he hrsi configureiion
orponiese changein itsoutside diameter along its length froma 2JF (0.93mm) proximal region to a2.4F(0.80mm)
i8)ledistal regionof 20cminlength. Thiscotthguralion employsanominal proximal inner diameter of0.02S*wilha
minal tip inner diameter of0X)20

lesecond configuration meintains a 28~(0.93mm) diameter throughout hslength, but alsoincorporates a20cm
ixible distal regioa The LCXofthis configuration hasa nominal OOZS|nner diameter In dre proximel regionandadistal
rgloninner cfiameler of0024’

18 (hird configuration mainisins a 2.9F (0.98mm) diamelor Ihioughout lls length, but also incorporates a 20cm
lexibie distal region. The LLI. ol this configuration has a nominal 0.02I" inner diameter in the proximd and distal
regions.

TheMkrocatheior lumenisable to accommodate steerable guide wires. Alubricious, hydrophilic coating is

applied to the distal 80cmouter surface ol altcatheter configurations. The Mktocalhcler hasa

radioopaque merker at the distal lip, located approximately Umm proximal of the distal limit of the lip, to

facilitate fluoroscopic visuatiution. The proximal end of the Mkrocathcter incorporates astandard Liter adapter to
facHialethe attachment of accessories.

English

INDICATIONS FOR USE: The Microcalheter isintended for general Intravascular use. including peripheral and coronary
vascUeture. Oncethe subseicctive region has been accessed, the Mkrocathcter can be usedfor the controlled and
selective infusionof diagnostic emboik, or therapeutk meterials into vessels.

Thecatheter shouldnot be usedin the cerebral vessels.

CONTRAINDICATIONS:  None known

WARNINGS:

1 Duetocontractual agreements, thh Mkrocathcter is not for neurovascular use at or above the common
caratidartery or at or above the vertebral artery.

2 ThisdevkeisIntended to be used only by physkians trained in percutaneous intravascular techniques
and|

3 Contentssupplied sterile using anethylene oxide (BO) process. Donot useif sterile barrier is dameged.

4. ForSngepatient useonly. Do not reuse, teproosss or resterOze. Reuse, reprocessing or resterizallon may
compromise lhe structural integrityof Nedevice andfer leadto device failurewhich, in tem, may resuil In patient fary.
finessor death. Reuse, reprooessirtga restoriizalion may also create a risk of contamination of the device andlor
cause pabent infeetton or cross-infedfon. including, but not rtited lo. the transmission of infectious disease(s) from
onepatieni to another. Contamination of the device maylead b iniuy. ilness or deathot the patienl  After ise:
dsposeof product and packaging inaoordance vriih hospital edminhintive, and/or local government porty.

5 ThelnfusiondynamkpressurewiththlsMicrocathetershouldnolexceed800psi(SSISKFA). Infusion
pressurein excess of this maximum may resuit InMkrocathcter nrpture. possibly resultingin patient Injury.
Ifflosvthrough the Microcatheter becomes restricted, do notattempt to clear the Mkrocatheier lumen by
infusion. The static pressurewith this Mkrocathcter should not exceed 2088kPa/300ps! Static pressurein
exessof this maximummay resil In Mkrocathcter rupture, possibly resulting in patient Injury. Identify and
resdvethe cause of the blockage or replace the Microcatheter with anew Mkrocathcter before resuming
Infijsion.

6. Mekesurethat Ihe guiding catheter does not sRpout of the vessel If the guiding catheter should leavethe
vesselwhen the Microcatheter and/or the guide wireis moved, this may result In the damege of the
Mkrocathcter system

7. Mkrocathcter advancement beyond the end of Ihe guide wire may result Invesse! traume.

8 Donot useapower injector to Infuse agents other than contrast mediia, as the Microcalheter may become
blocked. The safety setting of injKlion pressuremust not exceed the maximuminjection pressure of 800psi
(S3SkV). Exceedinginjection pressure beyond the meximuminjection pressure may cause Mkrocathcter
rupture. (SeelnstnKtlons For Usinga Power Injector)

PRECAUTIONS:

1 1" Only:Fedcraluw(USA)restrictsthisdpricetosalebyorontheorderDfaphysiciatv

Ensureembolic meteriaf compatibility with Mkrocathcter prior to use.

Aways monitor Infusion rates when usingthe Microcatheter

Whenirtjccting contrast for angiography, eruure that Ihe Mkrocaiheter is not kinked or occluded.

TheMicrocatheter hasalubrkious hydrophilic coating onthe outside of the catheter. It must be kept

hydrated prior to removal fromits carrier and during (he actual procedure Inorder to be tubikious. Thiscan

be accomplished by attaching the Y<onnector to acontinuous salinedrip.

Priorto aprocedure, aDequipment to be used for (he procedure should be carefully examined to verify proper

function and integrity.

Inspect Ihe Mkrocaiheter prior louse for any bersdsor kinks. AnyMkrocatheierdamagemaydecreaseihe

desired performance characterblics.

8. Bxerdsecarein handling of the Miuocatheter during aprocedureto reduce the possitrility of accidental

breakage, bending or kinking.

When Ihe Mkrocaiheter IsInthe body, it should be manipulated only under fluoroscopy. Do not attempt to

move the Mkrocaiheter without observing the resuhanitip response.

|0ixchange Mkrocatheters frequentlyduringlengthy procedures that require extensive manipulationor
multiple guide wire exchanges.

1 1 Jfever advance or withdrawan intravascular dc’Yice against resistance until the cause of the resistanceiis
deiemdned by fluorascopy. Movement of the Mkrocaiheter or guide wire against resistance may resil In
separationol the Mkrocaiheter or guide wire lip, damageto Ihe Mkrocaiheter, or vessel perforation.

tIBecause the Microcalheter may be advanced Into narrowsubselective vasculature, repeatedly assure that
the Mkrocaiheter hes not beenadvanced sofar asto interferewith its removal.

13 Excessivetightening of ahemostatkvalve onto Ihe Mkrocaiheter shaft mayresil Indamage to the catheter.

14Jlead and followthe manufacturerY IFUfor diagnostic, embolic, or therapeutk agentsto be usedwith this
Mkrocaiheter.

tSJ)onot useopened ordamaged packagei Useprior to ihe'use before*date.

Store at controlled roomtemperature

oW -

o

~
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POTENTIAL COMPLICATIONS:
Possiblecomplicationsinclude but arenot limited to:

Acoess sitecomptkatkms Vascular thrombosis

Vessel perforation Thrombis

Vessel Spasm Ischemia

Hemorthage Infection

Painand tenderness Vessdl Dissection

Embolism Distal embolization

Mergic reaction Death

TABLE 1: COMPATABILITY INFORMAMON
Nominal

Mkrocatheier Mkrocatheier Maximum Recommended

oD 1Q Guidewire QR guiding catheter

m/2Af 0.020' (0.s2mm) 0.018(0.46mm) 0.040* (L.O2mm)to
0.041* (1L.04mm)

21PI2NP 0/124* (0.62nm} 0.02r10.53tT) 0.040' (1N1277) to
0.041* (IXMimm)

2.9F/19F 0.02740.65mm) 0.02r(0.5317) 0D424(lij7mm)lo
0.043' (t.09mm)

EMBOLICS
ies cl

2JFI2.4F i 700umEmboli s 700 umMkrosphercs 0.46mm/0018'

2JFI2JF £700umEtrtboli i 700umMkrospheres 0.46mm/0.0t8"

29F29F i 900um Emboli $900umMkrospheret

INSTRUCTIONS FORUSE: NOTE: Itisrecommended that the Aticrocatheter be usedwithaguiding catheterand a
sheathintroducer.

). Place the appropriate guiding catheter using standard technique. Arotating hemostasisvahe may be
connected to the guiding catheter lucr adapter to continuously flush the guidit"g catheterwith saline.

2. Renovethe spiral holder housing the Microcalheter fromits scaled packaging.

3 Attachasyringefilled with heparinized saline solution or sterile water to the luer lock fitting of the
Miecrocatheter holder.

4. Inject enough solution to wet the Mkrocatheier surface entirely. Thiswill activate the hydrophiliccoatingon
the Mkrocathcter surface. Note: The surface of the Mkrocatheier may became dry after removal fromthe
holder. Additbnal weltingwith heparanized saline or sterilewaterwill renewthe hydrophitkeffect

5. Uponremoval of the Mkrocathcter from Ihe spiral holder, inspect Microcalheter to verity thereis no damege

prior to insertion.

Anacita second hemostasis valve with $ide*armadapter to the MkrKatheter, purge asyairand flushv/ilh

heparinized salineor sterilewater.

7. Carefutty InserTguide wire Into Ihe Mcrocatheter and completely close Ihe valve around theguide wire.

Introduce the Mkrocatheier and guide wire assermbly Into the guiding catheter via the henostasisvalve (if

used). If rotating hemostatk valve isusedtighten the valve around the Mkrocathcter to prevent backflow,

but allowing tome movement through the valve by the Mkrocaiheter.

Using fluorascopy, Introduce Ihe Mkrocatheier and guide wire assemblyinto the vascular system making

sure the guide wire Is ahvays ahead of the Microcatheter. Advance the guide svireand Atkrocathetertoa

selectedvascular site by altcinalivety advancing the guidewire and then tracking the Mkrocathcter over the
guidewire. Note: Tofacilitate Mcrocatheter handling, the proximal portion of the Mkrocatheier Is uncoaled
toensure atsoo'Slipgrip.

10. Final positioning isaccomplished by short advances of the guidewire and Microcatheter until the desired
position isachieved and then confirmed by fluoroscopic visualization.

11 Monitor Microcalheter placement and positionduring use.

12 Toinfuse, completely remove (he guide /Ire from the Mkrocathcter. Connect asyringewHhinfusatcto the
Mecrocatheter manifold luer, and Infuseas required.

o
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INSTRUCTION FOR USING A POWER INJECTOR WITH THE MICROCATHETER:

Apower injKtor can be usedto infuse acontrast media throughthe Mkrocaiheter. Obser/ethewarnings and cautions
given below. The fikewrate depends upon such factors asthe viscosity of the contrast medkv vshikhvarieswith the type:
and temperature of the media, the model and setting of Ihe power injector, and how (he

injector isconnected to the Mkrocatheier. The observed flow rale values Indkated belowaie far referenceonly.

Flow Rate Tables
Set i Delrti
i os Intiyrmvsec
Merit Lineer it Seiety Dead
Meestro RisetQlsec RessureSatiing of: Spece
Caheter ~ Usele locire: (Pining)
Sz lersgh Qotert  (tPHi HawRete  Voure SSsv \Voure
SetTp (@) Meda Mgt e (/seci (@) 180)fw) ()
2ATIAT lio ISOLE 300 47 60 D ss 063
Ikparridot) 370 94 30 to M
no ISOLE 300 a7 60 10 4 0.70
(loparrical] 370 94 10 to 221
[So) ISOULE 300 47 60 to am 0.76
floparvicdl) 370 94 30 10 1(0
wolif no ISOULE 300 47 6.0 to 4 063
floparidal) 370 9.4 30 to 3
no ISOLE 300 a7 60 10 507 070
(lopenhio» 370 9.4 30 to 27
10 ISOLE 300 a7 6.0 10 40 0.77
(loparricofl 370 94 30 10 Mi
292w no IOLE 300 a7 70 10 632 069
(loparricd) 370 94 40 to “w
10 ISOLE 30 a7 70 to 626 o077
(topaktd) 30 94 40 to k7<)
[Se) ISOLE 30 47 70 to Si9 oos
(Ioparricot) 30 94 40 o 3D
REFERENEDATA
1. Injectorused VECRAEOMARKY 2 Contrast MedUimperature: 37C
3 Injection pressuremonitor limit setting: S3 5kPa(S0ps) 4. Fowscale: nfsec

Slinear rise seconds QJ sec



DEVICE SPECIFICATIONS

ANNEX TO INSTRUCTIONS FOR USE

The Merit Maestro Microcatheter is available in working lengths of 110, 130 and 150 cm with the distal tip
offered in pre-shaped straight, 45 degree and swan neck configurations.

MATERIAL OF CONSTRUCTION

M1 - 'm|bmm:

1" Mmil.1

The materials used in the manufacture of the components of the Merit Maestro Microcatheter are identified

below.

COMPONENT
Hub [M ]

Strain Relie|M2]

Inner Shaft Sleeve

Catheter Tubing [M6]

Braid filling polymer

Shaft MS]

Braid Ribbon Fibers

(M4]

Outer Layer [M3, M7]
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MATERIAL DESCRIPTION
polyamide
Nylon 12 (polyamide elastomer)
Titanium oxide
Phtalocyanine blue

Fluon Polytetrafluoroethylene (PTFE)
polyetherblockamide
Nylon 66

Proximal Section of Tubina

0O Nylon 12
0O Phtalocyanine blue
O Titanium oxide

Distal Section of Tubina

0O polyetherblockamide



0O Barium sulfate
0O Titanium oxide
O Stearamide

Coating Hydrophilic Coating
[M9]
Marker Band [M8] Pt
and Marker Band polyetherblockamide
Coating Solution Stearamide
Catheter curve straightener [M10] Nylon 12

Titanium oxide

3ml SYRINGES:
The Merit Maestro Microcatheter is packaged with two (2) 3 ml syringes, currently CE marked under Certificate
CE 542368.

The Medallion Series Syringes are standard 3 piece piston syringes constructed with clear barrels, color
plungers, and a black piston seal.

The syringe barrels are one-piece polycarbonate molded construction with flat finger grips and fixed male luer
connectors. The syringe barrels are marked for accurate, clear and easy reading. The safety stop ring prevents
inadvertent removal of the plunger from the syringe barrel. The stop ring withstands back pressure of up to 200
PSI

in order to make mechanical filling of the syringe possible.

The syringe is intended to be used to infuse a contrast media through the Microcatheter, including the
activation of the hydrophilic coating on the Microcatheter surface. (2) 3 ml syringes included for ease of mixing

embolics/spheres.

Luer Options:
Fixed Male Luer

Merit's Medallion syringes are categorized below.

COMPONENT MATERIAL DESCRIPTION
Body Polycarbonate
Plunger tip Silicone
Plunger ABS

Fill volume - 3ml

Mass (weight) - 8¢

Size (general dimensions no more than) - 31.75mm x 12.7mm x 107.95mm
Graduation intervals (max) - 1/16 in. (1.6mm) per grad line

PACKAGING
The Merit Microcatheter is sold in a single packaging configuration. The catheter is contained within a circular
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polyethylene dispenser hoop (holder). The two (2) 3ml syringes that are provided with the catheter are
packaged inside a 4” (10.2cm) x 8” (20.3cm) pouch Tyvek pouch which is nestled on top of the microcatheter
holder. The catheter hoop (with the catheter inside) and the pouched syringes are placed inside a 10.5"
(26.7cm) x 14.25 (36.2cm) Tyvek/polyethylene pouch that is sealed using a validated heat seal process. One
pouch is placed inside an SBS carton and one carton is placed inside a Kraft E-flute shipper carton.

PRODUCT SHELF LIFE
The Merit Microcatheter is labeled for a three (3) year shelf life

TRANSPORTATION. STORAGE AND USAGE

Transportation

Transportation should be conducted in accordance with the contract which two sides agreed with (temperature:
0 - 38C degree, humidity: no condensing).

Storage

The Merit Maestro Microcatheter s must be stored in an air-conditioned area (temperature: 0 - 38C degree,
humidity: no condensing).

Operation temperature: 25°C+10°C

Contact with the internal environment of the body at a temperature of 37°C+1°C

Use Conditions - in medical and preventive treatment facility.

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 OUT OF BREACH OF WARRANTY, BREACH OF CONTRACT, DELAY,
NEGLIGENCE, STRICT LIABILITY, OR OTHERWISE.
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List of Product Label Part Numbers
This symbol means that the
C device fully complies with
€ 0086 European Directive 93/42/EEC.

Manufacturer
1EC TREP1 Authorized Representative

Radiopaque marker

n 2z

Maximum guide wire

Maximum pressure

Single use
REF Reference Number
LOT Lot Number
STERILEJEO] Sterilization: Ethylene-Oxide Gas

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

Use by

\ Caution: Consult
A Accompanying Documents

Customer Service

Merit Medical Systems, inc. Merit Technologies LLC

1600 West Merit Parkway 115054, Moscow

South Jordan, Utah 84095 U.S.A. Bakhrushina Str., 32, bldg. 1, Russia
+ 1801 253 1600 +7 495 221 89 02

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



[MepeBoA C aHTNMIACKOTO A3blKa HA PYCCKUIA A3bIK]

[Ha 6naHke komnaHun «Meput Megukan Cucteme, NHK.» (M erit Medical Systems, Inc.)]

«Meput Megukan Cuctems, VIHK.»
1600 YacT MepuT MNapkyaii
Cayt [pxopaaH, KOTa 84095

TenedoH: 801-253-1600
dakc: 801-253-1688
WwWw.merit.com

VHCTpYKUMS NO MCNO/b30BaHUIO
Mukpokatetep Merit Maestro
[Jara: 13 nekabpsa 2016 .
CoctouT 13 6 cTpaHuy,

HOTAPUAJIbHOE CBUNAETEJ/IbCTBO

LLITaT KOTa )
) & UMEHHO:
Okpyr Cont-/leik )

Cerogns, 13 gekabpsi 2016 roga, Ko MHe, HoTapuycy [pKeHHUgep BoLEXOBCKU, NMYHO ABMCA
[aH  Knapk, [upekTop MO HOPMAaTMBHO-MPaBOBOMY O6eCNeYeHuto, MPeabsBUBLLMIA  MHE
[lOCTaTOYHble [0Ka3aTeNbCTBa TOro, YTO OH ABMAAETCA /MLOM, MMEHEM KOTOPOro noAnucaH
npunaraemblii JOKYMEHT, 1 NOLTBEPAUBLUMIA, YTO OH SIMYHO MOAMNMean ero.

Y [0CcTOBEPSETCS MO NOANUCHI0 U OULMabHOV NeYaThHo.

[LTamn: . /moanunce!
_ OXKEHHWN®EP BOVILIEXOBCKMU HoTapuyc
rill HoTapuyc
LUTaT FOTa Mosi nnueH3uns gencTenTenbHa 4o 06 mapta 2019 r.

JIvueH3nsa Ne 681846
Mosi NnuUeH3nsa fencTBUTeNNbHA
o 06 mapTa 2019 r.]

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



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

MERIT MAESTRO
MWKPOKATETEP

NHCTPYKUWA MO NCIMNOJIb3OBAHUNIO

Inodnuchbl

[JaH Knapk
13 nekabpst 2016 T.

\MeyaThs:
«MEPUT MEAVKAJT CUCTEMC, NHK.»
MEYATb KOMIMAHN
FOTA
1987]



MERIT MAESTRO

MWKPOKATETEP

MHCTPYKLUWA MO NCIMOJIbSOBAHWKO  ha aurnuiickom sisbike

OINMNCAHWME: mukpokatetep Merit Maestro AoCTyrneH B Tpex MOAMMUKALMAX, Pa3/IMYHbIX M0
CBOEMY pa3mepy, ykazaHHOMY BO (peHuyax (F). NepBas mogmukaums MMeeT NU3MEHEHUe BO
BHYTpeHHeM avameTpe no gnvHe ot 2,8 F (0,93 mMm) npokcumansHoro yyactka go 2,4 F (0,80
MM) TMOKOro AWCTa/IbHOro y4actka gavHon 20 oM. [aHHas mogudumkaums 3afdenctsyeT
HOMVHa/IbHbIA  NMPOKCUMa/IbHBIN  BHYTPeHHWUI auameTp B 0,025 pfolima C  BHYTPEHHUM
AVaMETPOM HOMUHA/IbHOIO HaKoHeYHKKa B 0,020 atoiima.

Btopas mogudmkauma nveet guameTtp B 2,8 F (0,93 MM) no BCel A/IMHE, a TakKXe TMOKUI
ONCTIbHbIA - yyacToK B 20 CM. BHYTpeHHWIn pavameTp [aHHOM Mogudukauum  umeet
HOMWHasbHbIA BHYTPeHHUIA avameTp 0,025 Atoiima Ha npokcumansHom u 0,024 atoriMa Ha
ANCTaIbHOM Y4acTKax.

TpeTbs Mogudmkaums mumeetr aguvametp 2,9 F (0,96 mMm) no Bcel AMHE, a Takke rMOKMiA
ANCTaNbHbIA  yyacTOK B 20 CM. BHyTpeHHWIA AuaMeTp AaHHOV KOH(Mrypauum umeeT
HOMUHa/IbHbIA BHYTpeHHUA auametp B 0,027 floiiMa Ha MNPOKCUMaIbHOM W AUCTa/IbHOM
yyacTKax.

MpocBeT MUKpPOKaTeTepa MOXKET NPUCMOcabnmBaThCs K ynpaBnisieMoMy NpoBoAHMKY. Kaxkaas n3
MOAMMDUKALMIA KaTeTepa UMEET rNaaKoe rmapoduibHOe MOKPLITUE HA AUCTANIbHON BHELLHEV
nosepxHocTy B 80 cM. MukpokaTeTep Merit Maestro MMeeT PeHTTeHOKOHTPACTHYH0 METKY Ha
OVNCT/IbHOM  HAKOHEYHWKE, PacrnofioXeHHY0 Ha MNPYMEPHOM  pacCTosHMM 13 MM OT
[VCTaIbHOTO Mpeaena HakOHEeYHWKa, Ans obnerveHws (hIHOOPOCKOMMYECKOW BU3yanm3aumn.
MPOKCUMasbHbIA HAKOHEYHWMK MUKpOKaTeTepa MMeeT CTaHAapTHbIi agantep Jliospa a/s
06/1eryeHus NPUCOeANHEHNS aKCECCYapOoB.

HA3SHAYEHWVE K NMPUMEHEHWIO: MukpokaTeTep npegHasHaveH AN BHYTPUCOCYAUCTOrO
MCMO/Mb30BaHMA, BKIOYasA MepPUPEPUAHYI0 MU KOPOHApHYK COCYAMCTYHO cucTemy. [locne
NpoBefeHNs KaTeTepmsauun, MUKPOKATETeP MOXET ObITb UCMONb30BaH A4S PeryMpyeMoro u
Ce/IeKTUBHOr0 BBEAEHWNA AMAarHOCTUYECKUX, IMOONNYECKUX UK TepaneBTUYECKMX MaTepuasios B
cocyapl.

KareTep He [0/MKeH 1CMOb30BaThCA B LiepebpasibHbIX Cocyax.

MPOTUMBOIMNOKA3AHUNA: He BbISIBNEHDI.

MPEAYMPEXOEHNA:

1 B COOTBETCTBUM C KOHTPaKTHbIM COr/alleHreM AaHHbIA MUKpoKaTeTep He NpeaHasHayeH ons
HEpPBHO-COCYAMCTOr0 WCMOMb30BaHUA B MeCTe COHHOW apTepuu W 30He HaL Heln wm
MO3BOHOYHOW apTepun 1 30He Haf Hel.

2. [laHHOe u3genue npefHa3HayeHO A1 WUCMONb30BaHUA TOMbKO Bpavamu, MMEOLLMMU OrbIT
paboTbl C YPECKOXKHBIMU BHYTPUCOCYAUCTLIMU TEXHUKAMU 1 NPOLeLypamu.

3. fBnseTcs CTepWibHbIM, CTEPUIM30BAHO OKCMAOM 3TwieHa. He wucnonb3osatb, €eciun
CTEPU/IbHOCTb HapyLLeHa.

4. ing OAHOPA30BOr0 WMCMO/Mb30BaHWA, TOMbKO A/S OAHOrO MaumeHTa. 3anpeLyaeTcs NoBTOPHOE
1CMNonb30BaHMe, 06paboTka wam ctepumnsaums. MOBTOPHOE WCMOMb30BaHWE, 06paboTka wnu
cTepunmnsaums  MOryT Bbi3BaTb Ae(IeKT KOHCTPYKUMW U3Lenns W/unm npuBecTn K €ero
HEMCrNpaBHOCTW, YTO, B CBOK) OYepefb, MOXET MOBMeYb 3a COO0V TpaBMMPOBaHWE MaLyeHTa.
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I 3a001eBaHMe WM YXY[LIEHNe ero COCTOSHMA, a TakXe CMepTb. [MOBTOPHOe WCMosb30BaHMe,
| 00paboTka WM cTepunmsaums MOryT CO3[aTb PUCK KOHTaMUHaumu (3apakeHus) YCTpOMCTBa
WwWIN MHPUUMPOBAHWS NaLMeHTa U NEePEKPECTHOrO MHMMLMPOBAHWS, BK/IKOYas, B HaCTHOCTY,
nepefady  MHMEKUMOHHOTO(HbIX)  3abofeBaHUA(HWUIA)  OT  O4HOrO0  NauueHTa  Jpyromy.
KoHTamMuHaLmMs 13aenms MoXKeT noBJieYb 3a CO60/ TpaBMUpPOBaHME MauveHTa, 3abosieBaHne Um
yXy[LLIeHe ero COCTOSHMSA, a TaKxxe CMepTb. [Mocne MCMob30BaHWUA U3LeNne 1 ero yrnakoBka
nogiexar yTuamsaumMm B COOTBETCTBUM € METOAMKAMW  1e4eBHOro  yupexzaeHus,
aMUHUCTPATVBHBIMW W FOCYAaPCTBEHHLIMM HOpPMaTMBaMM.
5. Tpn ncnonb3oBaHUM MUKpPOKaTeTepa WMH(Y3MOHHOE AMHAMWYeCcKOoe [aBfieHNe He [LO/DKHO
npesbIwaTb nokaszatens 800 yHT/aroinm” (5515 KIa). NH(Y3MOHHOE AaBneHune, NnpeBsbillatoLLee
[aHHbIA MakCUMyM, MOXET MPUBECTM K paspbiBy MWKpOKaTeTepa W MOC/efytoLlein TpaBme
nauveHTa. EcnM  nOTOK, BBOAMMBIA Yepe3 MUKpoKaTeTep O6/IOKMpYeTcs, He MbiTaiTech
NPOYNCTUTL NPOCBET MUKPOKaTeTepa MyTeM MpOMbiBaHUA. CTaTU4YHOe [aBfieHWe Ha AaHHbIN
MUKpOKaTeTep He A0/MKHO npesbiwatb 300 dyHT/aronvm™ (2068 KMa). CTtaTUYHOE AaB/eHue,
npeBbILLatoLLee 3TOT MaKCUMyM, MOXET MPUBECTU K paspbiBy MUKPOKATeTepa 1 NociefytoLlein
TpaBme nauueHTa. Onpegennte Npo6aemMy, BbI3BaBLLYH 6/TOKMPOBKY U PELUMTE e UK 3aMEHNTE
[aHHbIA MUKPOKATeTep Ha HOBbI Nepes, NPOAC/KEHNEM BBEAEHMS.
6. Yb6eauTtecb, UTO NPOBOAHUKOBLIN KaTeTep He BbICKOMb3HY/ U3 cocyfa. BbiCKasib3biBaHue
MPOBOAHUKOBOrO KateTepa W3 cocyda Mpu  MaHUNynaumsax € MUKPOKATeTepoM  W/vumm
MPOBOAHMKOM MOXET MPUBECTU K MOBPEXAEHMNIO CUCTEMbI MUKPOKATETEpA.
7. TlpofBmKeHVe MUKpOKaTeTepa MO HanpasBfeHU K HAKOHEYHWKY MPOBOAHMKA MOXET
NMPVBECTM K TpaBMe COCyaa.
8 He wucnonb3yinTe aBTOMaTUYECKWI LUMNPUL, 419 BBEAEHWS areHToB, OT/IMYalOLMXCA OT
KOHTPacTHON cpeAdbl, TaK KakK MUKpPOKaTeTep MOXET ObiTb 3ab6/M0KMpPOBaH. YCTaHOBKM
6e30nacHOCTM fAaBfieHWs LNpUUa He A0/DKHbI MpeBbllaTh MakKCMMasibHOe  WHQY3MOHHOe
nasneHve B 800 (oyHT/Aronv” (5515 KIMa). MpeBbileHe AaBneHnsa WnpuLa MOXET MPUBECTU K
pa3pbIBy MUKpoOKaTeTepa (CM. MHCTPYKLUMW MO UCNO/b30BAHUIO aBTOMATUYECKOro LUMPULLA).

MPEAOCTEPEXXEHNA:

1 OtnyckaeTcAa TOMbKO MO peuenTy Bpadva. PefepanbHblii 3akoH (CLLUIA) orpaHuumBaet
MPOAAKY W 3aKa3 AaHHOr0 U3AeNIna TObKO Bpavam Wian Mo X MpeanucaHuio.

2. Ybeautecb B COBMECTMMOCTW 3MOO/IMYECKOTO MaTepuana C MUKPOKaTeTepoOM Mepef
NCMO/b30BaHMEM.

3. Bcerga otcnexxmBarite CKOPOCTb BBEAEHWS NMPU UCMOJb30BaHUM MUKPOKATETEPa.

4. Tlpn BBEAEHWM KOHTPaCTHOW cpedbl ANA aHruorpagmm yoeamTecb, UTO MUKPOKATeTep He
MepekpyyeH 1 He NepekpbIT.

5 MwuKpokaTeTep MMeeT CKO/b3KOe IMApPOMNIbHOE MOKPLITUE HAa BHELUHE MOBEPXHOCTU
KateTepa. OBEPXHOCTb AO/HKHA OCTaBaTbCA CMOYEHHOW [0 YAa/eHWs U3 KOHTeilHepa U BO
Bpemsi MpoLeaypbl, YTOObl COXPaHWUTbL CKO/b3KOE MOKPbITME. DTO MOXXHO COBEPLUNTL MyTeM
npucoeanHeHns Y-06pa3HOro KOHHEKTopa K MOCTOSAHHOW KanenbHuue € (PU3M0N0rnyecknum
PacTBOPOM.

6. Mepen Npoueaypoit BCe WHCTPYMEHTbI, KOTOpble OyAyT WCMONb30BATbCS, AO/MKHbI ObITh
TLUATENIbHO NPOBEPEHbI HA LIMIOCTHOCTL U MPaBUbHOCTb (DYHKLMOHMPOBaHMS.

7. Tlepes wcCnonb30oBaHWEM MPOBepbTe  MUKPOKATETep Ha  HalMyMe  U3/IOMOB WK
nepekpyumBaHus. J1lo60e MOBpeXAeHne MUKpOKaTeTepa MOXET YMEHbLUUTb Kenaemble
XapaKTepUCTUKM paboThl.

8 OcmatpuBaiiTe MWUKpOKaTeTep BO BpeMsi npouedypbl, 4YTOObl CHWU3UTL BEPOSITHOCTb
Cy4YaiHbIX MO/IOMOK, Nepernbéos NN CKPYUMBaHUS.

9. EcM MMKpOKaTeTep HaxoAuTcs B Tenie, C HAM cnefyeT paboTatb TOMBKO MpY MOMOLLM
(bntoopockonun.  He nbiTaTecb ABuratb MUKpokKaTeTep 6e3 BO3MOXXHOCTWM  HabsofeHus
PeaKLN HaKOHEYHVIKA.
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10, PerynsipHo MeHsIiTe MUKPOKATETEPbl BO BPEMSI ANIMTE/IbHbLIX Mpoueayp, KoTopble TpebyoT
WHTEHCUBHbIX AeACTBUIA NN 3aMeHbl MPOBOAHNKOB.
11. Hukorga He BBOAWTE W He W3BJleKaTe BHYTPUCOCYAMCTOE MW3Jesne, ecnnm 4YyBCTBYeTe
COMPOTUB/IEHME, MOKA HE OMpefennTe MPUUYMHY COMPOTMBIEHUA NPX MOMOLWM (h/IFOOPOCKONMN.
MepemelleHNss MUKpoKaTeTepa WX MPOBOAHMKA MPU COMPOTUBEHUN MOTYT MNPUBECTU K
OTAeNeHNI0 MMKpOKaTeTepa UM HaKOHEYHUKA NPOBOAHUKA, NOBPEXEHUIO MUKPOKaTeTepa uiu
nepdopauun cocyaa.
12. Tak KaK MUKpOKaTeTep MOXET OblTb BBEAEH B Y3KYH) BCMOMOraTe/lbHyl BblOOPOUHYHO
COCYUCTYHO CUCTEMY, YBeanTeCh, YUTO MUKPOKATETEP He BBOAUTCS C/IMLLIKOM T/Ty6OKO.
13 l—lpesmepHoe CTArnBaHME remMocTatnyecKoro KriarmnaHa B KOpPMNyCce MUKPOKATETEPa MOXKET
MNPUBECTN K NOBPEXAEHNIO KaTETEPA.
14. Mpoutute 1 cneflyte UHCTPYKUMAM MPOU3BOAUTENSA ANS AUArHOCTUYECKMX, SIMOONNYECKNX
n TepaneBTUHECKNX areHToB, UCMOJb3YIOLWNXCA C MUKPOKATETEPOM.
15. He 1cnonb3yiTe OTKPbITYHD WM MOBPEXAEHHYHO YMNaKOBKY. VICMONb3yiTe A0 MUCTeYeHUs
CpOKa roAHOCTW. XpaHuTe Mpu peryavpyeMor KOMHaTHOM Temrepartype.

BO3MO>XHbIE OCJ/TO>XKHEHWA:
B0O3MOXXHble OC/I0XKHEHWSA BK/IKOYAKOT, B YaCTHOCTU:
CNoXHOCTU C JOCTYNOM K MECTY BBefeHMs
CocyamncTblii TpoM603

Mepdhopauma cocynos

Tpom603

Cnasm cocynos

Nwemna

KpoBoTeueHune

WHpekumm

Bonn n 60ne3HeHHOCTb

PacceueHune cocyaa

Ambonus

JuncTanbHas am6onms

Annepruyeckune peaxkumm

CwmepTb
TABJIMUA 1. MUHPOPMALINA MO COBMECTUMOCTN
BHeLHWiA HoMVHa/IbHbIM MakcumMasibHbIi PekomeHayeMblin
AnameTp BHYTPEHHWIA AMAMETP  BHYTPEHHWIA AnameTp  MPOBOAHUKOBbIN
MUKpOKaTeTepa MUKpoKaTeTepa NPOBOAHMKA Kartetep
28FR24F 0,020 atoinma (0,52 mm) 0,018 groiima (0,46 mv) 0,040 - 0,041 aroiima
(2,02 mm - 1,04 mm)
28F/28F 0,024 proiima (0,62 mm) 0,021 arorima (0,53 mm) 0,040 - 0,041 grovima
(1,02 Mmm - 1,04 M)
29F/29F 0,027 proinma (0,68 mm) 0,021 atoiima (0,53 mm) 0,042 - 0,043 groima
(2,07 mm - 1,09 mm)
SMBOJTN3ALUNA
4acTuLbl cthepbl cnvpanm
28F24F <= 700 mkm Emboli <= 700 MKM MUKpOCepsl 0,46 mm/ 0,018
Aronva
28F/28F <= 700 mkm Emboli <= 700 MKM MUKpOCepsbl 0,46 mm/ 0,018
Aronma
29F/29F <= 900 mkm Emboli <= 900 MKM MUKpOCHepbI
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WHCTPYKUMA no NCIMOJIbBOBAHNKO. TIPMUMEYAHWME:  pekomeHgyeTcs
MCO/b30BaTh MUKPOKATETEP BMECTE C MPOBOAHMKOBLIM KaTETEPOM U MHTPOALIOCEPOM.

1 YcTaHOBUTE MNOAXOASALWMA MNPOBOAHUKOBBLIA KaTeTep, WCMOAb3ys CTaHAapTHbIA METOSA.
Bpau.l,arou.q,mﬁc;l remocTaTU4eckKunin KnanaH OOJ/KEH ObITb npnucoeagnHEH K ajantepy J'Iloapa Ha
NpPoBOAHNKOBOM KaTtetTepe And NMOCTOAHHOTO npomMbiBaHNA NpoBOAHNKOBOTO KaTeTepa
(hU31M0N0rMYecKUM pacTBOPOM.

2. Y[panute cnnpasibHbli fepxkaTe/ib MUKpOKaTeTepa U3 3aneyaTtaHHOW YrnakoBKM.

3. MpucoeauHMTe LWINPWL, HANONHEHHBIV renapyHN3MPOBaHHbIM (HU3MOMOMMUYECKMM PaCcTBOPOM
W CTEPUNBHOW BOAOW, K (DUTUHIY HaKOHeYHUKa J1io3pa B AepXaTene M1KpoKareTepa.

4. BeeauTe [OCTaTOYHOE KOJIMYECTBO DKUAKOCTW [N YB/I&XKHEHWA BCEN MOBEPXHOCTU
MUKpoKaTeTepa. 3TO aKTUBUPYET rMAPOMUILHOE MOKPbLITUE Ha MOBEPXHOCTU MUKPOKATETEPA.
MpuMeyaHne: MOBEPXHOCTb MUKPOKaTeTepa MOXET BbICOXHYTb MOCME €ero W3B/IeYeHUs U3
Jepxartens.  [oNOAHUTENbHOE — YBN@XKHEHWE  renapvHU3MPOBaHHbIM  (IU3MONOTUYECKUM
pacTBOPOM W/ CTepPU/IbHON BOJOIN CHOBa 06eCreymnT ruapoduibHbIi ageKT.
5. Mpu yganeHUn MuKpokaTeTepa M3 CNUPasbHOrO fepxaTens, NpucTynas K 1CNonb30BaHuIo,
NpoBepbTE ero COCTOsIHME N Y6eauTech B OTCYTCTBUM MOBPEXAEHWIA.
6. CoefuHMTE BTOPO/ FemMOCTaTUYECKMIA KnanaH C afanTepoM OTBETB/IEHMS MUKPOKaTeTepa,
BbIMYCTWUTE BO34YyX W MPOMONTE renapuHM3NPOBaHHLIM (PU3NONOMMYECKUM PacTBOPOM WK

CTEPW/IbHON BOAON.

7. AKKypaTHO BBeAuTe MPOBOAHMK B MWKPOKATETEP WM M/IOTHO 3aKPOMTe KnamaH BOKPYr

NPOBOAHUKA.

8. BBeauTe MUKpOKaTeTep M MPOBOAHUK B MPOBOAHWMKOBLIN KaTeTep Yepe3 remoctaTvyecKui

KnanaH (Npyv ero Wcnonb3oBaHuM). Ecnn Mcnonb3yeTcs BpallaloLMiACs FeMocTaTUyeCcKuii

KnanaH, 3aTsHWUTe KnanaH BOKPYr MUKpoKaTteTepa, YToObl NpeaoTBpaTUTh 00paTHbIN MOTOK, HO

MO3BONNTL [BUXKEHME MUKPOKaTeTepa Yepes KarnaH.

9. C ucnonb3oBaHveM (hOOPOCKONUM BBEAUTE MWUKPOKATETEP M MPOBOAHWK B COCYAMCTYHO

cucTemy, ybeauTecb, UTO MPOBOAHWMK BCerfja pacronaraeTca Brepeau MUKpoKaTeTepa.

PacnonoxuTe MPOBOAHWMK W MUKpPOKaTETEP B BbIOPAHHOM COCYAMCTOM Y4acTKe, MyTem

a/lbTEPHATVBHOIO pasMeLLeHNs NPOBOAHMKA W MOCNeAYHOWEro OTCeXMBaHNUA MUKpoOKaTeTepa

HaZ, MPOBOAHUKOM. [lpumedyaHue: 4TOGbI 06/ErYUTL MNPOABVMKEHNE MMUKPOKaTeTepa, Ha

NPOKCUMa/IbHOM YacTh MUKPOKaTeTepa NoKpbITUE OTCYTCTBYET, YTO 06eCnevnmBaeT HeCKO/b3KUI

3axgar.

10. PurHanNbHOE MONOXEHME AOCTUraeTcA MyTeM MOCTEMNEHHOrO MPOABMXXEHUA MPOBOLHUKA U

MMKpOKaTeTepa A0 Tex nop, Noka He 6yaeT AOCTUMHYTO >KelaeMoe MONOXEHWe, KOTOPOe 3aTem
t* NoATBEPXAaeTCA (h/IF0OPOCKOMNUEN.

11. OTCcnexmBaliTe pacnonoXeHne KaTeTepa BO BPEMS MCMO/b30BaHNS.

12. ina BAMBaHUA NOMHOCTLIO YAanuTe NPOBOAHWMK M3 MuKpoKaTeTepa. CoefuHWTe LnpuL, C

MH(py3aTOM ¢ Tpy6amu J1i03pa MMKpOKaTeTepa U BBOAWTE NO HEOOXOAMMOCTY.

MHCTPYKLWMA no MCIOJIbBOBAHNIO c MNKPOKATETEPOM
ABTOMATUYECKOIO LUMPULA:

ABTOMAaTMYECKWMIA LLINPWL, UCNONbL3YHOT [1 BIMBAHUS KOHTPACTHON Cpefbl Yepe3 MUKPOKaTeTep.
MpouTnTE NPEAOCTEPEXEHNS 1 NPEAYNPEXAEHUS, ONUCaHHbIe Bbille. CKOPOCTb MOTOKA 3aBUCUT
OT TaKMX (haKTOPOB, KaK BA3KOCTb KOHTPACTHOI Cpe/bl, KOTOPasi M3MEHSIETCA B 3aBUCUMOCTM OT
TMNa 1 TemnepaTypbl cpefpbl, HACTPOEK aBTOMATMYECKOro LUMPMLA, a Takke OT Crnocoba
NpMcoeanHeHNs aBTOMATUUYECKOrO LLMPULA K MUKPOKaTeTepy. Hike B 03HAKOMUTENbHbIX LIENSAX
NpWBEIeHbI 3HAUYEHNS CKOPOCTM MOTOKaA.
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Tabnmuya cKopocTy NoToKa

KaTteTtep Mcnonb KoHTpacTHas
Merit 3yemMast cpega
Maestro anvHa
Paswmep (cm)
Koprnyca/H
aKOHEeYHN
Ka
2,824 F 110 1SOVUE
(Monamupaon)
130 1SOVUE
(Monamupaon)
150 ISOVUE
(Monamupaon)
2,828 F Mo 1SOVUE
(Monamupaon)
130 1SOVUE
(Monamunaon)
150 1SOVUE
(Monamupgon)
2929 F rno 1SOVUE
(Monamuaon)
130 1SOVUE
(Monamwngon)
150 1SOVUE
(Monamuaon)
CMNMPABOYHbIE JAHHDbIE:

CopepxaHue
oga (mr/mn)

300
370
300
370
300
370
300
370
300
370
300
370
300
370
300
370
300
370

nacTnyH
ocTb (cl)
npu 37°C

4,7
9,4
4,7
9,4
4,7
9,4
4,7
9,4
4,7
9,4
4,7
9,4
4,7
9,4
4,7
9,4
4,7
9,4

CKOpoCTb MOTOKA C

JINHENHbIM
BO3pacTaHueM,
paBHbIM 0,3 ¢,
MEDRAD
Ckopoctb ~ O6bC
noToka M (M)
(mn/c)

6,0 10
3,0 10
6,0 10
3,0 10
6,0 10
3,0 10
6,0 10
3,0 10
6,0 10
3,0 10
6,0 10
3,0 10
7,0 10
4,0 10
7,0 10
4,0 10
7,0 10
4,0 10

1 Ncnonb3yemsblin asToMatnyeckuid wnpuy: MEDRAD MARK V

2. Temnepatypa KOHTpacTHoW cpeapl: 37 C
3. YCcTaHOBKM MOHUTOpa/npeaena AasneHns aBToMatnyeckoro wnpuua: 5515 kMa (800

(hyHT/rorim")
4. CKoOpoCTb MoToKa: mn/c
5. JlnHeliHoe BO3pacTaHue, c: 0,3 C.
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dakTmyeckas
[ocTaBKa
KOHTPacTHOW
cpefpl Mn/c ¢
yCTaHOBKamMu
6e3onacHoro
[faBneHns
5515 kIMa (800
byHT/gronm™)

5,55
2,54
5,14
2,21
4,60
2,00
5,57
2,63
5,07
2,37
4,70
2,18
6,82
3,44
6,26
3,40
5,59
3,20

O6bem

MepTBOro
npocTpaH
cTBa (M)

0,63
0,70
0,76
0,63
0,70
0,77
0,69
0,77

0,85



* M3 MpokcumansHbiii == M7 [nctansHbii—

M2 A M9 TMokpbITne N
80 cm

[nvHa mukpokartetepa Merit Maestro moxkeT cocTtaenaTe MO, 130 n 150 cm, npu 3TOM hopma
ANCTaNIbHOr0 HaKOHEYHMKA MOXKET ObITb NpeABapuTelbHO OT(HOPMOBaHHON MPAMONA, U30rHYTOWA
Ha 45 rpafycoB vnu NpPeacTaBNATb CO60I S-06pa3HyH0 KOH(UIypaLuio.

MATEPWAJIbl KOHCTPYKUWNW:

Martepuarsbl, UCNo/b3yeMble A5 NPOM3BOACTBA KOMMOHEHTOB MUKpoKaTeTepa Merit Maestro, ykasaHbl

HXKE:

KOMIMOHEHT
Pasbem [MI]
(BTynka)

PasrpysouHas mydta [M2]

PyKaB Tpy6Ku
BHYTPEHHEr0
cTepXxxHs [M6]

CTepkeHb
KarteTepa

MonMmepHbIi
HanosIHNTe b
onneTkn [M5]

J1eHTO4HbIe
BOJIOKHA
onneTkn [M4]
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ONMMCAHVE MATEPWANA
Monnamng

HeiinoH 12 (nonnamug, anactomep)
Okeung TuTaHa
PTanoumaHnH CUHMMI

®nyoH nonutetpagTopatuneH (MTPI)

Monuampbnokamng

HeinoH 66



MpoKcumanbHasa 4acTb TOY6KM:

O HeinoHn 12

0O dTanounaHnH CUHWIA
BHewHWiA cnoii O Okcupg TuTaHa
[M3, M7] AucTanbHas yacTb TNy6KK:

O Monnathmpbaokammg

O Cynbat bapus

O OkKecupg TuTaHa

O Cteapamup

MNokpbITHe MapounnbHOe NOKpbITHE
[M9]
MapkupytoLas
nonoca [M8] MnatuHa
lMokpbITHe MoNMarpPBIoKaMmL,
MapKu1pyoLLei
i nosochbl creapamuf
BoinpamuTens KpnBK3Hb! Katetepa [M10] HeinoH 12
(BbinpsamunTenb KaTeTepa) Okcug TuTaHa

LUrPmubl 3 mn:

Mukpokartetep Merit Maestro noctaBnfeTca B ynakoeke ¢ AByMA (2) wnpuuamu no 3 mi, Ha
KOTOpble HaHeceH 3HakK cooTBeTcTBUA CE B cooTBeTCTBUU ¢ CepTugmukatom CE 542368.

L npuy, cepum Medallion npegctaBnset co60i CTaHAAPTHbIV WNPUL, C NOPLUHEM, COCTOALWMIA 13
3 yacTeid; NPO3pavyHOro LMANHAPA, LBETHOrO MOPLUHSA M YePHOr0 MOPLUHEBOr0O KoJbLia.

UunvHap wnpuya npeactaBnseT co60M LeNbHONUTYHO KOHCTPYKUUIO M3 nosukapboHaTa C
NJIOCKAMUN ynopamu AN nanbles U PUKCUPOBAHHBIMY LWTLIPEBLIMU coeguHUTendamm Jltoapa. Ha
Npo3payHbll  UWAWHAP HaHeceHa LWKana ANS OnNpefeneHUs TOYHbIX, YeTKUX W MNPOCTbIX
nokasaHuin. be3onacHoe yMoOpHOe KO/bLO MpeaoTBpaliaeT HenpegHamepeHHOe W3BJeYeHMe
MOPLUHA U3 LUAMHAPA Wnpuua. YNopHoe KOMbLO BblaepXunsaeT gasneHne go 200 gyHT/gronm”,
4yTO6bI 06EeCneYnTb BO3MOXHOCTb MEXAHMYECKOrO 3aMn0/IHEHUS LWNpuua.

LW npuy npegHasHayeH Ans UHAY3MM KOHTPACTHOrO BelecTBa 4Yepe3 MUKpoKaTeTep, BK/OYas
aKTUBALMIO TMAPOPUNLHOIO NOKPbLITAA Ha MOBEPXHOCTU MUKpoKaTeTepa. [Ba (2) wnpuua no 3

MJ1 BK/IOYEHbI 415 06/1eryeHns npouecca cMewmBaHus ambon/cpep.

BapuaHTbl coeguHeHUs ¢ HaKOHeYHNKOM J1to3pa:
®UKCUPOBaHHbIN WTLIPEBON J1103p.
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Kateropuu wnpuues Medallion komnaHun «MepuT» yKasaHbl HUXE.

MaTepuansl usgenuns

KOMMNOHEHT OMMNCAHWE MATEPUANA
Kopnyc MonukapboHat

KOHUMK nopLuHsa CuvKoH

MopLueHb ABS (ABC-nnacTuk)

O6bem 3anonHeHUs: 3 Mn
Pa3mep (06wue rabaputbl, He 6onee) - 31,75 MM X 12,7 mm x 107,95 mm
[eneHne wkansl (Makc.) - 1/16 awoiima (1,6MM) Ha Kaxjoe feneHue

YTIAKOBKA:

MuwukpokaTteTtep Merit Maestro nocTtaBnsieTcs B MHAMBMAYaNbHON ynakoBke. KaTeTep HaxoamTtcs
B 3aKPYIr/1EHHOM MOJIN3TUIEHOBOM pacrnpefennTe/isHOM Konble (gepxxatene). Asa (2) wnpuua
no 3 M/, NpefocTaB/ifieMble BMeCTe C KaTeTepoM, YrnakoBaHbl B MakeT U3 martepuana Tyvek
pasmepom 4 gtorima (10,2cm) x 8 groiimoB (20,3cm), KOTOPbIA pacrnonoXXeH MOBEpPX AepKartens
Mukpokartetepa. 0604 AN MUKpokaTeTepa (C KaTeTepOM BHYTPM) W yrakoBaHHble B MNakeT
WINPULbl MOMELLAOTCA B MaKeT M3 maTepuana Tyvek/ nonmaTuneHoBbI nakeT pasmepom 10,5
aonma (26,7 cm) x 14,25 grorima (36,2 €M), KOTOpbIA 3aneyaTbiBaeTcsa C WUCMNONb30BaHUEM
YTBEPXXAEHHOrO MeToja TepmosaneyaTku. OAMH NakeT NOMeLLaeTcs B KapTOHHYK KOpPOOKY W13
CYNb(haTHOW LeN103bl U 0fLHA KAPTOHHAA KOPO6Ka NOMeLLaeTcs B TPAHCMNOPTUPOBOYHYHO Tapy
13 ropMpoOBaHHOIO KapToHa.

CPOK XPAHEHWA:
Ha aTukeTke Mmukpokartetepa Merit Maestro ykasaH cpok xpaHeHus (3) roga.

TPAHCIMNOPTUPOBKA. XPAHEHWVE N OBPALLEHWE:

TpaHcnopTupoBKa:

TpaHCNOPTUPOBKAa A0/HKHA OCYLLECTBAATLCA HAa OCHOBaHUM ABYCTOPOHHEr0 KOHTpakTa
(Temneparypa: 0 - 38°C, BNnaxXHOCTb: 6e3 KOHAeHcaLuum).

XpaHeHwe:
MuwukpokaTteTepbl Merit Maestro cnegyeT XpaHWTb B MOMeLEeHUM C KOHAWLWOHMPOBaAHUEM
Bo3fyxa (Temnepartypa: 0 - 38°C, BnaxHoCTb: 6e3 KOHAeHcaunn)

Pabo4yas Temnepatypa: 25°C+10°C
KoHTaKTupyeT ¢ BHYTPEHHENR cpefoli opraHn3ma npu Temnepatype 37°C+1°C

YCnoBusi 3KCN/lyaTaHUs: B 1eUe6HO-NPONNIAKTUYECKUX YUPEXAEHNSX.

YTUNN3ATTNA:

W3genve cnepgyet  yTUAW3MpoBaTb B COOTBETCTBUW C  MECTHbIMU  3KOJIOTUYECKMMMU
TpeboBaHNAMMU.

Knacc omacHOCTM MeAVMUWMHCKMX OTXOLOB WCXOAA M3 XapaKTepucTUKu MOpONOrnyeckoro
coctaBa (B cootBeTcTBUU ¢ CAHINH 2.1.7.2790-10 Poccum) - Knacc b

FTAPAHTUA:

OrpaHu4eHme rapaHTUN 1 0TKa3 OT rapaHTum:

KomnaHus «Meput» rapaHTUpyeT, 4TO wu3genve O6yAeT MO CyLwecTBy COOTBETCTBOBATb
cneyuguKaumm Ha MOMEHT TPaHCNOPTMPOBKM KnueHTy, M He OypeT cofepxaTb [Ae(eKToB
MaTepuanoB WM U3rOTOBMIEHWUS B TeYeHWE Meprofa, YKasaHHOro B OFPaHUYEHHOW rapaHTuu.
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NpejocTaB/fAeMoOn OTAENbHO [N1S KaXA0ro wusgenus. [apaHTUA He pacnpocTpaHAeTcs Ha
nsgenue, Kotopoe (i) 6bI1I0 MOAUPULMPOBAHO, WM3MEHEHO, OTPEMOHTUPOBAHO, OOGHOBJEHO,
NOBTOPHO 06paboTaHO MM M3MEHEHO NHO6OW CTOPOHON KpoMe Kommnanuu «MepuT»; (ii) 6b110
NMOABEPXXEHO HEenpaBUbHOMY MNPUMEHEHWUIO, HenpaBWIbHOMY OOpalLeHuto, MNOBTOPHOMY
NPYMEHEHNIO, MOBTOPHOW CTepuUan3auuu, CayyvyaiHOMY MOBPEXAEHUI0, 3/10yNnoTpebeHnto,
HeOpPe>KHOMY OTHOLUEHMIO WM HECaHKLVOHMPOBAHHOMY BCKPbITUIO; (iii) 6bII0 NOBpPeXAeHOo B
pe3ynbTaTe U30bITOYHOW (PM3UYECKON, IKONOTMYECKON UM 3NEKTPUYECKOA Harpysku, uam ero
CEPUiHbLIA HOMep Obl1 M3MEHEH, MCNOpYeH unu ypaneH; (iv) 6bI10 COBMELLEHO C HOObIM
apyrum msgenuvem; (v) 661710 UCMONb30BAaHO He B COOTBETCTBMM C MOKa3aHNAMUN K NPUMEHEHMIO,
YCTaHOB/IEHHbIMU COOTBETCTBYHOLLMM KOMMETEHTHbIM OpraHoMm, UCMoJ/Ib30BaHO WHbIM 06pa3oMm,
Yem yKasaHo B cneuupuKauum usgenus unu Ans Lenen uav B yCnoBuax, NS KOTOPbIX u3fenve
He npefHa3Ha4YeHO WKW He NPesyCMOTPeHO. Jltobas TexHuYeckas peKOMeHAaLmns B OTHOLLEHUM
M3gennMs Cco CTOPOHbl  KOMNaHuu «MepuT» npepocTaBnserca 6e3 0683aTeNbCTB WU
KOMMeHcaunn, n KomnaHus «Meput» He NpuHMMaeT 00643aTeNnbCTB UAN OTBETCTBEHHOCTU. Bce
Takne pekomeHjauun parwTca KaneHTty ©u  nosyyawTcs MM Ha ero puck. ECIUW B
HACTOAWEM AOOKYMEHTE MPAMO HE YKA3AHO OBPATHOE, KOMMAHWA
«MEPAT» HE OCYLWECTBNAET N HE AAET KAKUX-NTNBO BBIPAXEHHB1IX WU
MOAPA3YMEBAEMbIX TAPAHTUW KIVEHTY, KOHEYHOMY MOJIBE30OBATE/O UNN
NIMOBOW TPETBLEW CTOPOHE B OTHOLWEHUW WU3AENNA. KOMMAHUA «MEPUT»
OTKA3bIBAETCA OT W WCKNKOYAET NHOBbIE U BCE MPOYME BbIPAXEHHBIE,
NOAPA3YMEBAEMBIE N MPEAYCMOTPEHHbBIE 3AKOHOM FTAPAHTWW, BK/TKOYAHA,
nOoOMMNMO MPOYEIO, FTAPAHTUW NnPOTNB HECOBNHOAEHWA n
NOAPA3YMEBAEMBIE FTAPAHTUN KOMMEPYECKOW LEHHOCTWN n
MPUTOAHOCTU ANA KOHKPETHbIX LEENEW.

OrpaHnyeHne OTBETCTBEHHOCTU:

H rNnPn KAKX  YCNOBUAX KOMMAHNA  «MEPUT» HE HECET
OTBETCTBEHHOCTW TMEPEL K/IMEHTOM WA NHOBbIM APYTUM NUOM WJIA
MPEAMPUATUEM 3A NHOBbIE LUTPA®HBIE, CMNEUUABHBIE, CYUYAWHBIE WA
KOCBEHHbBIE YEbITKW, MOHECEHHbLIE B PE3Y/IbTATE TMOTEPW [OE/TOBOW
PEMYTAUUMW, YBbITKOB  OT TEPEMPOOJAXW, OCTAHOBKWU PABOTHI,
HEWCMPABHOCTW W3AENNA, MOBPEXAEHUWN APYTUX W3AENNA WIN WNHbIX
YCNOBUA, WX B8 PE3Y/IbTATE WCKOB B CB#A3WM C HEWCMOJHEHMEM
KOHTPAKTHbLIX OBA3ATE/ICTB, TMNPABOHAPYLWEHVEM W WHbLIX KWCKOB,
BOSHNKAKOWWX B PE3Y/IBTATE HAPYWEHNA TAPAHTUN, HAPYLWEHUNA
KOHTPAKTA, 3ANEPXKW, HEBPEXXHOCTW, OBbEKTVBHOW OTBETCTBEHHOCTW
N MHOT O.
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Cnucok 0603Ha4YeHNii Ha ynakoBKe U3genus
[aHHbIA cMMBON  03HauyaeT, 4TO WU3fenne

C € 0056 MOMHOCTBIO  COOTBETCTBYET  EBponenckoii
OupekTuee 93/42/E3C.
MponssoauTens
1EC 1rep] YNO/THOMOYEHHbIW MpeacTaBuUTENb
[~1 ~ PeHTreHOKOHTPACTHbIA MapKep
< 1] MakcrMasibHbIli NPOBOAHMK
T
© MakcumasibHOe gaBrieHve
(1 ) [na ogHOKpaTHOro NpumeHeHUs
REF N aeHTU(hMKaLUNOHHBIA HOMep
LOT Homep naptun

STERILE EO CTrepunuzaums: ras aTuseH okcuaa

MpegynpexaeHne: degepanibHbln 3akoH CLUA
F’\only OrpaHMuMBaeT peann3aUmio AaHHOTO M3[enns
TO/IbKO M0 YKa3aHWIo Bpaya.

Mcnonb3oBaThb [0

2
MpepynpexaeHve: CwmoTtpuTte
)l( conpoBOoAUNTE/IbHYHO AOKYMEHTAUNIO.
OTaen 06Cny>KMBaHNA K/IMEHTOB

«Meput Megnkan Cucrtems, NHK.» 00O «MepuT TEKHONOMXKNC»
1600 YacT Meput Mapkyaii Poccusa, 115054,
Cayt-IxoppaH, FOT1a 84095, CLLUA Mocksa, yn. baxpywwuHa, 4. 32, cTp.
Ten.. 1801 253 1600 Ten.: 4- 7 495 221 89 02
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A MUALINNUE>MKLIO TIW M MPX «4AT b=NTNA

r Mognunce |
MepeBoaunK JlyHbKOB AnekcaHap BukTopoBuy R B AL T LY LAY 5

"opoa Mocksa.
[BajuaTb ceabMoro gekabps fBe TbICAYM LIEeCTHaALATOro roga.

A, YaiinuH Ceprein AHaTONbeBNY, BPEMEHHO MCMOMHAOLNA 0693aHHOCTM HOTapuyca ropoaa
Mocksbl Munesckoro Bnagucnasa 'eHHagnesnya, CBUAETENLCTBYO MNOA/MHHOCTL NOANUCH,
cAenaHHOW nepeBoA4YMKOM JTyHbKOBbIM ANeKcaHAPOM BuKTOpoBnYem B MOEM MPUCYTCTBUN.
JINYHOCTL ero ycTaHOB/EHA.

3apernctpupoBaHo B peecTtpe 3aNe 1S-
B3bickaHo no Tapudy: 100-00 pyo6.

Bpno HoTapuyca:
Bcero npoLwHypoBaHo, NPOHYMepPOBaHO,
N CKPENeHOo rneyaTbio i )nucta(oB).

Moanuce
Bpuro HoTapuyca

Fepb6oBas nevarts |
HO Tap n yC a 1/12alll IM LT €K »T.rKKa3glALT-» 01

3
Moanucob

Irep6oBas neyathb i
HoTapuyca

Boero mpoLHyposaHo
MPOHYMEPOBAHO Y CKDTTEHO
MeYamso_£2 AcT(-a,-0B)

217, 12, 016

lopog Mocksa

§, YalinuH Cepreli AHaTO/MbEBMY, BPEMEHHO UCMO/MHSIOLLMIA
06f3aHHOCTV HOTapuyca ropoga Mocksbl MuneBckoro Bnagucnasa
TeHHaauneBNya, CBIAETENbCTBYIO BEPHOCTL 3TOM KOMMW O MOA/MHHIKOM
[OKyMeHTa. B nocneaHeM noAuMCTOK, NPUMMCOK, 3a4ePKHYTbIX CNOB 1
WHbIX HEOTOBOPEHHbIX UCNPaBNEHUA WA Kaknx-nbo 0COGEHHOCTEN HeT.

MHoto, nuuy, o6paTMBLUEMYCS 3a COBEPLUEHMEM HOTapUaIbHOro
[elicTBNA, pasbACHEHO, YTO NPK CBUAETENbCTBOBAHNM BEPHOCTM KOMUM
fOKyM ApM#YL*qw naeTcsd 3aKOHHOCTb COZlEPXaHua [OKYMeHTa
ncBr?&alie. n3nwwiinbb1lX B HEM (DaKTOR4ECTBUTENLHOCTH..

npe 3a Ng_ 20 o
y6.

f13aHHOCTM HOTapuyca
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