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Appendix to Instructionfor Use

u
Irm/\‘re DIAGNOSTIC GUIDE WIRES

DEVICE SPECIFICATION

The following product configurations are available in the InQwire product family:

Table 1: InQwire Configurations

Description™

0.018”" (.46mm), 0.021" (.53mm), 0.025” (.64mm), 0.032” ( 81mm) 0.035"

Outer Diameter (-.89mm) or 0.038” (.97mm)
Length 50cm to 260cm
Mass/Weight 9.5¢g

Straight Configurations:

Straight(S) 9cm distal flex segment
Bentson(B) 23cm distal flex segment
Bentson C(BC) 15cm distal flex segment

Bentson Short Taper(BST) 10cm distal flex segment
Bentson Exchange

Amplatz

Stiff

Super Stiff

Super Stiff Exchange

Standard Exchange

Rosen Exchange

Rosen (RS)

Newton Long Taper(NLT) 13.5cm distal flex segment

Newton Long Long Taper(NLLT) 18.5cm distal flex segment
Newton Long Long Long Taper(NLLLT) 23.5cm distal flex segment
Curved Configurations:

J-tip(J)
Curved and Straight Configurations:
Core Wire Distal Tip Configuration JIS
Distal Tip radius Size 1.5mm, 3mm, 6mm, 15mm
Wire Body Standard
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T I VooV
Firm(F)
Heavy Duty(HD)

The materials used in the manufacture of the InQwire guide wire are identified below.

Tabl0 2: Component Mater” Specifications

Component Material
Core Wire 304V or 304 Stainless Steel
Wire Coil 304 Stainless Steel
Wire Coil Coating Polytetrafluoroethylene (PTFE)
Safety Wire 304V or 304 Stainless Steel

POTENTIAL ADVERSE REACTIONS
Potential adverse reactions which may result from the improper use of a guide wire include, but
are not limited to:

» Thrombus

» Emboli

« Arterial or venous vessel wall damage
* Plaque dislodgment

* Hematoma at the puncture site

* Infection

* Vessel perforation

 Vessel spasm

» Hemorrhage

* Vascular thrombosis

DEVICE COMPATIBILITY

The InQwire guide wire may be used with any device with an inner diameter appropriately sized to accommodate a
0.018” (.46mm), 0.021” (.53mm), 0.025” (.64mm), 0.032 inch (0,81mm), 0.035 inch (.89mm) or 0.038 (.97mm) guide
wire.

HOW SUPPLIED
Individually packaged 5-10 per box with instruction for use.

Following separately packaged accessories are available to InQwire guide wire:
- RingMASTER guide wire basin.
- SeaDragon guide wire torque device.

ACCESSORIES:
1. SeaDragon guide wire torque device

DEVICE DESCRIPTION

Torque Devices are a guide wire accessory developed to assist in the manipulation and placement of the guide wire
during interventional procedures. Interventional as used in this discussion includes all diagnostic and interventional
procedures. They are designed for hydrophilic and other typical guide wires. The SeaDragon guide wire torque device
consists of an ABS body, a polypropylene core, and a stainless steel spring. The core of the SeaDragon is a spring-
loaded compression device. A tear dropshaped tunnel going through the core and the body of the SeaDragon align
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when the core button is depressed and held. In this state, the guide wire is inserted through the tunnel and when the
desired length of guide wire has been passed through the device, the core button is released. The alignment of the
tunnel is broken and the core is displaced relative to the body. The spring provides sufficient pressure on the guide wire
to prevent slipping and allows the clinician to use the body of the SeaDragon as a handle to manipulate the guide wire.
The SeaDragon accepts guide wires with diameters ranging from 0.018” to 0.038".

INTENDED USE / INDICATION FOR USE
The SeaDragon torque device is intended for facilitating guide wire manipulation during interventional procedures.

Figure 1. SeaDragon Torque Device Outside perspective (A) and inner mechanism (B).

PERFORMANCE SPECIFICATIONS

Device Characteristic Specification
SeaDragon Length 1.378"< length <2.363”
Torque Device Diameter of grip area 0.295” < diameter of grip area < 0.394"

Device accommodation Guide wires 0.0187-0.038” in diameter

rs, and other associated
es the customer with a cost
ig a procedure. The

Outer Diameter 7.83 inches (20cm).

INTENDED USE / INDICATION FOR USE

The RingMASTER guide wire basin is a containment device that holds guide wires, catheters, and other associated
medical devices such as balloons and stents.

MATERIALS OF CONSTRUCTION: basin - Polypropylene Base Resin and Polypropylene Colorant Orange.
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TRANSPORTATION, STORAGE AND OPERATION CONDITIONS
Transportation temperature:-35 °C to +55 °C

Storage temperature; -35 °C to +55 °C
mUsage: 15 °C to 35 °C, relative humidity <80%, atm. Pressure 84.0 - 106.7 kPa (630-800 mm Hg).
Contact with the internal environment of the body at a temperature of 32°C-42°C

SHELF LIFE
Shelf life - 3 year.

STERILIZATION
Ethylene oxide sterilization

DISPOSAL

Dispose the devices according to local environmental requirements.

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

Applicable symbols for InQwire guidewires and accessories

This symbol means that the device

fully complies with European
C € 0086 Directive 93/42/EEC.

‘ I Manufacturer

Authorized Representative

EC REP
Single use
REF Catalog 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
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Caution; Consult Accompanying
Documents
(§) Do not use if package is damaged.

)K Non-pyrogenic

HeToKcnyHo
HeTokcnyHo

WARRANTY

MA7iUeprese M 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 Jhat have been (i)
modified changed, repaired, refurbished, reprocessed, or altered by anyone other than Merit, (m subjected to misuse
mishandiing re-use, re-sterilization, accident, abuse, neglect or tampering; (i) damaged by excessive physical,
pnvirnnmpntal 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
contrarv to the use outlined in the product specifications or in an application or environment for which such product wa
not deigned or contemplated. Any technical product advice furnished by Merit is
and Merit assumes no obligation or liability, all such advice being given and accepted at Customer s risk® EXCEPT AS
forth herein merit makes no represenation or warranty of any kind,
FAPrl I Jr IMPLIED ?0 CUS™ END-USERS OR ANY THIRD PARTIES WITH RESPECT TO THE
PRODUCTS MERIT DISCLAIMS AND EXCLUDES ANY AND ALL OTHER EXPRESS, ""PMED, AND STAT"
WARRANTIES, INCLUDING WITHOUT LIMITATION, WARRANTIES AGAINST INFRINGEMENT, AND THE IMPLIED
WARRANTIES OF MERCHANTABILITY AND FITNESS FOR A PARTICULAR PURPOSE.

UNdI r °NO°CIRMAN shall merit be liable to customer or any OTHER PERSON OR ENTITY
FOR ANY PUNITIVE SPECIAL INCIDENTAL OR CONSEQUENTIAL DAMAGES, WHETHER BASED

rnnnwiLL LOST RKA"~ WORK STOPPAGE, PRODUCT FAILURE, IMPAIRMENT OF OTHER
PRODUCTS OR OTHERWISE AND WHETHER IN A CONTRACT, TORT OR OTHER ACTION FOR OR AR'S'NJ " T
Jf BREACH OF WARfIrn BREACH OF CONTRACT, DELAY, NEGLIGENCE, STRICT LIABILITY, OR

OTHERWISE.
Customer Service
Merit Medical Systems, Inc. I\1A185ri(§5-zecl\};|n0|ogies LLC
1 West Merit Parkw: » Moscow .
S?)(L)J(t)h J(e)rsdanerll_ltar?%4oagy5 US.A. Bakhrushina Str., 32, bldg. 1, Russia
+ 1801 253 i600 + 7 495 221 89 02
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MpPOBOAHMK gnarHocTuyecknin InQwire ¢ NPUHagIEXXHOCTAMM

NHCTPYKLUSA N0 NPUMEHEHUIO

Inodnuchbl [MevyaTb:
«MEPUT MEOVKAJT CUCTEMC, NHK.»
[N3H Knapk NMEYATb KOMIMAHNA
JMpeKTop Mo HOPMaTUBHO-MPaBOBOMY tOTA
o6ecreyeHuio 1987]

«Meput Megukan Cucteme, VIHK.»

13 ceHTA6ps 2017 T.
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Bce NPOBOAHMKM 3aKPennstoTCs B KOMbLEBOM KOHTEliHepe Tuna
«BEHTEPb» C MOMOLLbHO 3aMnMpatoLLEro BbIMPAMUTENS C J-KOHUMKOM.
Bo wu3bexaHne MOBPeXAEHUs MPOBOAHMKA MPU  BblEMKE U3
KONbLIEBOrO KOHTeiHepa creflyeT B3ATbCA 3a BbINPsSMUTENb C J-
KOHYMKOM Y OCHOBaHWS 1 BbITSHYTb Brepes NMPMMEPHO Ha 5 MM 1in
Ha TaKyto A/IMHY, KOrJa BbINPsAMUTENb C J-KOHUYMKOM OTCOEAUNHUTCA
OT ajianTepa KO/MbLEBOr0 KOHTE/Hepa. Y Aep>KmBasi U NPOBOAHMK, U
BbINPAMUTENb C J-KOHUMKOM, NPO/0/MKAITe BbITATVBATL NMPOBOAHUK
13 KOMbLIEBOrO KOHTeHepa.

Henb3s npunaratb 4pe3vepHble YCUNMS AN MPOABMXKEHMS MOABVMXKHOIO CTEPXKHS Mpu
HaXOXEHUWN MPOBOAHMKA BHYTPU cocyda. [poABWdKeHME C W3BbITOUHLIM YCUIMEM MOXET
MPUBECT K NPOPbIBY CEPAEYHMKA 1 MOBPEXAEHNIO Cocy/a.

He BbITArvBaiiTe NMPOBOAHUKM C MOKPbITYEM M3 MT®D ¢ MOMOLLB METaNINYECKOA UMbl
OCTpbIi  KOHYMK WI/bl MOXET nouapanaTb MOKPbITME. PeKOMeHAyeTCs 3aMeHWTb  Wrny
KaTeTepoM WU COCYAMCTbIM Aunatatopom u3 MTd3I, Kak TOMbKO MNPOBOAHMK [AOCTUFHET
HY>XHOTO NMOJOXEHWS.

Mpu NpoABWMKEHUM KaTeTepa M MPOBOAHMKA B aopTe PEKOMEHAYETCS BblHYTb MPOBOAHUK B
HY>XHOM MecTe aopTbl.

MpOBOAHMK - 3TO [AENMKATHbIA WHCTPYMEHT, CaMblii YyBCTBUTE/NbHbIA M3 UCMONb3YEMbIX B
UPECKOXHbIX npoueaypax. Kaxabli pa3 npv ero  UCMonb3oBaHWM  BO3HMKAET  PUCK
TPoM6006pa30BaHNSA/AIMO0INN, MOBPEXAEHNS CTEHOK COCYAOB W AMCNOKAUUWU ONsLLEK, YTO
MOXET NPUBECTU K WHMAPKTYy MUOKapAa, HapyLUeHU CepAedyHOro puTma, CcepaguyHoMy
npucTyny WAM neTanbHOMY uMcxody. Bpay [o/mkeH XOpowo 3HaTb, Kak pabotaTb C
aHrnorpaMueckuMm MHCTPYMEHTaMK, W U3YUYUTb NUTepaTypy 06 OCMOXHEHWUAX Mpu
aHrvorpapuu.

VIHCTPYKUMSI MO NPOMbIBaHMIO KO/bLIEBOIO KOHTelHepa

1. MopcoeaMHUTE HAMOMHEHHbIA NPOMbIBOYHbLIM PAcTBOPOM LLMPUL, K
MPOMbIBOYHOMY /HO3P-MOPTY

2. MoBepHMTE LLIMPUL, MO YaCoBOI CTPesKe (KaK MoKas3aHo Ha PUCYHKE) B OSITION
3. BBeauTe (DU3pacTBOP B KO/bLIEBOI KOHTEHEp

4. OTcoeanHMUTE LINPUL, OT nopTa

5. BbITAHUTE NPOBOAHNK M3 KOHTENHEpA.

11

Bua B ynakoBke
MprMeyaHuve: [NA  YMeHblUeHUs pucka o06pa3oBaHWs TpPOMOOB
peKoMeHAYeTCs nepes UCrosb30BaHNEM MPOMbITb MPOBOAHWK 0ObIYHbIM fIUSHINC.
W renapuHU3MPOBaHHBIM (PU3MOMOrMYECKMM pacTBopoM. CoefuHuTe POSITION s \
HamnoSIHEHHbIA  LUNPWL, C  JI03POM,  PACMONOXKEHHbIM  Ha  KOHLE
NNacTUKOBOTO KO/bLIEBOr0 KOHTelHepa, W MPOMOWTe MPOBOLHUK
HECKO/IbKO pa3. Iocne NpoMbIBKW BblHbTE MPOBOAHUK M3 KOHTelHepa U

NCMONb3YITe, KaK OMMCaHO BbiLLE. Bug npu
NPOMbIBaHWM
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YKasaHua no MpUYMeHeHV0: Ha crneyrolimx prcyHKax MokasaHa CTaHAapTHas npoleaypa
UPECKOXHOFO  BBEAEHUS C  WCMONb3oBaHWeM MeToga CenbauHrepa.  AHATOMUYECKME
0COGEHHOCTM  HEKOTOPbIX MalWMeHTOB MOryT cAenaTb WMCMO/Mb30BaHME 3TOr0  MeTojda
HEBO3MOXKHbIM.

1. Mpokon cocy/a ABYXKOMMOHEHTHOI UFNoi

2. Wcnonb3ys [BYXKOMMOHEHTHYH WI/Y, W3BNEKUTE
CTUNET, a KaHo/ 0CTaBbTe Ha MeCTe W BBeAuTe MOKWiA

(AMCTanbHbIN) KOHeL, NPOBOAHMKA Yepes KaHIoMo B COCY(. m

3. T1poBOAHMKM C J-HAaKOHEYHMKOM TMOCTaBAAKTCA C
BbINPAMUTENIEM  J- HAKOHEYHMKa, KOTOpbIM ynpoLyaeTt
BBEAEHMe  MNPOBOAHMKA B MYHKUWOHHYK  WUrNy.
MpoasuraiiTe BbINPAMUTENb [0 TeX MOP, MOKa OH He
BbIABUHETCA M3 KOHYMKA Ha 2-3 MM. BBeauTe NpoBOLHUK B
pasbeM WUrNbl W MNPOABUHLTE Yepe3 Wray. Ypanuirte
BbINPAMUTENb J- HAKOHEYHMKA C MPOKCUMaIbHOT0 KOHLA U
BbIGPOCHLTE €ro.

4. Y panuTe KaHIO/O Ur/bl, 0OCTaBMB NPOBOAHWUK B NPOCBETE
cocypa.

5. MpoaBMHbTE pacLUMPUTENb WX KaTeTep MO NPOBOAHMKY
HEenocpeaCTBEHHO B COCY/,

6. OCTOpPOXHO yAanuTe MPOBOAHWK, OCTaBMB KaTeTep Ha
MecTe.

VCSif-i

MpumeyaHue: [aHHble 0 CTEPUNN3ALIAN M3eNMs NPUBEEHbI Ha ero YNaKoBKe.

YnakoBka Ans noctaBku: B vHAMBMAyasbHOM ynakoBke, no 5-10 u3gennini B KOpoOOKe.
WHopmaumo ans 3akasa CM. B KaTanore.
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MpunoxeHne K MHCTPYKLUK NO NPUMEHEHUIO

MPOBOAHWK AMArHOCTUYECKUI INQWwire ¢ NPUHAANEXHOCTAMM

CrieumnduKaLnm n3aenns

B nuHelike NpoBogHUKOB InQwire MMEIOTCS CneaytoLLve KOH(pUIypaLum NpoayKLun:

Tabn. 1: KoHdurypaumm npoBogHMKoB InQwire

KoHdurypauus ANCTaNbHOT0
KOHYMKa cepeyHKa NPoBOAHMKA

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

0,018” (0,46 MMm), 0,021” (0,53 MM), 0,025” (0,64 MM),
0,032” (0,81 Mm), 0,035” (0,89 MM) 1 0,038” (0,97 MM)

Ot 50 go 260 cm
95T

MpsiMble KOH(MIrypaumm:
MpsMoit (S) rMbKuUiA AUCTa/IbHbIA CErMEHT [/IMHON 9 CM
MMBKuIA gucTasbHbIN cermeHT Bentson (B) gnnHol 23 cm

MMbkuiA anctanbHbIli cermeHT Bentson C (BC) anvHoit 15
cm

"'MbKMIA ancTanbHbIiA cerMeHT Bentson Short Taper (BST)
[AnvHOM 10 c™m

Bentson Exchange

Amplatz

XecTkui (Stiff)

OueHb >xecTkuid (Super Stiff)

OueHb XKeCTKUiA, cMeHHbIV (Super Stiff Exchange)
CraHaapTHbINA, CMeHHbIN (Standard Exchange)

Rosen, cmeHHbIn (Rosen Exchange)

Rosen (RS)

MbKuiA guctanbHblin cermeHT Newton Long Taper(NLT)
AJIMHOM 13,5 cm

MMbkuin auctanbHblin cermeHT Newton Long Long
Taper(NLLT) anvHoli 18,5 cm

"'MbKuiA guctanbHblid cermeHT Newton Long Long Long
Taper(NLLLT) anvHon 23,5 cm

M30rHyTble KOH(Urypaumm:
J-06pasHbIil KOHUUK ( J )




M30rHyTble 1 npsiMble KOHPUrypaunn:
JIS

Paanyc AncTanbHOro KOHYMKa 1,5 MM, 3 MM, 6 MM, 15 MM

- CtaHfapTHbIi (Standard)

- Teepapii (F) (Firm(F))

- MNoBbiweHHOM npoyHocTK (HD)

(Heavy Duty(HD))

Teno npoBoAHNKa

Matepuarnbl, UCNONb30BaHHbIEe NPV NPOM3BOACTBE NPOBOAHMKOB INQwire, onmncaHbl HUXE:

‘Tabnuua 2: cucyudukarn!» MaTCrila. ton k'OMIIOlieillon ~ A N 1
KoMMnoHeHT
MpoBo/, cepaeyHmnKa Hepxxasetowasa ctanb mapku 304V mnnu 304
OnneTka cepie4HmKa HepxxaBetowaa ctanb mapku 304
MOKpbITUE ONMETKN CepAeyHMKa MonuteTpadpTopatuneH (MTPI)
MpeaoxpaHMTENbHbIA NPOBOA HepxasetoLasa ctaib Mapku 304V nnu 304

MNOTEHUMAJIbHBIE MOBOYHbLIE PEAKUUNI

MoTeHUMasbHble MOG0YHbIE peakuuu, KOTopble MOryT OblTb Bbl3BaHbl  HerpaBW/bHbIM
MCNONb30BaHNEM MPOBOAHMKA, BK/IKOYAOT, CPeay Mpoyero:

* TpomMb6006pa3oBaHme

* 3M60/11I0

* NOBPEX/EeHME CTEHOK apTepuasibHbIX UM BEHO3HbLIX COCY0B
* ANCNOKaLMIO bnsLeK

* reMaToMy B TOUKe MyHKLUMM

* H(EKL IO

* nepcopavmio cocysa

* CMasm cocyja

* reMopparmio

* TPOM603 cocya

COBMECTMMOCTb U3OEINA

MpoBogHMK INQwire MOXET MPUMEHSATLCS C NOObIM U3L4E/IMEM C BHYTPEHHWUM [AMaMEeTPOM,
NMPUMEPHO NOAXOAALLMM A/ pasmelleHns nposogHuka avametrpom 0,018” (0,46 mm), 0,021
(0,53 mm), 0,025” (0,64 mm), 0,032” (0,81 mm” 0,035 (0,89 mm) nnm 0,038 (0,97 Mm).

POPMA INMOCTABKU

VHavBuayansHas ynakoBka no 5-10 WTYK B KOPOOKE € MHCTPYKLUMEN MO NPUMEHEHNIO.
JononHNTEeNbHO MOTYT MOCTaBNATLCA CNefytoLye 0TAe/IbHO YNaKoBaHHbIE NPUHAAJIEXXHOCTU:
- EmKocTb ans nposogHvka Ringmaster.

- YCTPOWCTBO ANs BpaLleHust NpoBoAHMKa SeaDragon.
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NMPNHAONEXHOCTW;
1. YCTpONCTBO AN BpaLleHus nNpoBogHnKa SeaDragon

ONMMCAHME M3OETNA

YCTPOCTBO A/19 BpaLleHNs ABNAETCA NPUHAAIEXHOCTLI0 NPOBOAHMKA, NpefHa3HauYeHHOW A
06/1erYeHna MaHUNyNALMIA 1 pasMeLLeHns NPOBOAHMKA BO BPEMS MHTEPBEHLMOHHbIX MPOLeayp.
Takue npoueaypbl B CMbICNe AaHHOMO JOKYMEHTa BK/IHOYAKOT B CebA BCe AMarHOCTUYECKME U
NHTEPBEHLMOHHbIEe npoueaypbl. OHM pa3paboTaHbl /15 MPOBOAHUKOB MMAPOQPUIBHOIO N UHOIO
TMna. YCTPOWCTBO A/1s1 BpalleHWs npoBofAHMKa SeaDragon coctouT u3 Kopryca u3 ABC-
nnacT1Ka, NOSMNPONUIEHOBOIO CepAeUHMKa U NMPY>XKUHBI U3 HepyKaBetoLwein ctanm. CepaeyHmnk
SeaDragon - 3T0 NPY)>XMHHOE KOMMPECCMOHHOE YCTPOMCTBO. KaHan KanneobpasHoi hopMmbl,
NPOXOAALLUMIA Yepe3 CepaeyHUK, U Kopnyc yctpoictea SeaDragon pacnoniaralotcs B OfAHY
NMHMIKO MPU HAXXaTUN W YAepPXaHUW KHOMKM CepfeyHnKa. B TakoM MOMOXEHUU MPOBOAHWK
BBOAWTCA Yepe3 KaHasl, a Korga NpoBOAHUK MPOABMHETCA Yepe3 YCTPOMCTBO Ha HYXXHYIO [/INHY,
KHOMKY CepeyHMKa MOXHO OTMyCTUTb. BblpaBHMBaHME KaHasia HapyLlaeTcs, U CephevyHuK
CMeLLaeTcs OTHOCUTENbHO Kopriyca. [pyXuHa o6ecneynBaeT [OCTATOYMHOE [aBfieHVe Ha
MPOBOAHMK, 4TOObl MNpPefoTBPaTUTL MNPOCKasb3blBaHWE W [aTb  Bpavyy BO3MOXHOCTb
Mcnonb3oBaTb Kopnyc YycTpoilcTBa SeaDragon B KayeCcTBe PYKOATKM AN MaHWUMynaumm
NPOBOAHMKOM. YCTPOMCTBO SeaDragon paboTaeT ¢ MNpoBOAHWMKaMu amametrpom oT 0,018
(0,46 mm) go 0,0387(0,97 mm).

HA3HAYEHWE / MOKA3AHWA K MPUMEHEHWNIO

YCTpoiicTBO Anst BpauleHUs SeaDragon npeAHasHauyeHO Ans YMPOLUEHUS MaHUMYyNsuMn ¢
MPOBOHUKOM BO BPEMS IHTEPBEHLIVOHHBIX MPOLEayp.

PucyHoK 1 YCTpoWcTBO ANs BpalleHus SeaDragon: BuA cHapy>Xu (A) U BHYTPEHHWIA MEXaHN3M

(B).

O.

PVUCYHOK 1 YCTpOICTBO A/151 BpalleHust SeaDragon: BUL, CHapyXu (A) 1 BHYTPEHHUIA MeXaHW3M

(B).
®YHKLUMOHANbHLIE TPEEOBAHUA

W3penve XanakTepuctuka Cneuundukaums

YCTpOICTBO OnnHa 1,378” (35,00 mm) < gnunHa < 2.363” (60,02 mm)

s NnameTp 06MacTy! 0,295” (7,49 mm) <fimameTp obnacTu 3axsata < 0,394”

BpaLLeHMS 3axBaTta (10,01 mMm) ) ]

SeaDragon  Pasmeuerve usgenmii  poBoaHnkm anavetpom 0,018 (0,46 mm) - 0,038
(0,97 mm)
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MATEPUWAIbl KOHCTPY KLU

KOMMOHEUM u n six N U A~ PA|IONPANB|A - A.-— feed UBBff'a» ... ..... i
MonnnponwuneH

Benblii NPoNMNeHOBBII

KoMnpeccroHHas Npy>uHa Hepxasetowwas ctanb cepum 300, ASTM A967
ABS

ABC, 3eneHsblil Kpacutenb

CepAeyHyIK yCTpolcTBa

Kopnyc ycTpoiicTea

2. EmKocTb gns nposogHuka RingMASTER
OMNMMCAHWVE N3OETNA

EmMKocTb ans npoBogHunka RINgMASTER - 3T0 npucrnocobneHve ans XpaHeHUs NPOBOAHNKOB,
KaTeTepoB W [pyrux MOfO6GHbIX MeAULUMHCKMUX W3LeNNA, TakuX, Kak Oai/loHbl U CTEHTbI.
W3pgenne - npakTUyHo, YAOGHO NpW CKNagUPOBaHWM; OHO MpPeAcTaBnseT [A1d  KAueHTa
3KOHOMWYHOE CPeACTBO ANS XpaHeHUs MPOBOAHWKOB W MNOAAepXKaHUA UX B rMapaTupoBaHHOM
COCTOSIHUM MeXAy LMKNaMu NpuMeHeHns npu nposeaeHun npoueaypsl. RINgMASTER 06bI4HO
3ano/iHAeTCA (PU3MONOrNYECKMM PACTBOPOM.

BHewHWIA anameTp 7.83 AtoimoB (20 cwm).
HA3HAUEHWE / MOKA3AHNA K MPUMEHEHWIO

EMKocTb Ans npoBogHunka RingMASTER - 3T0 npucnocobneHne ans XpaHeHUsi NPoBOAHUKOB,
KaTeTepoB U APYruX CBA3AHHbIX C HAMWU MeAULMHCKUX U3AENNIA, TaKNX, Kak 6a/foHbl U CTEHTI.

MATEPUWA/TIbl KOHCTPYKLUWW: EmMKOCTb - nofMnponuieHoBas 6a3osas cmona u
MOIMMNPONUIEHOBbIN OPaHXKEBbI KpacuTesb.

TPAHCIIOPTUPOBKA. XPAHEHNVE N YC/TOBNA SKCIIJTYATALUNN
TemnepaTypa TpaHcnopTUpoBKU: 0T -35°C ao +55°C.
TemnepaTtypa xXpaHeHus: oT -35°C o +55°C.

YcnoBua akcnnyataymn: 15°C - 35°C, OTHOCMTENbHAs BNAKHOCTL Bo3fdyxa <80%,
aTmocepHoe gaeneHue: 84,0 - 106,7 kMa (630-800 mm pT. CT.).
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KOHTaKT € BHYTpeHHel cpefol opraHusMa npu TemnepaTtype 32°C -42°C un 100%
B/TXKHOCTH.

CPOK ITOgHOCTW
Cpok rogHocTn - 3 rofa.

CTEPUNN3ALUNA
Crepununsaumsa aTUNeHOKCULO0M.

YTUIIN3AUNA

YTUNnM3MpoBaTb M3Aennsi COriaCHO MECTHBIM 3KOM0MMYECKM TPeboBaHUAM.

Knace onacHOCTM MeAULMHCKMX OTXOA0B HA OCHOBaHWMM XapaKTepucTUK MOP(OSOrnMYeckoro
cocTaBa (B COOTBETCTBMM C POCCUIACKUMMK CaHWUTapHbIMKM HOpMamu K npasunamu (CaHlMMuH)
2.1.7.2790-10) Knacc B

MpUMeHUMble eMBO/IbI /1051 MPOBOAHUKOB INQwire 1 NpYHaanexXHoeTei

OTOT CMBO/ 03HAYAET, YTO W3J€NMe MONHOCTLI0 COOTBETCTBYET
C € o086  TpebosaHuam EBponeiickoii Anpektusbl 93/42/EEC

i | J [NpounssoanTens
EC REP YNONHOMOYEHHbIN NPeLCcTaBuUTe b
(D [1ns 0HOPa30BOro MEemnob30BaHNs
ref Howmep no katanory
LOT Kog naptum

] npOCTepl/IfII/ISOBaHO r3.3006pa3Hb|M ITUNEHOKCNOOM
[sterileleo

MpeaynpexaeHve: degepanbHoe 3aKkoHoAaTeNbCTBO CLLIA paspeluaeT

N
Fronly npojasath JaHHOe M3fenve ToNbKO Bpayam Wan no ux npeanucaHunio
2 Vicnonb3osath [0
K BHumMaHve! CMoTpy npunaraemMble JOKYMEHTbI
( § ) He ncnonb3oBathb, ecv ynakoBKa NoBpexaeHa

)K ANnporeHHo

HeTokcnuHo HeTokcnyHO
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JOTCA
OENAET  KAKHMX

(Y]



Mepesog daHHoe(>jnma cpenaH MHOA, Nepeog4YMkoM KrenHesbIM ByKTopom Vropesnyem.

Poccwniickas depepauyuns

[opog MockBa

ﬂ,Ba,ﬂ,Ll,aTb cegbmMoro CeHTH6pFI ABe T biCA4YM ceMHaauaTOoro roga
,ﬂ, Akumos ne6 Bopucosnuu, HoT apuyc ropoga MOCKBbl, CBUEeT eNbCTBY MNOANUHHOCT b NOANUCK
nepesoguymnka KnenHesa BukTopa Mropesnua.

Mopgnwuck caenaHa B MOEM NMPUCYTCTBUUN.

Nivrmwexn”oanuncasll ero JOKYMeHT yCT aHoOBNeHa.
'po BpeecT pe: Ne N-JINATN

10 TBEHHOW Now nuHbl (N0 Tapudy): 100 pyb.

TWeyCcnyr NpaBoBOro W TEeXHUYECKOro XxapakTepa: py6.

Bcero npow HypoBaHoO, NPOHYMEpPOBaHO

N CKpenneHo nevyaTbio nncT (a)(os)

HoTapuyc
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