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VINCTPYKMUIA NO NPUMEHEHNIO

NEON™

Kateiep 6annoHHoi gunartauum ans UTKA

[MpoTuBoOnoKa3saHwus]

1. TonbKo AN 0{HOKPATHOTO MPUMEHEHNS. He ncnonb3oBath
noBTOpHO. He noaBepraTh NOBTOPHOM 06pa6OTKe 1 NOBTOPHO
cTepun3aumm.

2- MpOTMBONOKA3aHO UCMO/b30BaHIE AaHHBIX KOMMOHEHTOB A1t
CrefytoLLVX TPY NN NaLUeHTOB:

— NauWEeHTbI C He3aWMLLEHHbIM NOPaXEHNeM B CTBO/IE NIEBOI
KOPOHaPHOI apTepun:

—NauneHT CO CnasMoM KOPOHAPHOW apTepuu B OTCYTCTBUE
3HAUMMOrO CTEHO3a.

3. He paclumpsiite 6ai10H [0 BENUYMHbI, NPEBbILIAOLLEN AruameTp
KPOBEHOCHOTO COCY/ja B6/M3M CTEHOTUYECKOTO MOBPEXAEHUS.
(KpOBEHOCHbIN COCY/} MOXKET GbiThb NOBPEX/EH NN Pa3opBaH.)

it , np! 0

HOMUHa/IbHOE /jaB/ieHIe pa3pbiBa. (BasiioH MOXET pa3opBaThCs, 1

4. He paclumpsiite 6annoH fo

chparmeHThbI MOTYT OCTaTLCS B Tere NauueHTa.)

5. 3anpeLyeHo CXMMaTh PYKOI KOMMOHEHTbI CTEHTA U CACTEMY
[IOCTaBKM CTEHTa.

6. /cnonb3oBaHue AaHHOTO U3/ieNns NPOTUBONOKA3AHO ANs
NauueHToB C HENEepPenoCUMOCTLI0 aHTUTPOMGOLUTAPHON
W aHTUKOAryISHTHOM Tepanuu.

[thopma un KOHCTPYKLMSA)

1. BannoHHbIil kKaTeTep
cCxematuyeckoe npezcTasneHmne>

Karangm
nNpOeONyUHsIN
Bannow npOMaHMU Tpyteaorerrpa
PoHIFTHOCOKTPACTHM  OTKPCTTANN
nelbl nPoeoNo>u.cro
NPOBOAHHKA

2. VIHCTPYMEHT Ansi NPOMbIBaHNA (C hyHKLMEl CBEPTLIBAHMUS

6annoHa)
I_ i - >{aK>Hrn*m/10)paamnpoMumnuin
Boaana KaHana np pc*ofllBHiH a>Bp: Gannoua
Mpumeyaxne

VIHCTPYMEHT 3151 NPOMbIBAHNS UCTIO/NL3YETCA A5
NPOMbIBaHNS kaHaia NPOBOIOYHOTO NPOBOAHIKA JAHHOTO
uzgenns. B cryyae Heo6X0AUMOCTY NOBTOPHOTO BBEAEHNS!
nocne U3BNEYEHNS U3AENUA U3 Tena naumeHTa GasnoH MOXHO
NOMECTUTb B MHCTPYMEHT A/151 POMBIBAHNS B LiENISIX
cBepTbIBaHNS G6annoHa B 6on1ee KOMNaKTHYI0 chopmy.
VIHCTPYKLMN N0 NPUMEHEHMIO MHCTPYMEHTA /15 POMbIBAHNS
cwm. B pasziene [MeTo onepaTuBHOrO BMELATE/NLCTBA, UK
VHCTPYKUMSA Mo npuMeHeHuio]). MoarotoBka-3).

3. 3axum karetepa

Mpumevanne
3axum KaTeTepa NPUMEHAETCS A/1S CBA3bIBAHUA TPYGKM
KaTeTepa ;aHHOTO U3fieNs.

[MokasaHusa K npuMeHeHuto]

1. NokaszaHwus
JlaHHoe U3fenve NpejHasHaueHo A1 NaUNEHTOB C MHKhapKTOM
Muokapaa v cTeHokapavei.

2. MNpepnasnavexne
JlaHHoe u3fienve npeaHasHaueHo Ans paclunpeHus
CTEHO3MPOBAHHOTO y4acTKa KOPOHAPHOI apTepuu npu
NPOBE/IEHINN YPECKOXKHON TPAHCIIOMUHANBHOM KOPOHAPHO
aHrnonnactuki (UTKA).

(XapaKTepucTukm nsgenus)

1 CoortseTcTsue 6annoHa
mHomuHanbHoe gasnerve (NP): 0.6 MMa (6 Atv)
* HomuHanbHoe faBneHne paspbisa (R8P): 1.4 MMa (14 Atm)
2. MakcumarbHbli AuameTp NpoBOIOYHOTO NPOBOAHMKA
0.36 MM (0.014 atoiima)

[MeTog onepaTMBHOro BMeLLATENLCTBA, UK
VHCTPYKLWS N0 NPUMEHEHWIO)

1. MoparoTtoBka

1) Co6riofas npaBuia acenTuku, N3BAEKUTE KATETY U3 YNaKoBKiA,
OTAENUTE 3aILUTHbIE MaTepUasbl, BKIOYAs 3aLUTHYI0 06010y
6as10Ha. OCTOPOXHO BbIHLTE KATETEP 1 Y0CTOBEPLTECH B
OTCYTCTBUN 1echekTOB, HanpUMep PaspbIBOB.

2) Ypanute Bo3gyx n3 6anoHa v kKaHana paclunpexns 6annoHa B

COOTBETCTBIM C YKa:
(a) MpucoeauHUTE YCTPOMCTBO AN1S PACLUIMPEHNS, 3aNOTHEHHOE

[fanee npot

KOHTpAaCTHOI Cpefoii, pACTBOPEHHOI O CTEPUIBLHOM
(h131ONIOrMUECKOM PacTBOPE B COOTHOLWEHNN 11 (aanee
KNAKOCTb CUCTEMbI PACLLMPEHNS), B OTBEPCTME ANst
pactumpenus 6anoHa (aanee 0TBEPCTUE A1 PACLUNPEHNS)
pasMecTuTe JaHHbIi kaTeTep AUCTasIbHbIM KOHLIOM BHU3.

(6) Mocne Bo3aeiicTBMA OTPULATENbHBIM AABNEHNEM
C NOMOMA>H0 YCTPOWCTBA [/151 PACLIMPEHVA B TEYEHME
npNGIN3NTENLHO 1SCekyH/ NoCTeNeHHo CTpaBMBaiiTe
oTpULiaTENbHOE JaBNeHNe, N03BOMAS KUAKOCTU CUCTEMbI
PacLLMPEHVS HANO/HNTL 6AN/IOH U KaHas PaCLIMPEHUs
6as1/10Ha 11 BBITECHUTB BO3AYX.

() MoBTopuTe Npoueaypy (6) A0 NOHOTO BbITECHEHUSA BO3AyXa.

(r) OTcoeauHUTE YCTPOIACTBO /N1S PACLUMPEHNS OT OTBEPCTUSA
[J151 PACLUNPEHWS 1 NOSTHOCTHIO YAannTe BO3AyX U3
YCTPOWCTBA N1l PACLUMPEHMS.

() CHOBa NoACOEAMHNUTE YCTPOICTBO /15 PaCLUNPEeHUs
K OTBEPCTYIO /151 pacluMpPeHns 1 cosaaiiTe oTpuLaTelbHoe
[iaBneHme. Y6euBLIMCH B TOM, YTO BO3/lyX Gonee He
nocTynaeT 06paTHO B YCTPONCTBO A/1Sl PaCLUMPEHS!,
NOCTENEHHO CTPaBUTe OTpULIATENLHOE AaBfieHue. (ns
3Tanos npoLeaypsbl (a)-{4) BMecTo ycTpoiicTea Ans
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cHo

paclLMPEeHsi MOXHO MCMO/b30BATL LNPULY)

(e) [o pacwmpeHus norpyauTe 6anioH B CTEPUNbHbIN

(hu3nonoruyecknii pacTBoOp He MEHEe YeM Ha OfJHY MUHYTY.
3) TpomoiiTe KaHan NPOBOIOYHOTO NPOBOAHMKA C NOMOLLBI0

VHCTPYMEHTa A/15i IPOMbIBAHWS B COOTBETCTBUM CO CieaytoLLelt

npoueaypoii.

(a) HaGepuTe HyXHOE KOIMYECTBO renapuH13npoBaHHoro
(hM3NONOTMYECKOTO PACTBOPA B WNPUL, U BCTaBbTE
VHCTPYMEHT /15 NIPOMbIBaHISA B HAKOHEUHK Jlioapa Ans
NPOMbIBAHMS.

(6) BcTaBbTe AUCTaNbHbI KOHEL, N34enns BO BXOA ANst
cBepTbIBaHNs GasiNoHa [0 MOMEHTA, KorAa u3aenve BCTPeTUT
NPENSTCTBIE BHYTPU UHCTPYMEHTA.

(B) MpomoiiTe KaHan A5 NPOBO/IOYHOTO NPOBOAHMKA
renapuH13NpoBaHHbIM (IU3N0NOTUYECKM PACTBOPOM
C MOMOLLbIO LWNPULIA 1 3aM0HUTE KaHa PacTBOPOM.

2. BBeAeHVe 1 yaneHne 6annoHHOro katetepa

1) MpoBeauTe kaTeTep BAO/bL NPOBOAHNKA K AUCTA/ILHOMY KOHLY
ouara nopaxeHus. Micnonb3yiite 4nsi kateTepa NPOBO/HNKOBbI
kaTeTep kanmbpa 6 French nnu 6onblue. Mog kOHTponem
PEHTrEeHOCKONUM NPoBeAUTE KaTeTep TakuM 06pasom, YTo6bI
PEMTTEHOKOHTPACTU35 METKA Ha AUCTasIbHOM KOHLE KateTepa
[oCTUrNa LeneBoro yuactka. Bo Bpems 3Toi npoeaypbl 6ani1oH
[IOMKEH BbITb CKaT.

2) OnpegenuTe NosoxeHue 6asIOHHOTO KaTeTepa u 3akpyTute
remMocTaTM4YecKuii KnanaH A0CTaTO4HO M0THO, YTOGbI
npesoTBPaTUThL YTEUKy KPOBU. CiejuTe 3a Tem, YTOGbI He
3aTAHYTb K/1anaH C/IMLWKOM CU/ILHO. (3TO MOXET HapyLINTb TOK
KOHTPACTHO Cpe/bl B KAHAN /19 PaCIUMPEHNS 1 3aMefTb
pacLunpeHue u cyxxeHne 6annoxa.)

3) PactumpbTe Gan/IoH 10 AOCTVKEHNS HYXKHOTO 3HaUYEHNst
[{aBNIeHNs O 3aBUCMMOCTY OT CBOVICTB OUara NnopaxeHus.

4) Korpa npouesypa 6y/AeT 3aBepLUeHa, NOHOCTLI0 COXMUTE
6an/10H 1 0cnabbTe reMocTaruyeckiit knanaH.

5) CnoMoLLblo peHTreHockonuu y6eautech, 4To 6asioH
MO/IHOCTLHO BTSHYT B NPOBOAHWUKOBbIN KaTeTep, v u3BfekuTe
3TOT KateTep.

3. 3ameHa katetepa Ana YUTKA

t) OcnabbTe reMocTaTUyeckuii knanaH.

2) OpHOI pyKOW yaepxuvBaiiTe NpOBOAHUK U TeMoCcTaTUYeckuin
K1anaH, 4To6kl He JONYCTUTb CMELLEHNS TPOBOAHIKA C HYXHOTO
NONOXEHNs B KOPOHAPHOII apTepuu. [lpyroii pykoii 3axeature
[iepxarenb 6a/IN0HHOTO KaTeTepa U HauHUTE BbITAIMBaTL ITOT
KaTeTep U3 NPOBOA>IMKOBOTO kateTepa. BaTo Bpems
HE06X0ANMO C/Ie/UTh 3a MOSIOXKEHUEM POBO/IOYHOTO
NPOBOZHNKA NOCPEACTBOM PEHTTEHOCKONMUU.

3} MNocTeneHHo n3Bnekaiite 6as0HHbBINA KaTeTep [0 Tex Nop, Noka
Ha NOBEPXHOCTI HE OKAXETCS ero 0TBEpPCTUE A1
NPOBO/IOYHOTO NPOBOAHMKA. YAEPKMBAsA MOMOXKEHUE
NPOBO/IOYHOTO NPOBOAHMKA, NPOXOASALLETO Yepe3 061acTb
nopaxeH!s KOPOHAPHON apTepuy, akKypPaTHO CHUMUTE
6a/10HHbIV KaTeTep C NPOBOAHMKA.

4} 3akpoiiTe remocTaTnyeckuii knanaH.

S) O3HaKOMMBLLUCH C MHPOpMaLMeli B IMCTKe-BKIaabILLe,
noAroToBbTE KaTeTep /151 GbICTPON CMEHbI 1 YCTAHOBWUTE €10 Ha

MecTo.

[Mepbl NpeAoCTOPOXXHOCTU, CBSA3AHHbIE

cnpoueaypamu)

1 ,U,O Havyasia UICnosib30BaHNA BbITECHUTE BECb BO3yX U3 6annoHa n
KaHana AN paclmpeHuns, 3aMecTyB ero XXMaKkoCTbi CUCTEMbI
pacumpeHwii. (B cnyyae HenoHOro yaasieHUs BO3ayxa
KOHTPO/IMpOBaTb COCTOSAHUE paclunpeHus GannoHa nocpeacTsom
peHTreHockonun HeEOSMO)KHO.)

N

. /ICNoNb3yiTeXNAKOCTLCUCTILBI PACLLMPEHNS, YTOGbI
paewwk Tb GasyIoH. L1 paclumpenns GanoHa 3anpeLeHo
UCMO/b30BaTh ra3006pa3HbIe BELECTBA, TaKue Kak BO3AyX

3. Mepe/ paciumpeHnem oGs3aTebHo NorpysuTe GasnoH

B CTEPU/IbHbI (PU3NOMOTMUECKUit PACTBOP HE MEHee YeM Ha

O/HY MUHYTY, MOCKO/LLKY HATSKEHNE 6as/IoHa MOXET

YMAbLINTBLCA.

4. He nepemeluaiite kateTep, noka 6a/ioH B KDOBEHOCHOM COCyAe

H. (M Katetepa ¢ HHBIM
6a/1710HOM MOXET MPUBECTM K MOBPEXAEHMIO KDOBEHOCHOTO
cocy/a, paspbiBy GasinioHa un U3Nomy Katetepa.)

. BBe/leHue 1 n3BneveHne kateTepa ciefyeT BbiNOHATL
Me//IEHHO, C OCTOPOXHOCTbIO. (EC/IM NpoLeAypa BbiNoHseTCs
CNLKOHI6BICTPO, 3TO MOXET MPUBECTU K 3a/10My U

o

noBpexgaeHunio Tpy6ku kateTepa.)

6. 1N nonyyeHns MHhopMaLy o paGoTe C MeANLTBHCKAMM
M3AENNAMN B COYETaHNM C AaHHbIM kaTeTepom crefyiTe
VHCTPYKLVMAM, NPEACTABNEHHbIM BMECTE C YNaKOBKOI AaHHbIX
nspenuid.

7. leficTBYTE C OCTOPOXHOCTHI0, YTOGHI HE AOMYCTUTL 3a510Ma UK
cBOpaunBaHus katetepa ana gunarauu YTKA npu
thopmMmMpoBaHUN NeTenb KaTeTepa.

8. [leficTByiiTe C OCTOPOXHOCTbIO, YTOBbI HE AONYCTUTL 3a10Ma N

CBOpAYNBAHNS CTEPXKHS KaTeTepa Npu yAaneHnn 3axmma

KareTepa.

Ec/m He06X0AMMO CHOBa BCTaBUTh KaTeTep, NpeBapuTesbHO

©

NPOMOiAiTe KaHasi NPOBO/IOYHOTO NPOBOAHMKA.

10. 3akpenuTe kaTeTep Ansa gunaraumm YTKA c noMoLLbio 3axuma

KaTeTepa Ha Gosiee eCTKOM, NPOKCUManbHOM KOHLE. He
MCNONb3YITe 3aKNM Ha rTMGKO AuCTanbHO TpyGke unm
KaTeTepax, r. X 3T0 MOXET NOBPeAUThL KaTeTep A/iA Aunataumn
UTKA.

11. MeavUMHCKNE U3AENNS, UCTIO/Nb3YEMbIE BMECTE C JaHHbIM

KaTeTepoMm, A0MKHbI IKCMNYaTMPOBATLCS B COOTBETCTBIAN
C MHCTPYKLMSIMM, NPE0CTaBNEHHBIMY /151 KaXK/,0T0 TaKOro
uzgems. (CM. MHCTPYKLUM MO NPUMEHEHNIO CTEHTOBbIX 3AENNH
B C/lyyae UCMOJb30BaHNs AN nocTaMNaTauum nocne
CTEHTUPOBAHUA.]

(Mepbl NPefoCTOPOXXHOCTN BO BPEMS UCNONb30BaHUSA]

[BaxHble 0CHOBHbIe Mepbl NPeA0CTOPOXHOCTH]

}. [laHHbI KAaTeTEpP MOXET MCMO/b30BATLCS TOILKO BpaUamiu,
NPOWEALINMIA 0GYYEHNE BbINOSHEHMIO YPECKOXKHON
TPAHC/IIOMUHA/ILHOM aHTNONNACTUKN.

2. W3penve paspeLieHo K UCrosib30BaHuio y NaLMEeHTOB ¢
6epPEeMEHHOCTLIO UK NOA03PEHNEM HA 6EPEMEHHOCTb, TONLKO
ec/m 6b1710 ONPe/AEesIeHo, YTO NO/b3a OT /IeYEHIUS MOXKET
MPEBbICUTH PUCK UCMO/b30BAHUSA U3/E/US.

3. ToNIbKO /3151 O/JHOKPATHOTO NPUMEHeHNs. He ucnons3osark
NoBTOPHO. He noaBepraTb NOBTOPHOI 06pabOoTKE 1 NOBTOPHO
cTepunusayum. MoBTOpPHOE CNONb30E3aHIC, NOBTOPHAS
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06paboTKa i NOBTOPHAH CTEPUNU3ALNS MOTYT HApYLINTL
CTPYKTYPHY!0 Lie/IOCTHOCTb YCTPOCTBA U (W) NPUBECTM K
HEeMCNPaBHOCTW YCTPOIICTBA, KOTOPasi, B CBOIO O4Yepe/b, MOXET
CTaTb NPUYNHOI TPABMbI, GOIE3HN UM CMEPTU NaLMeHTa.
TMoBTOPHOE UCTO/b30BaHNE, NOBTOPHAsA 06paGoTkKa Un
NOBTOPHAsA CTEPUIN3aLMA Takke MOrYT CO3AaTb PUCK
3arpsAsHeHNs YCTPoicTBa 1 (M1n) CTaTb NPUUMHON
VH(ULMPOBAHNS UM NEPEKPECTHOTO UHMLMPOBAHMA
nauneHTa, BK/lOYasi, IOMUMO NPoYero, nepeaayy
MHEKLUMOHHLO( 3a60M1eBaHN OT O/JHOTO NaLUNEHTa APYroMy.
3arpsizHeHue yCTPoCTBa MOXET MPUBECTY K TpasMme, 60M1e3HN
WM CMEPTU naLmeHTa.

3anpelyaeTcs CNonb30BaTh U3AE/NE, EC/IM U3AENNE U er0
ynakoBKa NoBpex/aeHbI.

Mcnonb3oBark cpasy noc/e BCKPbITUS CTEPUIbHON YNaKoBKU.
Tocne UCnonb30BaHNs U3fieNNe JOKHO PACCMATPUBATLCS Kak
MH(ULMPOBAHHbIE OTXOAbI.

. 3anpeLaeTcs NCno nb30BaTh BELECTBa, CoAepxallme

OpraHu4eckue pacTBOPUTENN UM MACNSHUCTbIE KOHTPACTHbIE
BewecTBa. KOHTaKT C 3TUMU BELLECTBAMI MOXET NPUBECTH K
NOBPEX/AEHNI0 KaTeTepa.

Mockonbky npoueaypa YTKA MoxeT nosneyb 3a co6oii onacHble
OC/IOXHEHWSA, HauMHaliTe NpoBeAeHNE NPoLeAYPbl TONLKO
noc/e NoAroTOBKM K BbINOHEHUIO AKCTPEHHOTO KOPOHAPHOTO
LWYHTUPOBAHNS.

TocKosbKy MPY NCMOb30BAHNM AAHHOTO KaTeTepa MOryT
BO3HUMKHYTb CEPbE3HbIE OC/IOXHEHMS, OnepaTUBHOE
BMeLLATe/NbCTBO C/IEAYET BbINOMHSTH B ME”PLMHCXOM
yupexaeHuu, B KOTOPOM AOCTYNHO NPOBe/eHne
PEeaHNMaLMOHHbIX MEPONPUSTHIA.

. Bpau, 0TBETCTBEHHbII 3 NPOBE/AEHME NPOLEAYPbI, JO/KEH

OonpeaenuTh A/INTENLHOCTb U KOJMYECTBO PACLUNPEHUI
6a/1/10HOB Ha OCHOBAHMI CBOETO OMbITa.

. Moka 6aN/10HHBIV kaTeTep BBE/EH B KDOBEHOCHBI COCY/ B

uensx NpeoTBPaLLEHINst CBEPTLIBaHNS KPOBU HEOGXOAUMO
BbINO/HATL UHIDY3MH0 renapuHU3NPOBAHHOTO CTEPUILHOTO
(h13N0NOrMyecKoro pacTeopa.

. [laHHbI KaTeTep MOXET BbiTh BBEZEH TONLKO C NOMOLLbLIO

NPOBO/IOYHOTO NPOBOAHMKA. (BBEEHME JaHHOTO KaTeTepa 6e3
BCMIOMOraTe/lbHbIX CPEACTB MOXKET NIPUBECTU K NOBPEXAEHMIO
COCY/UCTOM CTEHKN U/ NPOGO/AEHMIO COCY/A0B.)

C OCTOPOXHOCTbIO YNPaBNsifiTe IBIXEHNEM KaTeTepa

B KPOBEHOCHOM COCY/e, KOHTPONMPYS PACTIONOKEHME U
HanpaB/ieHne ero KOHLEBOIi YacTy C MOMOLLbI0
peHTreHockonuu.

. He nepekpyuuBaiite 1 He npoBopaynBaiiTe 6annoHHbI KaTeTep

WM NPOBOJIOYHBIN NPOBOAHMK BO Bpems onepauun. (Katetep
MOXET 3aMyTaThCs, YTO MOBLICUT CONPOTUB/EHNE.)

. Ecrm B X0e onepaTtnBHOro BMeLLaTe/bcTBa OLLyLaeTca

HEOGbIYHOE WM CUIbHOE COMPOTUB/EHIE, CNIelyeT yCTaHOBUTL
€10 NPUYMHY 1 NPeANPUHATL COOTBETCTBYIOLLME MEpbI 10
NPOAOIKEHNS MaHUNyALMM. (ECAM Takoe OTKIOHEeHe OT
HOPMbI M/ CONPOTUB/IEHNE UTHOPUPYIOTCA 1 NPLUCNA/bIBAETCS
M36bITOYHOE YCUNME, ITO MOXET NPUBECTU K MOBPEXAEHUIO
COCY/0B UNM No/IOMKe TPy6GKI KaTeTepa, KOTOPbIN OCTaHeTCs
BHYTPY Te/a nauyyeHTa.)

. BO BPEMS UCMO/b30BaHNs TPY6Ka KaTeTepa A0/MKHA GbiTh

3amMeHeHa Npu 0GHAPYXXeHUN NK0GbIX M3rMGOB, TPELVH W

nepekpyToe. (EC/M NpOUrHopUpoBaTh MoA0GHbIE SBNEHUS 1
NPOAO/MKNTL NCMO/L30BAHME KATETEPa, 3TO MOXET NPUBECTY K
noBPeXAeHNI0 TPYBKK kaTeTepa, B pesynibTaTe Yero oH
OCTaHeTCs BHYTPY Tena naLveHTa.)

16. Ecrm npu BBEA[ , po, wmn [iaHHOro
KaTeTepa 0GHapyXM1BaETCs 3HAUUTE/LHOE CONPOTUB/EHNE,

HEOBX0AMMO Y6eaMUTLCS, YTO NPOBO/IOYHBI IPOBOAHMK HE
3anyTasncs. Ec/m aro uMeeT MecTo, cne /AT pacnyTath
NPOBOJIOYHbI NPOBOAHMK. (MOCKO/BKY KaHan A/ist IPOBOIOYHOTO
NPOBO/HMKA AAHHOTO kaTeTepa KOPOTKMIA, MPOBOSIOUHIN
NPOBO/IHNK MOXET 0GBUTLCS BOKPYT TPYGKM KaTeTepa. Kpome
TOro, NPY OTTAMMBaHUN kaTeTepa Hasay, B NPOBOY MXOBbIA
KaTeTep BHYTPY COCy/ja TpyGKa kaTreTepa v NPOBO/IOYHbIi
NPOBOAHMK MOTYT Pa3oiT3kb Ha 60bLLOV yron. 6 AaHHO
CUTYaLI U3BIEYEHNE C IPUMEHEHNEM CUMbI MOXET NPUBECTM K
NOBPESILLEHMI0 IPOBO/IOYHOTO NPOBOAHMKA NN KaTeTepa.)

17. He cnefiyeT ucnonb3oBaTh KaTeTy, MMEIOW Wi kakue-n6o

NPU3HaKN NOBPEXAEHNS.
. BC/IEAICTBIE OTCYTCTBUS NPOBOAMMOCTM KPYTALLLETO MOMEHTa

i
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Tpy6ky kaTeTepa He/b3s nepekpyUnBaTh. (8 cyuae nepekpyTa
Tpy6Ka kaTeTepa MoXeT 6bITb NOBPEXAEHA 1, C/Ie0BATESLHO,
ocTaB/ieHa BHYTpU Tena nauyeHTa.)

i
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. [JaHHbI KaTeTep He JO/KEH NepecekaTh yHacTK1 CIOKHbIX
NopaXeHui, Takne Kak KanbLMhLMPOBaHHbIE 30HbI WK
M3BU/MCTbIE YaCTK cocy/ia. OTBETCTBEHHbI 3a NPOLLeAypY BpaY
[I0/KEH ONPeAEeNTbL BO3MOXHOCTL NIPUMEHEHNS JAHHOTO
KaTeTepa Ha OCHOBAHWUM COGCTBEHHOTO OMbITa.

20. Heo6xoAuMO co604aTb MEPbI NPEAOCTOPOXHOCTY B LIENSX
npesoTBpaLLEeHIs IH0BbIX NOBPEXAEHNI kaTeTepa
XUPYPrUYECKNM HOXOM UMM HOXHULLAMI.

21. Tpu UCMO/Ib30BaHNM JAHHOTO KaTeTepa HEOGXOAMMO CIEANTL
3a TemMnepaTypoii, apTepuasbHbIM AaBneHreM, MybCoM 1
[bIXaHWeM nauyeHTa. Mpu HaNUYTT IH0GOro OTKNIOHEHNS OT
HOPMbI MPOLIEAYPY CeAyeT NPepBaTh UM NPEANPUHATL
COOTBETCTBYHOLME MEPbI, OCHOBAHHbBIE Ha PELLEHUI Bpaya.

22. Mocie MCNob30BaHUA YTUAN3NPYIiTE U3AEeNNe U YIAKOBKY B
COOTBETCTBIM C 60/TbHNYHBIMU, 8MUHUCTPATUBHLIMU 1 (M7I)
COOTBETCTBYIOLYVIMI FOCY/JaPCTBEHHbIMI HOPMaMU.

23. Ecrm npwy pacluvperny 6asioHa 3aMeyeHbl kakme-nm6o
OTK/OHEHMS OT HOPMbI, HEME//IEHHO NPUMEHUTE
oTpuLiaTeNbHOE JaBNeHue U NpepBuTe Npol(eaypy.

24. He norpyxaiiTe kaTeTep B ropsiuyio BOAY WK XumMuieckne

pacTBOpbI, HANPUMeEP B Ae3VH(ULMPYIOLE BelwlecTsa, [ o

MOXET OTPULIATENLHO CKa3aTbCS Ha €70 PABOUMX

XapakTepucTukax.]

[HexxenarenbHble ABNEHNS]
Hexena: , CBSA3AHHbIE C U3/ , BK/IIOYAKOT,

NOMMMO NMPOYETO: MH(HAPKT, BbI3BAHHbIN OKKNIO3NEN AUCTaNbHBIX
COCY/|0B W/t GOKOBOII BETBU: BA30CNa3M; NOBPEeXAeHNe
9H/0TENNS COCY/I0B; OTC/IOMKY BHYTPEHHET COCYANCTONH 060/104KM;
NOBTOPHYIO OKK/TI031I0, NPOGOAEHNE UK PaspbIB COCYAa;
HECTabu/bHYI0 CTEHOKaPANIO, kofiebaHns apTepuanbHoro
[AAB/IEHNSI; NHCY/LT; LLOK; PEaKLMI0 Ha SIekapCTBEHHbIE NPenaparsbl;
Peakuyio Ha KOHTPACTHOE BELLECTBO; MOYEUHYI0 HEJOCTATOYHOCT;
NPEXOASILLYIO MLIEMMIO; BO3AYLIHYIO 3MGOMNIO; TPOMGOIMGONNIO;
E»4yTpeHHee KpOBOTEUEHNE; TeMaTOMy; UHAIEKLWIO 1 T.N. 31
HeXeaTe/bHbIe SIB/IEHUS MOTYT CTaTb NPUYMHOMN 3KCTPEHHOM

59/113(3229-2)
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Instructions for use

NEON~

PTCA Bafloorr Dilatation Catheter

[Contraindications]

1. For single use only. Do not reuse, reprocess or resterilize.

2. These compor”nts are contraindicated in the following patients:
- Patients with unprotected lesion in the left coronary trunk
>Patients with coronary artery spasm in the absence of

significant stenosis

3. Do not inflate the balloon exceeding the diameter of the blood
vessel inthe vicinity of the stenotic lesion.

(The blood vessel may be damaged or ruptured.)

4. Do not inflate the balloon to a pressure exceeding the rated burst
pressure. (The balloon may burst and the debris may remain inside
the body.)

5. The catheter is contraindicated for hand crimping of stent
components and asa stent delivery system.

6. The product is contraindicated to patients who cannot tolerate
antipfatelet therapy and anticoagulant therapy.

[Shap« and structure]

1. Balloon catheter
<Representative schematics>

Bottoon ~ Guldewitelumeo  Calheier shaft Hub

=Rk not tnduded
)ntheprodtKl

2. Flushing tool (with re*wrapplng function)

' - 1u (i pan forflusfting

Cntiy fordusliinQQuiciewirckHmnand balloon rowtapp)n9

Note
Flushing tool is used for flushing guidewire lumen of this
produa. Incaseofre-insertion afterremoving out from the
body, balloon may be inserted to Flushing tool to make
balloon wrap in slender shape.
For appropriate use of the Flushing tool, follow the
procedures described in 3) o f'1.Preparations' in [Operation
method or instructions for use].

3. Catheterclip

Note
Catheter clip isused for binding up catheter shaft o f this
product.

(Indication for use]

1. Indications
This product is Indicated for patients suffering from myocardial

infarction or angina pectoris.
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2. Intended use
This product is intended to be used for dilating the stenosis
lesion in the coronary artery when performing percutaneous
transluminal coronary angioplasty (PTCA).

(Product Specifications]

1 Balloon Compliance
* Nominal Pressure (NP) : 0.6 MPa (6 atm)
* Rated Burst Pressure (R8P) ; 1.4MPa(14atm)
2. Maximum diameter of the guidewire
0.36 mm (0.014 inch)

(Operation method or instructions for use]

1. Preparations

1) AfterasepticaHy removirsg this catheter from the package
contairwr, detach the protective materials such asa balloon
protective sheath. Carefully remove the catheter, and check that
there are no defects, such as arupture.

2} Remove the air in the balloon and balloon inflation lumen
according to the following procedures.

(a) Attach the inflation device fHled with the contrast media
diluted with sterilized physiological saline in the ratio of 11
(hereinafter, the inflation fluid) onto the balloon inflation
port (hereinafter, the inflation port), and place this catheter
with the distal tip facing downward.

(b) After applying the ncgatrvr pressure using the inflation ~
device for approximately 15 secortds, release the negative
pressure gradually allowing the inflation fluid to fill the
balloon and the balloon inflation lumen artd to expel the air.

(c) Repeat the procedures (b) to expel the air completely.

(d) Remove the inflation device from the inflation port and expel
all the air in the inflation device. N~

(e) Reattach the inflation device to the inflation port and apply
negative pressure. After checking that the air no longer
returns to the inflation device, release the negative pressure
gradually, (a syringe can be used in place of the inflation
device for the procedures (a}*(e).)

(0 Prior to inflation, immerse the balloon in sterilized
physiological saline for at least one minute.

3} Flush the guidewire lumen by the Flushing tool according to the
following procedures.

(a) Withdraw appropriate amount of heparinized saline into the
syringe ar\d connect the Flushing tool to luer part for
flushing.

(b) Insert the distal tip of the product into entry for balloon
re-wrapping until the product come to astop inside the toot.

(c) Flush the guidewire lumen with heparinized saline using the
syringe and fill up the lumen with the saline.

2. Insertion and removal of the balloon catheter

1) Insert this catheter along the guidewire advanced to the distal
end ofthe lesion. Use aguiding catheterof 6 French or larger
with the catheter. Under fluoroscopy, advance the catheter to



make the radiopaque marker at the distal end of the catheter
reach the target site. Balloon should be deflated during this
procedure.

2) Determine the position of this balloon catheter and screw the
haemostatic valve tight enough to prevent blood leakage. Be
careful not to overtighten the valve when tightening the valve.
(This may restrict the flow of contrast media into the inflation
lumen and slowdown the inflation and deflation ofthe
balloon.)

3] Inflate the balloon to the appropriate pressure for the lesion.

4} When the procedure isfinished, deflate the balloon completely
and loosen the haemostatic valve.

5} After checking that the balloon is completely retracted into the
guide catheter under fluoroscopy, remove this catheter.

3. Exchanging FTCA catheter

1) Loosen the haemostatic valve.

2) Grasp the guidewire and the haemostatic valve with one hand
to prevent the dislocation of the guidewire from the position in
the coronary artery. Grasp the handheld part of this balloon
catheter with another hand and start pulling this catheter out of
the guide catheter. The position of the guidewire should be
monitored under fluoroscopy during this procedure.

3) Withdraw this balloon catheter gradually until Its guidewire port
comes out. While maintaining the position of the guidewire
passing through the coronary artery lesion, pull this balloon
catheter carefully out of the guidewire.

4} Close the-haemostatic valve.

S) Referring to its package insert, prepare a rapid exchange
catheter and insert it in place.

(Precautions related to procedures]

1. Prior to use, expel all the air in the balloon and balloon inflation
lumen and replace it with the mflation fluid, (in case of
incomplete air removal, balloon inflation state can not be
observed under fluoroscopy.)

2. Use the inflation fluid to inflate the balloon. No gaseous body
such as air should be used for inflation.

3. Always immerse the balloon in sterilized physiological saline for
at least one mirsute before inflation asthe strength of the
balloon may sometimes decrease.

4. 0o not move this catheter while the balloon isinflated in the
blood vessel. (Moving the catheter with the balloon inflated
may lead to blood vessel injury, balloon burst, and catheter
breakage.)

5.The insertion and withdrawal of the catheter should be
performed slowly with caution. (Ifthis procedure is performed
too fast, it may lead to kinking of or damage to the catheter
shaft.)

6. As for the medical devices used in conjunction with this catheter,

foNow the package inserts of such devices.

7. Proceed with care to prevent PTCAdilatation catheter kinking
and collapse when forming loops of catheter.

8. Proceed with care to prevent shaft kinking and collapse while
removing the catheter clip.

9. If reinsertion of the catheter is necessary, flush the guidewire
lumen before insertion.

10. Secure the PTCAdilatation catheter with the catheter clip at the
stiffer, proximalend. Oo not use the catheter clip on the
flexible, distal shaft or catheters, it may damage the PTCA
dilatation catheter.

11. Medical devices used with the product should be operated in
accordance with the Instructions for use of each individual
device. (Referto the Instructions for use of the stent products in
case of usage for post-dilatation after stenting.)

(Precautions during usage]

[Important basic precautions]

1. This catheter may be used only by physicians skifled in
percutaneous transluminal angioplasty.

The product should not be used in patients who are pregnant or

N

suspected for pregnancy unless it is determined that the benefit
to treat with the product may exceed the risk to use the
product.

For single use only. Oo not reuse, reprocess or resterilize. Reuse,

4

reprocessing or resterilization may compromise the structural
integrity of the device and/or lead to device failure which, in
turn, may result in patient injury, iRness or death. Reuse,
reprocessing or restenlization may also create arisk of
contamination ofthe devke and/or cause patient infection or
crossinfection, including, but not limited to. the transmission of
infectious dtseasefs) from one patientto another.
Contamination ofthe devke may lead to irtury, illness or death
ofthe patient.

. Oo not use if the product or package is beKeved to be damaged.

5. Use immediately after the sterile package is opened. Devke isto

IS

be regarded as contaminated waste after use.

6. Oonot use agents containing organk solvents or oleaginous
contrast media. Contact with these agents may lead to damage
of the catheter

7. Since PTCA procedure may induce dangerous complications,
perform the procedure only after having prepared for
eTergerky coronary artery bypass grafting (CABG).

©

. Since serious compRcations might arise when using this catheter,
operation should be done in the medical instiuition where
eTergerky procedure can be executed.

©

. The physician in charge of the procedure should determine the
duration and number of balloon inflations based on his/her past
experiences.

10. Heparinized and sterilized physiological saline should be infused
for anii-coagulaiion while this balloon catheter is inserted in the
blood vessel.

11. This catheter can only be inserted with the use of aguidewire.
(Insertion of this catheter alone may lead to damage to the
vascular waP or perforation of vessels.)

12. Operate the catheter carefully in the blood vessel verifying the

location and movement of its tip ur>der fluoroscopy.

3. Do not twist or turn this balloon catheter or the guidewire

during (“ration. (The catheter may be tangled increasing the

i

resistance.)
. If abrKrmal or strong resistance is experierkKed during the

N

operation, the cause for such abnormality or resistance should
be verified and appropriate measures should be performed
before proceeding. (If such abnormality or resistance is ignored
and excessive force is applied, it may lead to damage ofthe

12/113(3229-2)
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vesé&els or to th« catheter shaft breaking and remaining inside
the body).

. During usage, the catheter shaft should be replaced for any
bend, break or kink. (Ifthe catheter continues to be used and
suchoccurrence Is Ignored, the catheter shaft may be damaged

i
o

and remain inside body).

. If a great resistance is encountered during insertion, movement,
or pullirtg out of this catheter, it should be verified that the
guidewire Isnottangled. If so, the tangling of the guidewire
should be removed. (Since the guidewire lumen of this catheter

i
o

is short, the guidewire may wind around the catheter shaft. In
addition, while drawlrsg this catheter back into the guiding
catheter inside vessels, the wide-angle separation between the
catheter shaft and guidewire may occur. Under this
circumstance, a forced withdrawal may lead to damage to the

guidewijre or catheter.)

-
=]

. A catheter with any sign irsdicating damage should not be used.

. Due to the lack of conduaivity of twist forces, the catheter shaft
should not be twisted (If twisted, the catheter shaft may be
damaged and then remain inside the body).

19. Challenging lesions such as calcified or tortuous lesions may not
be crossed with this catheter. The physician in charge ofthe
procedure should determine whether this catheter is applicable
based on his/her past experiences.

20. Precautions should be taken to prevent any damage to the
catheter by the surgical knife or scissors.

21. During the gsage of this catheter, the temperature, blood

i
o

pressure, pulse, and respiration of patients should be monitored.

In case of any abnormality, the procedure should be stopped or
appropriate measures taken based on the physician's judgment.

22. After use, dispose of product and packaging In accordance with
hospital administrative and/or relevant national regulations.

23. If any abnormalities are detected during inflation of the basioon,
apply negative pressure immediatefy and interrupt the
operation.

24. Do notimmme the catheter in hot water or chemicals such as
disinfectants [This may adversely affect its function.]

[Adverse events]

Adverse events related to the produa include, but are not lirruted
to, infarction caused by oedusion ofdistal vessels or side brarkh,
vasospasm, strippirsg of vascular endothelium, dissection of
vascular intlma, re>occlusion, vascular perforation or rupture,
unstable angina, blood pressure fkiauation, stroke, shock,
reaction to drugs, reaction to contrast media, renal insufficiency,
transient ischemia, air embohsm, throrrsboembolism. internal
bleeding, hematoma, infection, etc. These adverse events may
cause emergent coronary bypass surgery, myocardial infarction,
re-stenosis, cardiac tamponade, hemorrhage, emergent brain
surgery for cerebral infarction, formation of vessel fistula,
aneurysm, arrhythmia, and even death.
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[Storage, care and expiration date]

1 Store in acool dark, and dry place between SCand 30C (41F artd
86F) avoiding exposure to water and direct sunlight, extreme
temperature, or high humidity.

2.The Use-by date isindicated on the box. Do not use after the

Use-by date.
[Package]

1set (one primary packagirrg) / box
Contents)
1) Balloon catheter x 1
2) Flushing tool x|
3) Catheterclip x1

[Names and Addresses of Manufacturer, Manufacturing
Site and EC Representative]

[Manufacturer]
Name: KANEKA CORPOftATION
Address: 3-1S. 2-Chome, Nakanoshima, Kita-ku, Osaka-city,
OSAKA, 530-8288 JAPAN
Tel. No.: (+81H0) 6-6226-5256
Fax No.: (-»-€i)-(0} 6-6226-5143

[Manufacturing Site]
Name: KANEKA CORPORATION OSAKA PLANT
/lddress: S-1-1, Torikai-Nishi, Settsu-city, OSAKA.
566-0072 JAPAN

[EC Representative]

Name: KANEKA PHARMA EUROPE N.V.

Address: Nijverheldssiraat 16,2260 Weslerk>-Oevel,
Belgium

TelNoj (+32HOJ 14-256-297

Fax No.: (+32)40) 14-256-298

Sales and Customer Service:
Cordis Cashel
Cahir Road. Cashel
Co Tipperary. Ireland



NPUNOXXEHNE K UHCTPYKLUN NO MPUMEHEHUIO A1
Poccuinckon denepalmm Ha MeNLIMHCKOE U3aenmne

KateTep 6an/10HHbIN AnnaTauNoHHbIA ANS YPECKOXKHOM
N TpaHCNIOMWHaIbHOM KOpOHapHoW aHrnonnactukmn (UTKA)
NEON
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HAMMEHOBAHWVE MEOVNUVHCKOIO U3AE/TNA/
NAME OF MEDICAL DEVICE

KateTep 6a//IOHHbLIA AuNaTaUWoHHbIA AN
YPECKOXKHOW TpaHCOMUHAIbHOM
KOpoHapHoi aHrmonnactukn (UTKA), B
BapuaHTax UCMOSIHeHNA:

I. KarteTep 6annoOHHbIA AMnaTalMOHHbIN
N YPECKOXHOM TpaHCNOMUHa/IbHOM
KopoHapHoi aHrnonnactnkn (UTKA) NEON B
coCcTase:

1 KateTep 6GanNOHHbIA AMnaTaluMOHHbIA ANs
UPECKOXHOM TPaHCIOMUHANbHOW
KOpoHapHo/  aHrmonnactmkn  (UTKA)
NEON, c paboueir pnuHoi 146 cm K
6annoHom: 1,0x6 mm; 1,5x10 mm; 2,0x10
MM; 2,25x10 mm; 2,5x10 mm; 2,75x10 Mm;
3,0x10 mm; 1,5x15 mmMm; 2,0x15 mm; 2,25x15
MM; 2,515 mMM; 2,75x15 mMm; 3,015 mm;
2,0x20 mm; 2,25%x20 mMM; 2,5%x20 mm; 3,0x20
MM - 1w,

2. VIHCTpyMeHT Ans npoMbiBaHua - 1,

3aKuMm KateTepa - 1w,
4. VIHCTpyKUMA NO NPUMEHEHUIO - 1 LT,

w

Balloon dilatation catheter for percutaneous
transluminal coronary angioplasty (PTCA),
in versions

I. Balloon dilatation catheter for percutaneous

transluminal coronary angioplasty (PTCA)
NEON:

1 Balloon dilatation catheter for percutaneous
transluminal coronary angioplasty (PTCA)

NEON with working length 146 sm and balloon:
1,0x6 mm; 1,5x10 mm; 2,0x10 mm; 2,25x10 mm;
2,5%x10 mm 2,75x10 mm; 3,0x10 mm; 1,5x15 mm;
2,0x15 mm; 2,25x15 mm; 2,5x15 mm; 2,75x15
mm; 3,0x15 mm; 2,0x20 mm; 2,25x20 mm;
2,5x20 mm; 3,0x20 mm - 1pc;

2. Flushing Tool - 1 LL|

3. Catheter Clip - 1 LL|

4. Instruction for use - 1pc.

CBEAEHWNA O NMPON3BOANTENE MEOVNUMNHCKOIO U3AE/TNA/
INFORMATION ABOUT MANUFACTURER OF MEDICAL DEVICE

Pa3paboTunk/npon3BognTeSb:
KANEKA CORPORATION

2-3-18, Nakanoshima, Kita-ku,
OSAKA, 530-8288 JAPAN (AAnoHus)
TenedgoH: +81-06-6226-5256

MHTeoHeT-canT: www.kaneka.co.iD/en/

Osaka-shi,

Ajpec mecTa Npon3BoACTBa MeANLVHCKOrO
n3penuns.'

«KAHEKA KOPMOPEWLLUH OCAKA MNAHT»
(KANEKA CORPORATION OSAKA PLANT)
5-1-1, Torikai-Nishi, Settsu-shi, OSAKA, 566-
0072 JAPAN (AnoHus)

TenegoH: +81-72-650-2600

WHTepHeT-canT: www.kaneka.co.jp/en/

YNO/THOMOYEHHbIW NpeAcTaBuTeslb B
Poccuiickoi degepaumm:

O6LLeCTBO C OrpaHUYeHHOW OTBETCTBEHHOCTHIO
"KapguHan Xenc Pawa"

000 "KapauHan Xenc Patwa"

Poccuiickas ®egepayms, 107078, r. Mocksa.

yn. Mawwm lNopbiBaeBoi, 4.34, oguc 514
TenedoH: +7 495 139 31 42
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Designer/ Manufacturer:
KANEKA CORPORATION
2-3-18, Nakanoshima, Kita-ku,
OSAKA,.530-8288 JAPAN

Tel.: +81-06-6226-5256

Web site: www.kaneka.co.iD/en/

Osaka-shi,

Addresses of manufacturing facility of
medical device:

KANEKA Corporation Osaka Plant

5-1-1, Torikai-Nishi, Settsu-shi, OSAKA, 566-
0072 JAPAN

Tel.. +81-72-650-2600

Web site: www.kaneka.co.jp/en/

Russian Federation Authorized
Representative:

Limited Liability Company "Cardinal
Russia"

Cardinal Health Russia, EEC

Russian Federation, 107078, Moscow,
Mashi Poryvaevoi street, 34, office 514
Phone: +7 495 139 31 42

Health



NMOKA3AHUNA K NMPUMEHEHWIO MEANUMVHCKOI' O U3OE/TNA,
YCTAHOB/IEHHOE MNMPOU3BOANTEJIEM/
INTENDED PURPOSE DEFINED BY THE MANUFACTURER

NMOKA3AHINS51/
INDICATIONS

[laHHOe n3aenue npefHa3HayeHo 1S NauyeHToB
C MH(hapKTOM MMOKapAa W CTeHOKapaveid.

This product is indicated for patients suffering
from myocardial infarction or angina pectoris.

NMPEAHA3SHAUYEHWE /INTENDED USE

[laHHoe  um3genve  npegHasHaueHo AN
pacLUMpPEHUs  CTEHO3MPOBAHHOTO  y4yacTKa
KOPOHapHO  apTepuu  Mpu  MpPOBEAEHUM

YPECKOXHOW TPaHC/IIOMUHAILHOW  KOPOHaPHOM
aHruonnactukm (UTKA).

This product is intended to be used for dilating

the stenosis lesion in the coronary artery when

performing percutaneous transluminal coronary
angioplasty (PTCA)

YCJTOBUA NMPUMEHEHWSA, MOTEHUWANBHbLIV MOTPEEUTE/b/
CONDITIONS OF USE, POTENTIAL CUSTOMER

[aHHbIA  KaTeTep MOXET  MCMOJb30BaTbCA
TOMIbKO Bpayamu, NpoLelnMm  obyyeHue
BbINOMHEHWNIO UPECKOXHOM
TPaHC/IIOMUHaNbHOM aHrMonnacTUKN. B
yCnoBuAX onepaunoHHbIX JIMY.
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The catheter may be used only by physicians
trained to perform percutaneous transluminal
angioplasty in the setting of surgery room of
medical and preventive treatment facility.



MPOTUBOIMNOKA3AHUNA/
CONTRAINDICATIONS

1 TonbkKo Ana OAHOKPATHOro npumeHeHus. He

ncnonb3oBaTb  NOBTOPHO. He  nopggepratb
NMOBTOPHOW 06paboTkKe n NMOBTOPHOWA
cTepunmsaumu.

2. [poTuBOMNOKa3aHO WCMONb30BaHME [AaHHbIX
KOMMOHEHTOB  A/1  Chefylowmx  rpynn
NaLWeHTOoB:

— NaumMeHTbl C He3alUMLLEHHbIM MOPaXKEHVEM B
CTBO/Ie NIEBOV KOPOHAPHOI apTepuu;

— MNayuneHTbl CO Cra3mMoM KOPOHapHOW apTepuu
B OTCYTCTBME 3HAYMMOr0 CTEHO3a.

3. He pacwupsaiite 6annoH O  BENNYUHDI,
NpeBbILLAIOLLEN AMaMeTp KPOBEHOCHOMO cocypa
BOM3M CTEHOTUYECKOro MOBPEXAEHNS.
(KpoBeHOCHbI cocyf, MOXET ObITb MOBPEXAEH
NN pa3opsaH.)

4. He pacwupsinte 6anioH A0 3HAYeHUs
[AaBMeHNs,,  MPEBbILIAKOLIEr0  HOMWUHA/bHOE
[aBneHmne paspbiBa. (BannoH MOXeT
pasopBaTtbCs, M (hparMeHTbl MOryT OCTaTbCA B
Tefle naymeHTa.)

5. 3anpelieHo CXKUMaTb PYKOW KOMMOHEHTbI
CTEHTa M CUCTEMY [JOCTaBKWN CTEHTA.

6. Vcnonb3oBaHme AaHHOTr O n3nenus
NPOTUBOMNOKAa3aHO NS nauneHToB C
HenepeHoOCMMOCTbI0  aHTUTPOMOOLIMTAPHON 1”1
aHTMKOArynsHTHOM Tepanuu.

1 For single use only. Do not reuse, reprocess
or resterilize.

2. These components are contraindicated in the
following patients:

- Patients with unprotected lesion in the left
coronary trunk

- Patients with coronary artery spasm in the
absence of significant stenosis

3. Do not inflate the balloon exceeding the
diameter of the blood vessel in the vicinity of
the stenotic lesion. (The blood vessel may be
damaged or ruptured.)

4. Do not inflate the balloon to a pressure
exceeding the rated burst pressure. (The balloon
may burst and the debris may remain inside the
body.)

5. The catheter is contraindicated for hand
crimping of stent components and as a stent
delivery system.

6. The product is contraindicated to patients
who cannot tolerate antiplatelet therapy and
anticoagulant therapy.

ONMMCAHVME MEAVNUNHCKOIO U3AENNA/
DESCRIPTION OF MEDICAL DEVICE

CtepxHb KiTerefu (aucta.Tbwil Yicts) |

AHcTanbHbIH HAKOHG-NIHK

C atketer shaft (distal)

CTep>XeHb KaTeTepa (MPOKCHManbHasa 4actb) /
Catheter shaft (proximal)

KoNcneHcarop HaTsixxeHus /
Strain relief

Mapkep r.TTOMHbI BBEIeHHS

Depth marker

PeHTTEHOKOHCIpacTHbIi Mapkep
Radiopagne marker

Mpokcuma.lbHbIN

KaHlons "HUB HaKOHEYHUK

MopT npoBogHMKa

Ban.ToH / Balloon

La

1 Gaiderrire port

La: adhdheHTUMBHAA gnuHa; Lb: gnnHa 6annoHa; Le;AnameTp 6annoHa
La: effective length; Lb: balloon length: Lc: balloon diameter

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



KaTteTep noctaBnsetcsi B BUAe MPOBOAHMKOBOIO
KaTeTepa ¢ AvameTpom 6annoHa 1,00-3,00 Mm 1
ANVHOW  6GannoHa 6-20 MM,  [pu  3TOM
3(hheKTMBHAsA ANMHa KaTeTepa (OT AUCTa/IbHOMO
HaKOHEYHMKA [0 KOMMeHcaTopa HaTsXeHus)
coctasnset 1460 mMm.

KaTeTep COCTOUT 13 cneayrowmx
KOMIMOHEHTOB:

HanonHsemblii  gvnaTaumMoHHbIA  6as1IoH,
YCTaHaB/IMBaeMbIA MeXAY AUCTa/IbHbIM KOHLIOM
N QUCTaNIbHBIM HAaKOHEYHUKOM Tpy6KuW. BannioH
npegHasHavyeH 419 PaBHOMEPHOro pacluMpeHus
[0 OrnpefeneHHOro avameTpa W AAUHbI MNpu
33laHHOM [aBfieHnn, obecrieumsas Mpu 3TOM
Hanos/iHeHWe U CNyckaHWe B XOpOLIO
YCTaHOB/IEHHbIX Mpefenax npu onpeseseHHOM
[iaBNeHnn paspbiBa.

PeHTreHOKOHTPaCTHbIN Mapkep,
MPOKCUMaSTbHbIA 1 AUCTa/IbHbIA  MapKep
yKa3blBaeT COOTBETCTBEHHO Ha MPOKCUMasbHbIV
N OUCT&bHBIA  KOHLbI PaCLLUMPSIOLLIEA YacTy

fanioHa M MomoralT  AMarHoCTUpoBaThb
NoNoXeHne 6annoHa.

MpoKcUMasIbHbI HaKOHEeYHUK, NS
HarnoIHeHNs 7 CMyCKaHus 6annoHa,

CHabXXeHHOro pasbeMoM Tuna J1toap.

CTepxeHb KaTeTepa, coenHeH y
MPOKCMMa/TIbHOTO KOHUA@ C KaHlone, a ¢
[ANCTaNIbHOr0 KOHLA C 6annoHoM.

MopT NpoBOAHMKA, BHYTPEHHWIA NPOCBET A/
NPOBOAHUKA.

KomneHcaTtop HaTsbKeHUs, Heobxoaum  ans
CHATUA  HATSKEHUs,  CKOHLEHTPMPOBaHHOIO
MeX[y BTY/IKON 1 TPyOKOI KaTeTepa

KaHtons, OXBaTbIBAKOLLMIA COeAMHUTE Tb-
HaKOHEYHVKa, MNPUCOEAMHSIOWMIACA K TpyoOKe
KaTeTepa.

OVcTanbHbIA HaKOHEYHWK, pacrnonaraetcs c
ANCTaNIbHOW  CTOPOHbI  GannoHa, obneryaeT
NpoBeAeHNe KaTeTepa K y4acTKy CTeHO03a U Yepes
Hero.

The catheter is supplied as a conductor catheter
with a balloon diameter of 1.00-3.00 mm and a
balloon length of 6-20 mm. The effective length
of the catheter (from the distal tip to the strain
relief) is 1460 mm.

The catheter consists of the following
components:

Filled dilatation balloon is implemented
between distal end and distal tip of the tube.
Balloon is intended for equal distribution up to
a certain diameter and length at set pressure
ensuring filling and lowering within well-
established limits at a certain burst pressure.
Radiopaque markers, which are located on the
proximal and distal ends of the expanding part
of the balloon, help diagnose the position of the
balloon under fluoroscopy.

Depth markers, which are located at 90 cm (for
brachial) and 100 cm (for femoral) from the
distal tip, are used for estimating the position of
the catheter.

Proximal tip for expanding and lowering the
balloon, supplied with Luer type connector.

Catheter shaft is connected to proximal tip via
hub, and to distal tip via balloon shaft.
Guidewire port is an internal lumen for
guidewire.

Strain relief is necessary for relieving tension
between sleeve and catheter shaft.

HUB is surrounding the part connecting
proximal tip to catheter shaft.

Distal tip is located after distal portion of a
balloon, it facilitates moving catheter towards the
stenosis portion and through it.

YcTpoincTso ans npombisaHus / Flushing tool (Accessory)

HakoHe4yHUK J1t03pa 4.19 npombiBaHUA /
Luer part for flushing

Bxoa - 1A npomblBaHmMs KaHa.la NPOBO.,OYHOIO NMPOBOAHMKA U CBEPTbIBAHUSA 6XX/I0HA !

Entr>' for flushing guidewire lumen and balloon re-nrapping
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WHCTpYMEHT Ans MpOMbIBaHWUSA WCNOMb3YeTCs
019 NPOMbIBAHWSA  KaHaia  MPOBOJIOYHOMO
NMPoOBOAHMKA [aHHOro wu3genusa. B cnydvae
Heob6XoAMMOCT MOBTOPHOrO BBEAEHUA Moc/e
13BNIEYEHNA U3Lena U3 Tena naumeHTa 6anioH
MOXHO  MOMECTUTb B  WHCTPYMEHT  [nd
NMPOMbIBaHMA B LENAX CBepTbiBaums 6asnoHa B
60nee KOMMaKTHYH (opmy.

WHCTPYKLUMKU MO NPUMEHEHUIO UHCTPYMEHTA 4/15
npoMbIBaHWA cM. B pasgene Cnocob
nprvMmeHeHusa NyHKT 1Mogrotoeka, NoAMYHKT 3.

The flushing tool is used to flush the channel of
the guidewire of this product. If it is necessary
to reintroduce the product after its removal from
the body of the patient, the balloon can be
placed in a flushing tool in order to roll the
balloon into a more compact form.

For instructions on the flushing tool use, see
Application Method 1Preparation, subparagraph
3

3axxuu karetepa/ Catheter clip

3aKMM KaTteTepa NPUMeHSEeTCs 419 CBA3bIBaHUA
TPY6KM KaTeTepa JaHHOro U3aenus.

[aHHble MeguUMHCKNE W3Aenns He cogepxar
NEeKapCTBEHHBIX npenapaTos 7
(hapmaLeBTUHECKMX CYOCTaHLMIA.

The catheter clip is used to connect the catheter
tube of this product.

These medical products do not contain
medicines and pharmaceutical substances.

ONMMCAHVE NMPNHUWMMOB, HA KOTOPbIX OCHOBAHA PABEOTA
MEAVNUNHCKOIO N3AENNA, N X OCOBEHHOCTW/ PRINCIPLES OF
OPERATION OF MEDICAL DEVICE AND THEIR FEATURES

Mpn BbINoNHeHWW npouesyp YTKA, npoBOAHMK
(nocTaBnsieTca OTAeNbHO), PacrofiokeHHbIA  BO
BHYTPEHHeM  MpOCBETE  KaTeTepa,  CHayana
NMPOABUIaeTcs B KPOBEHOCHBIA COCyA, NaumeHTa o
Tex Mop, NokKa AUCTa/IbHbIA KOHEL, NPOBOAHMKA He
BOWAET B 06/1aCTb NOPaXKeHUs cocyaa, Annaraumio
KOTOPOro Heo6XoAMMO BbINO/HUTL. 3aTeM JaHHOe
n3genve NpoABuraeTca B opraHM3M nauueHTa no
paHee BBeEHHOMY MPOBOAHUKY [0 TEX MOp, MOKa
Oa/I0H JaHHOro u3genns He 6yaeT npaBW/IbHO
pacnonoXeH nonepek nopaxkeHusa cocypa. locne
npaBw/ILHOIO No3nLMOHNPOBaHNS, [laHHoe
N3Menne pPackpbIBaeTCA >XMUAKOCTLIO 33 OAUH WK
HECKONbKO pa3 [0 3afjaHHOro pasmepa npu
OTHOCUTE/NIbHO  BbICOKOM  [aBfIEHUKW, TaK 4TO
CTEHO3MPOBaHHbIA  COCyf,  paclumpsieTcd  C
packpbITMeM MpocBeTa cocyfa. llocne packpbiTus
6annoHa yepes PacLLUNPEHHBIN cocyq
BO30OHOB/ISIETCA TOK KPOBW, W JaHHOE Wu3genue
MOXHO Y[a/INTb U3 HEro.
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During PTCA procedures, the guidewire
(supplied separately) located in the inner lumen of
the catheter is first advanced into the patient's
blood vessel until the distal end of the guidewire
enters the area of the wvessel lesion, which
dilatation must be performed. This product is then
advanced to the patient through the previously
introduced guidewire until the balloon of this
product is correctly positioned across the vessel.
After correct positioning, this product is opened
with fluid one or more times to a predetermined
size at a relatively high pressure, so that the
stenotic vessel expands with the opening of the
vessel lumen. Once the balloon is opened through
the dilated vessel, the blood flow resumes, and
this product can be removed from it.



TEXHNYECKOE OINMNCAHVE MEAVNUMHCKOIO U3OENNA/
TECHNICAL DESCRIPTION OF THE MEDICAL DEVICE

MapameTpbl/ Parameters
HomuHanbHoe pasneHve (HAO) /
HomMmuHanbHoe JaBneHue paspbisa
(/m)/Nominal pressure (NP) /
Nominal burst pressure (BP)
MakcumasbHbIA Hapy>KHbIN
[vameTp COBMECTUMOr0
MPOBO/IOYHOr0
nposoAHuKa/Maximum outer
diameter of a compatible
guidewire

COoBMECTUMOCTb C
HanpasnAoLLM
Katetepom/Compatibility with
the guide catheter
AddexTnBHAA ANMHA
KateTepa/Effective catheter
length

[vameTp npoKcuManbHo
yactu/Diameter of the proximal
part

[vameTp guctanbHoi
yactu/Diameter of distal part

MokpbiTne/Coating
Konmyectso
PEHTrEeHOKOHTPACTH bIX
meTok/Number of radiopaque
labels

Katetep NEON/NEON Catheter

6 atm (HA)/6 atm. (NP) 14 atm (O4)/14 atm. (BP)

0,36 mm (0,0147)/0.36 mm (0.014”)

2,00 mu (6 F)/2.00 mm (6 F)

1460 mm/1460 mm

BHewHwia: 0,65 mm 2F (01,0, 03,0 mm), 0,60 mm 1,8F
(01,5 - 02,75 m m) /External: 0.65 mm 2F (01.O, 03.0 mm),
0.60 mm 1.8F (01.5 - 02.75 mm)

BHewwHwia: 0,84 mm 2,5F (01,0, 03,0 mm), 0,78 mm 2,3F
(01,5 - 02,75 m m) /External: 0.84 mm 2.5F (01.0O, 03.0
mm), 0.78 mm 2.3F (01.5 - 02.75 mwm)

MmapogunbHoe nokpeiTre TR2/Hydrophilic coating TR2
10,0 m-0l,5 mm;1 (center of balloon straight tube
portion/ueHTp cTepxHsA 6asinoHa): 01.O m - 01.5 mm

2: 01 02,0 mm/2 (both ends of balloon straight tube
portion/o6a KoHua cTepxxHsa 6asnoHa): above 02.0 mm

HasBaHne WpoeHTudmka — [Ouavetp JnvHa Ahpekt  HapyxHblid rameTp 060104KY CTEPXHS KaTeTepa / Shaft
mogernm /  Top/ Identifier 6asinoHa (Mm)  GannoHa BHas outer diameter
Model / Balloon (M) / LnvHa
name diameter Balloon (mm) /
(mm) length Effective JvctansHas Mopt NPOBOAHMKA MpokcnmanbHas
<Lc> (mm) length YacTb (_d)p/MM)/ (Pp/Mv) / Guidewire yacTb (Q_)p/MM) /
<Lb> (mm) Distal port Proximal
<La> (Fr/mm) (Fr/mm) (Fr/mm)
Neon BS-10006  1,00+0,10  6+2 146020  2,5/0,84+0,02  2,5/0,84 or less/mnn  2,0/0,65+0,06
MeHbLLE
Neon BS-15010  1,50+0,15  10+2 1460+20  2,3/0.78+0.02  2,3/0,78+0,02-0,04  1,8/0,60+0,06
Neon BS-20010  2,00+0,20  10+2 1460+20  2,3/0,78+0,02  2,3/0,78+0,02-0,04  1.8/0,60+0,06
Neon BS-22510  2,25+0,22  10+2 1460+20  2,3/0,78+0.02  2,3/0,78+0,02-0,04  1.8/0,60+0,06
Neon BS-25010  2,50+0,25  10+2 1460+20  2,3/0,78+0.02  2,3/0.78+0,02-0.04  1,8/0,60+0,06
Neon BS-27510  2,75+0,27  10+2 1460+20  2,3/0.78+0.02  2,3/0.78+0,02-0,04  1,8/0,60+0,06
Neon BS-30010  3,00+0,30  10+2 1460+20 2,5/0.84+0.02  2,5/0-84 or less/unm  2.0/0,65+0,06
MeHbLLE
Neon BS-15015  1,50+0.15  15+2 1460+20  2,3/0,78+0,02  2,3/0.78+0,02-0,04  1,8/0.60+0.06
Neon BS-20015  2,00+0.20  15+2 1460+20  2,3/0,78+0,02  2,3/0,78+0,02-0,04  1.8/0,60+0.06
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Neon BS-22515  2,25+0,22 1542
Neon BS-25015  2,50+0,25 1542
Neon BS-27515  2,75+0,27 1542
Neon BS-30015  3,00+0,30 1542
Neon BS-20020  2,00+0,20  20+2
Neon BS-22520  2,25+0,22 20+2
Neon BS-25020  2,50+0,25 20+2
Neon BS-30020  3,00+0,30  20+2

MaccorabapuTHbIe XapaKTePUCTUKNA:

YnakoBKa:

"abapuTHbIE pa3sMepbl NOTPEOUTENLCKOWA

ynakoBkn NEON, [ x LLI x B, mm:

255 x 255 15

O6Lwas mMacca M3aenns B ynakoBke, T

155

(I  TaGapuTHble pa3Mepbl NOTPEBUTENCKOVA

ynakoekn NEON NC, A x L x B, mm:

255 x 255x 15

OO6Las Macca M3aenus B yNnakoBke, T:

155

1460+20
1460+20
1460+20
1460+20

1460+20
1460+20
1460+20
1460+20

2,3/0,78+0,02  2,3/0,78+0,02-0,04  1,8/0,60+0,06
2,3/0,78+0,02  2,3/0,78+0,02-0,04  1,8/0,60+0,06
2,3/0,78+0,02  2,3/0,78+0,02-0,04  1,8/0,60+0,06
2,5/0,84+0,02  2,5/0,84 or less/vnn  2,0/0,65+0,06
MeHbLLIe
2,3/0,78+0,02  2,3/0,78+0,02-0,04  1,8/0,60+0,06
2,3/0,78+0,02  2,3/0,78+0,02-0,04  1,8/0,60+0,06
2,3/0,78+0,02  2,3/0,78+0,02-0,04  1,8/0,60+0,06
2,5/0,84+0,02  2,5/0,84 or less/vin  2,0/0,65+0,06

MeHbLLIE

Weight and dimensions:

Packaging:
Packaging dimensions for NEON, 255 x 225

X

15, mm

Weight in packaging, 155 g

Packaging dimensions for NEON NC, 255 x

255 x 15, mm

Weight in packaging, 155 g

Tabnvua cootBetcTBMA/ Compliance chart
NEON

[JvnameTp 6annoHa, pacLUMpeHHOro peKOMeHL0BaHHbIM
[aeneHuem paclmperus (NP) / Diameter of balloon
inflated by recommended inflation pressure (NP)

Ounametp 6annoHa  [JaBneHue pacLumpeHus

/ Balloon

Diameter

(mm)/ kMa/kPa 0,2 0,4

(mm)

Atm./atm 2 4

1,00 0,97 0,98
1,50 1,44 1,47
2,00 1,86 1,93
2,25 2,08 2,16
2,50 2,29 2,39
2,75 2,53 2,64
3,00 2,77 2,88
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6annoHa/

NP

0,6

6

1,00
1,50
2,00
2,25
2,50
2,75

3,00

[JvameTp 6annoHa, paclUMpeHHOro MakcMmanbHo
[LonycTUMbIM aB.ieHWeM paclumpeHns (RBP)
Diameter of balloon inllated by maximum
permissible inllalion pressure (RBP)

Balloon Inflation Pressure

RBP

0,8 10 12 14

8 10 12 14
1,02 1,05 1,07 1.09
1,53 155 1,58 161
2,05 2,09 2,12 2,16
2,31 2,35 2,40 2.44
2,57 2,62 2,67 2,72
2,83 2,88 2,93 2.99
3,09 315 3,20 325



[namvetp 6annoHa/
Balloon Diameter
ot 1,00 go 4,00 .mw/
1,00 mm to 4,00 mm

NP

0,6 MHa (6 Atm)/
0,6 MPa (6 atm)

RBP

1,4 MHa (14 Atm)/

1,4 MPa (14 atm)

1 HomuHanbHoe paeneHue (NP) 1 HoMUHabHOE AaBnieHune paspbiea (RBP)/
Nominal Pressure (NP) and Rated Burst Pressure (RBP)

Maximum diameter of the guidewire 0,36 mm (0,014 inch)

2. Makc/MasbHbIin anaMeTp NpoBonoYHOro nposoaHuka 0,36 mm (0,014 arorima)/

MATEPWAJIbI, N3 KOTOPbIX N3rOTOBJIEHO MEANLUMHCKOE
N3OENTME /TN EIMO OCHOBHbIE YACTW/
THE MATERIALS FROM WHICH IT IS MADE OR ITS MEDICAL DEVICE

KomnoHeHT / Component

BaTnoHHbIN
KateTep /
Balloon
catheter

BannoH / Balloon

PeHTreHOKOHTPaCTHbIA
mapkep / Radiopaque
marker

MpoxoaHas Tpy6ka
npoBogHuKa/
Guidewire passsage
tube

[vcTanbHas yacTb
Tpy6ku / Distal tube

CpeaHsist YacTb TPYOKM
/ Middle tube
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BASIC PARTS

WcxogHblid matepuan /
Raw material

Cononumep HelnoHa
12/ Nylon 12
copolymer
MnatuHoMpuaneBbIN
cnnas / Platiniridium
alloy
MonuatnneH /
Polyethylene

Cononumep HelnoHa
12/Nylon 12
copolymer
Phthalocyanine
blue/dTanoumaHmH
rony6oi

Titanium oxide/Okcng
TuTtaHa

Pigment violet
19/TnrmeHT
(hmonetoBbIin 19
Cononumep HelnoHa
12/ Nylon 12
copolymer
Cononumep HelnoHa
12/Nylon 12
copolymer
Phthalocyanine
blue/®dTanounaHuH
rony6oi

Twun KoHTaKTa Cc
opraH1M3Mom
yenoseka / Type of
contact with human
body

HenocpeacTBEHHbIi
KOHTaKT / Direct
contact
BeckoHTaKTHOE/
Non-contact

HenocpeacTBEHHbI
KOHTaKT / Direct
contact
HenocpeacTBEHHbI
KOHTaKT / Direct
contact
HenocpeacTBEHHbI
KOHTaKT / Direct
contact

HenocpeacTBEHHbIN
KOHTaKT / Direct
contact
HenocpeacTBEHHbIN
KOHTaKT / Direct
contact
HenocpeacTBEHHbIN
KOHTaKT / Direct
contact
HenocpeacTBEHHbIN
KOHTaKT / Direct
contact
HenocpeacTBEHHbIN
KOHTaKT / Direct
contact

Mapka /
MpownssoamTens/
Brand/Manufcturer

ARKEMA/

YOKOWO CO.,
LTD.

Japan
Polyethylene
Corporation
ARKEMA

Dainichiseika
Color &
Chemicals
Mfg.Co.,Ltd.
Ishihara Sangyo
Kaisha, Ltd.

Brenntag Canada
Inc.

ARKEMA

ARKEMA

Dainichiseika
Color &
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Core wire/CTtepxeHb

MpokcMabHas vacTb
Tpy6ku / Proximal tube

CoeanHuTenbHas
Tpybka A / Connecting
tube A
CoeanHuTtenbHas
Tpy6ka B / Connecting
tube B

KomneHcatop
HaTsHKeHus / Strain
relief

Kantonsa / Hub

MokpsbiTre / Coating

Knedwwee BeLlectso A
/ Adhesive A

Knesdiee Bellectso B
/ Adhesive B

YCTPOICTBO AN8 NPOMbIBaHUA /

Flushing tool

| 3axum anst katetepa / Catheter clip

Pigment violet
19/MnurmeHT
(hnoneToBsbIin 19

304 Stainless
Steel/Hep>kaBetoLuas
cTanb 304
Hep>xagetoLas ctasb.
MonuTeTpadTopaTneH
/ 316L Stainless steel,
Polytetrafluoroethylene
Cononunmep HelnoHa
12/Nylon 12
copolymer
Cononunmvep HelnoHa
12/Nylon 12
copolymer

Carbon black/YepHsbiit
yrosnb

Cononvmep HelnoHa
12/Nylon 12
copolymer

Titanium oxide/Okcug
TUTaHa

Pigment violet
19/MurmeHT
(hmonetoBbIin 19
Ctupon-
OyTaiveHOBbIN
cononumep / Styrene-
butadiene copolymer
Titanium oxide/Okcug,
TUTaHa

MonunypeTaH,
MonnaTuneHrnnkKonb/
Polyurethane,
Polyethylene glycol
MonnypetaH /
Polyurethane

LinaHoakpunat/
Cyanoacrylate
MonunponuneH /
Polypropylene

MonnaumpHbIi
anactomep / Polyester
elastomer

HenocpeacTBEHHBbI
KOHTaKT / Direct
contact
beckoHTakTHOE/
Non-contact

HenocpeacTBeHHbIN
KOHTakT / Direct
contact

BeckoHTakTHOE/
Non-contact

HenocpeacTBeHHBbIN
KOHTaKT / Direct
contact
HenocpeacTBeHHBbIN
KOHTaKT / Direct
contact
BeckoHTaKTHOE/
Non-contact

BeckoHTakTHOE /
Non-contact
BeckoHTakTHOe /
Non-contact

BeckoHTakTHOE /
Non-contact

BeckoHTakTHOE /
Non-contact
HenocpeacTBEHHbIN
KOHTaKT / Direct
contact

HenocpeacTBEHHbIN
KOHTaKT / Direct
contact
BeckoHTakTHOE /
Non-contact
KocBeHHbIl
KOHTaKT / Indirect
contact
BeckoHTakTHOE /
Non-contact

Chemicals
Mfg.Co.,Ltd.
Brenntag Canada
Inc.

Precision Wire
Components

Cregana Meical

ARKEMA

ARKEMA

Mitsubishi
Chemical
Corporation
ARKEMA

Ishihara Sangyo
Kaisha, Ltd.
Brenntag Canada
Inc.

Chevron Phillips
Chemical
Company LP

Ishihara Sangyo
Kaisha, Ltd.
KANEKA
Corporation

Sekisui Euller Co.
Ltd.

TOAGOSEI CO.,
LTD.

Prime Polymer
Co., Ltd.

Du Pont-Toray
Co., Ltd.

10



MATEPUA/b! YNAKOBKW, BCTYMAKLWEN C KOHTAKT C U3JE/TMEM/
PACKAGING MATERIAL WHICH COMES INTO DIRECT CONTACT WITH

MEDICAL DEVICE
YNakoBOUYHbI MaTepuas BXOAALMNIA B HEMOCPEACTBEHHbIA KOHTAKT C MEAULMHCKUM n3genvem/
Packaging material which comes into direct contact with medical device

KomnoHeHT / Component WcxoaHblii matepuan / Tun KoHTakTac  Mapka/
Raw material opraHu3mMom Mpownsson
yenoseka / Type nTenb
of contact with /Brand

human body /Manufact
urer
CTepununsaumoHHbIiA MneHka / Monnatunen/ BeckoHTakTHOe TOYOBO
naket / Sterilization Film nonuatuneHtepegtanar /  / Non-contact Co., Ltd.
bag Polyethylene polyethyle
ne terephthalate
4 CrepunbHas TainBek1073B/ beckoHTakTHOe Du Pont
bymara / Tyvekl073B / Non-contact
Sterile paper
Hecywas Tpy6ka / Carrier tube MonuatuneH / BeckoHTakTHOe FORTE
Polyethylene / Non-contact GROW
MEDICA
L Co.,
Ltd.

MEPEYHEHb MATEPVAJIOB XXBOTHOIO U (U11) YHEJTOBEYECKOIO
MPONCXOXAOEHWNA/ LIST OE MATERIALS OF ANIMAL AND (OR)
HUMAN ORIGIN

He cofepXut matepuasibl XXMBOTHOIO ¥ (W) It does not contain materials of animal and (or)
4e/I0BEYECKOr 0 MPOVCXOXKAEHNS. human origin.

MEPEYEHDb JIEKAPCTBEHHbIX CPEACTB/ LIST OF DRUGS AND/OR
PHARMACEUTICAL SUBSTANCES

[JaHHble MeMLUUHCKNE N3LeNNsA He CoaepXKar Medical Device doesn’t contain any drugs or
NEeKapCTBEHHbLIX NpenapaTos U pharmaceutical substances.
(hapMaLleBTMYECKMX CYOCTaHL M

CMNocob NPMMEHEHWNA/
DEPLOYMENT METHOD

1.MMoaroToBkKa 1 Preparations

1) Cobntopas npaBuna acenTuku, ussnekute 1) After aseptically removing this catheter from the
KaTeTep W3 YMNakoBKW, OTAenMTe 3aluMTHble package container, detach the protective materials
maTepuasibl, BK/OUas 3aLUMTHYH 060/104KY such as a balloon protective sheath. Carefully
GannoHa. OCTOPOXHO BbIHbTE KaTeTep M remove the catheter, and check that there are no
yOOCTOBEpbTECH B OTCYTCTBMM  AedekTos, defects, such as a rupture.

HanpyMep paspbIBOB.

1

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



2) YpanuTte BO3gyX U3 6annoHa UM KaHana
paclumpeHuss 6asiioHa B COOTBETCTBUM  C
yKa3aHHbIMW faTee npoLeaypamu.

@ MpucoeanHute YCTPOWCTBO
pacLUMpeHus, 3anosiHeHHOe  KOHTPacTHOW
cpegoi, pacTBOPeHHOW B CTepWIbHOM
(hM3M0N0rMYECKOM PacTBOpe B COOTHOLLEHNUM 111
(paTee >KMAKOCTb CUCTEMbI pacluMpeHuns), B
OTBEpCTME [ANA paclumpeHus 6annoHa (panee
OTBEpPCTME A7 paclUMpeHns) U pasmecTuTe
[aHHbIA KaTeTep ANCTa/IbHbIM KOHLIOM BHU3.

(6) Mocne BO3mENCTBMS  OTPULLATENIbHBIM
[aBNeHNeM C TMOMOLIbID  YCTpOWCTBa A1
paclUMpeHns B TedyeHue npubamsutensHo 15
CEKYH[, MOCTENeHHO CTpaBnuBainTe
OTpuuaTeNibHOe [aBfieHne, MO3BONAA XKMUAKOCTM
CUCTEMbI PaCLUMPEHUS HaNOMHWUTL GanioH U
KaHan paclumpeHus 6GasioHa W BbITECHUTb
BO34YyX.

(8) MosTopute npoueaypy (6) A0 nNOMHOro
BbITECHEHWSI BO3yXa.

(r) OTcoegnHUTE YCTPOMCTBO A/11 paclUMpeHus
OT OTBEPCTUA A/19 PaCLUMPEHUS W MOMHOCTHIO
yjaimte  BO3AyX M3 YCTpoOWCTBa  A/1M
pacLUMpeHms.

(n) CHoBa nopcoeaMHUTE YCTPOWCTBO ANA
pacLUMpPeHNst K OTBEPCTUIO A1 PacLLUMPEHUs U
cosgainTte oTpuuatesibHoe [aB/ieHme.
YbeamBlwmMcb B TOM, 4YTO BO34yX 0onee He
noctynaet o6paTHO B  YCTPOWCTBO A1
pacLUMpeHus, NoCTeneHHO CTpaBuTe
oTpuuartensHoe  fasneHve. (48 3Tanos
npouegypbl (a)-(4) BMeCTO YCTpoicTBa Ans
pacLUMpPEHNs MOXKHO MCMO/b30BaTh LUMPWL,.)

() [Oo pacwwmpeHus norpysuTe 6aiioH B
CTEPW/IbHBIA  (DU3MONOTMYECKUIA  PacTBOp  He
MeHee YeM Ha OfHY MUHYTY.

3) MpomoiiTe KaHan NPOBOSIOYHONO MPOBOAHMKA
C MOMOLLBI0 MHCTPYMeHTa A1 MPOMbIBaHUS B
COOTBETCTBMW CO CeaytoLeil npoLueaypoi.

(@ Habepute HY>XHOE KO/INYECTBO
rernapuvH13“pPoBaHHOI O (h1310N0rMYECKOro
pacTeopa B LUMPWL, U BCTaBbTe MHCTPYMEHT A1
NMPOMbIBaHUA B  HakKOHeYHWK Jltospa AnA
NPOMbIBaHNS.

(6) BcTaBbTe AWCTaIbHBIA KOHEL, WM3Lenns BO
BXOA [A/19 CBepTbIBaHWSA Ga/loHa [0 MOMEHTA,
Korga usgenvie BCTPETUT MPEensTCTBUE BHYTPU

ans

WNHCTPYMEHTA.
(8) Mpomoiite KaHan A1 NPOBO/IOYHOMO
NPOBOAHUKA renapuHU3NpPoBaHHbLIM
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2) Remove the air in the balloon and balloon
inflation lumen according to the following
procedures.

(@ Attach the inflation device tilled with the
contrast media diluted with sterilized physiological
saline in the ratio of 1:1 (hereinafter, the inflation
fluid) onto the balloon inflation port (hereinafter, the
inflation port), and place this catheter with the distal
tip facing downward.

(b) After applying the negative pressure using the
inflation device for approximately 15 seconds,
release the negative pressure gradually allowing the
inflation fluid to fill the balloon and the balloon
inflation lumen and to expel the air.

(c) Repeat the procedures (b) to expel the air
completely.

(d) Remove the inflation device from the inflation
port and expel all the air in the inflation device.

(e) Reattach the inflation device to the inflation port
and apply negative pressure. After checking that the
air no longer returns to the inflation device, release
the negative pressure gradually, (a syringe can be
used in place of the inflation device for the
procedures (a)-(e).)

(f) Prior to inflation, immerse the balloon in
sterilized physiological saline for at least one
minute.

3) Flush the guidewire lumen by the Flushing tool
according to the following procedures.

(a) Withdraw appropriate amount of heparinized
saline into the syringe and connect the Flushing tool
to luer part for flushing.

(b) Insert the distal tip of the product into entry for
balloon re-wrapping until the product come to a stop
inside the tool.

(c) Flush the guidewire lumen with heparinized
saline using the syringe and fill up the lumen with
the saline.

2. Insertion and removal of the balloon catheter

1) Insert this catheter along the guidewire advanced
to the distal end of the lesion. Use a guiding catheter
of 6 French or larger with the catheter. Under
fluoroscopy, advance the catheter to make the
radiopaque marker at the distal end of the catheter
reach the target site. Balloon should be deflated
during this procedure.

2) Determine the position of this balloon catheter
and screw the haemostatic valve tight enough to
prevent blood leakage. Be careful not to overtighten
the valve when tightening the valve. (This may
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(M3MONOrMYECKUM  PAcTBOPOM C  MOMOLLbHO
LUNPULA ¥ 3aM0IHUTE KaHan pacTBOPOM.
2. BBefieHvie 1 yfaneHue 6anoHHOro KaTeTepa

1) MNpoBeanTe KaTeTep BAOMAb MPOBOAHMKA K
OUCT/IbHOMY  KOHLY — o4ara  MopaeHus.
Kcnonb3yiite a1 Katetepa NPOBOAHWNKOBLIN
KateTep Kanmbpa 6 French wm 6onblue. Mog,
KOHTPO/IEM PEHTIEHOCKONUM NPOBEAUTE KaTeTep
TakuM 06pa3oMm, 4TOObl PEHTreHOKOHTpPacTHas
METKa Ha AMCTaIbHOM KOHLe KaTeTepa
AOCTWINA LEeNeBOro y4yactka. Bo Bpems 3Tol
npoueaypbl 6a110H LO/MKeH BbITb CKaT.

2) Onpegennte  NOMOXeHWE  GaNNOHHOIO
KaTeTepa 1 3aKpyTUTe remMocTaTMYecKuUii KnanaH
AOCTaTOYHO M/I0THO, 4TOGbI NPeAOTBPaTMTb
yTeuky Kposwu. Cnegute 3a Tem, 4TOObl He
3aTAHYTb KnamnaH CIMLLKOM CUbHO. (STO MOXeT
HapyLLIMTb TOK KOHTPACTHOW Cpeabl B KaHan A/s
paclUMpeHnss 1 3aMeAnnTb  pacluMpeHne W©
Cy>XeHue 6asinoHa.)

3) PaclumpbTe 6an10H [0 AOCTMXKEHWUS HYXXHOIO
3HaYeHUs [aBfieHNs B 3aBMCUMOCTU OT CBOWCTB
oyara nopaxeHus.

4) Korga npouegypa 6yaet
MONTHOCTbID  COXMUTE  GansoH
remMocTaTUYeCcKUiA KnanaH.

5) C NOMOLLLbKO PEHTIEHOCKONNN Y6eanTeCh, YTO
6annoH MOMHOCTbIO BTSHYT B MPOBOAHUKOBbIN
KaTeTep, U U3B/IEKUTe 3TOT KaTteTep.

3aBepLUeHa,
n ocnabbTe

3. 3ameHa KateTepa ans UTKA

1) OcnabbTe reMocTaTUUYeCKUiA KnanaH.

2) OpaHOM PYKOIR yaepXxuBainTe MPOBOAHUK M
reMoCTaTUYecKuin KnanaH, 4Tobbl He JOMYCTUTH
CMeLLEHMS1 NPOBOAHMKA C HY)XKHOTO NMOMOXKEHNS B
KOpOHapHOi apTepun. [pyroil pykoi 3axeatute
Jepxatenib  G6anIOHHOINO Kartetepa WM HavyHWUTe
BbITArMBaTb 3TOT KaTeTep M3 MPOBOAHMKOBOIO
KaTeTepa. B aT0 Bpems HeoOX0AMMO cneguTb 3a
MOMIOXKEHNEM  MPOBO/IOYHOrO  MPOBOAHMKA
NnocpeacTBOM PEHTIEHOCKOMUMN.

3) MocTeneHHO 13BNEKanTe Gan/IOHHbIN KaTeTep
[0 TeX Mop, MoKa Ha MOBEPXHOCTW He OKakKeTCH
ero oTBepcTMe 419 MPOBO/OYHOr0 NPOBOAHMKA.
Y aepxmBast MONOXeEHMWe MPOBOIOYHOr O
NMPOBOAHWKA, MNPOXOAALLEro 4epe3 061acTb
MOPaXXEHMS1 KOPOHapHON apTepun, akKypaTHO
CHUMWTE Ba/INOHHbBINA KaTeTep C NPOBOAHMKA.

4) 3aKpoiTe reMocTaTMUeCKnin KnanaH.
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restrict the flow of contrast media into the inflation
lumen and slow down the inflation and deflation of
the balloon.)

3) Inflate the balloon to the appropriate pressure for
the lesion.

4) When the procedure is finished, deflate the
balloon completely and loosen the haemostatic
valve.

5) After checking that the balloon is completely
retracted into the guide catheter under fluoroscopy,
remove this catheter.

3. Exchanging PTCA catheter

1)Loosen the haemostatic valve.

2) Grasp the guidewire and the haemostatic valve
with one hand to prevent the dislocation of the
guidewire from the position in the coronary artery.
Grasp the handheld part of this balloon catheter with
another hand and start pulling this catheter out of the
guide catheter. The position of the guidewire should
be monitored under fluoroscopy during this
procedure.

3) Withdraw this balloon catheter gradually until its
guidewire port comes out. While maintaining the
position of the guidewire passing through the
coronary artery lesion, pull this balloon catheter
carefully out of the guidewire.

4) Close the haemostatic valve.

5) Referring to its package insert, prepare a rapid
exchange catheter and insert it in place.
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5) O3HaKOMMBLUUCL C MH(OPMaLMEn B IUCTKe-
BKNapllle, NOAroTOBbTE KaTeTep Afisi ObICTPOi
CMeHbI 1 YCTaHOBUTE ero Ha MecTo.

T

NMPOBEPKA BMOCOBMECTUMOCTW/
BIOCOMPATIBILITY TESTING

Bbuonorunyeckyto 6e30MacHoCTb U3aenuia
oueHmsann cornacHo EN 1SO 10993-7. B xope

BbIMO/IHEHUS OLIEHKM, NpoBe/eHb!
OMONOrMYeckne  UCMbITaHUS, yKasaHHble B
cnegywowleri  Tabnuue.  Bce  TecTbl  Ha
OMOCOBMECTMMOCTb  YCMELIHO MPOBeAeHbl C
NCMONb30BaHNEM paHee pa3paboTaHHbIX
MOAENe WUMEOLWMNE OAMHAKOBbIE TEXHUYECKME
XapaKTepUCTMKM, 3a NCK/TIOYEHNEM
HaMMeHOBaHMS  MOJenu M MapKUPOBKK
1NCMNONb30Ba/N B nepvoa paspaboTKM.
Pe3ynbTaTbl  COOTBETCTBYIOLMX  UCMbITAHWI
oronornyeckonm 6e30MacHOCTU MOKa3ann, 4To
[aHHoe  um3genve  06nagaeT  AOCTAaTOYHOM

OMOCOBMECTMMOCTbI0.  TakuMm  06pa3oM  Oblin
cflenaH BbIBOL, YTO BCE PWUCKM, CBSA3aHHble C
B1onornyeckon 0NacHOCTbHO KaTeTepa,
ABNAOTCA NPUEMSIEMBIMM.

Biological safety of products was evaluated
according to EN 1SO10993-7. During the
evaluation, the biological tests listed in the
following table are carried out. All
biocompatibility tests were successfully carried
out using previously developed models with the
same technical characteristics, except for the
name of the model and the labeling used during
the development period. The results of the
relevant biological safety tests shown that this
product has sufficient biocompatibility. Thus, it
was concluded that all risks associated with the
biological hazard of the catheter are acceptable.

MEPbI NMPEAOCTOPOXHOCTW/
PRECAUTIONS

CBASAHHbBIE C NMPOUELYPAMWA

1 [lo Hayana mMcnonb30BaHWS BbITECHWUTE BECb
BO34YX M3 Ga/loHa 1 KaHana A1 paclLuMpeHus,
3aMeCTVB ero XXWAKOCTbI CUCTEMbI PacLLUMPEHNSs
(B cnyyae HeNonHOrO yaaneHus  BO3fyxa
KOHTPO/MpOBaTb  COCTOSHWE  pacLuMpeHus
6annoHa nocpescTBOM PEHTIEHOCKOMMK
HEBO3MOXXHO.)

2. WcnonbayiiTe XMAKOCTb CUCTEMBI
pacLMpeHnsi, 4Tobbl paclumputb 6annoH. [ns
pacLumpeHns 6asnoHa 3anpeLieHo 1Cnosb3oBaTh
rasoobpasHble BELLECTBa, TakMe Kak BO3ayX.

3. Mepep paclumpeHviemM 06s3aTeNbHO NOrpysuTe

GanioH B CTEPUNbHBIA  (PU3NOMOrNYECKII
pacTBOP He MeHee YeM Ha OAHYy MUHYTY,
MOCKO/IbKY — HaTsKeHWe — GannoHa  MOXeT
YMEHbLUNTHCS.

4. He nepemelyainTe kaTeTep, noka OGasoH B
KpOBEHOCHOM cocyfe pacwumpeH. (MepemelyeHmne
KateTepa C paclMpeHHbIM 6ailoHOM MOXeT

NPUBECTU K MOBPEXAEHUHO  KPOBEHOCHOr0O
cocyda, paspbiBy GasnioHa WM U3I0OMY
KateTepa.)
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RELATED TO PROCEDURES

1 Prior to use, expel all the air in the balloon and
balloon inflation lumen and replace it with the
inflation fluid. (In case of incomplete air removal,
balloon inflation state can not be observed under
fluoroscopy.)

2. Use the inflation fluid to inflate the balloon. No
gaseous body such as air should be used for
inflation.

3. Always immerse the balloon in sterilized
physiological saline for at least one minute before
inflation as the strength of the balloon may
sometimes decrease.

4. Do not move this catheter while the balloon is
inflated in the blood vessel. (Moving the catheter
with the balloon inflated may lead to blood vessel
injury, balloon burst, and catheter breakage.)

5. The insertion and withdrawal of the catheter
should be performed slowly with caution. (If this
procedure is performed too fast, it may lead to
kinking of or damage to the catheter shaft.)
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5. BBefeHVe W M3BNeveHWE KaTeTepa cnegyet
BbINO/IHATL ME/IEHHO, C OCTOPOXXHOCTHLHO. (ECnn
npoLeaypa BbIMNOMHAETCA CULWKOM ObICTPO, 3TO
MOXET MPUBECTM K 3a/I0My WM MOBPEXAEHUIO
TPybKM KaTeTepa.)
6. [Ana nonyyeHns MHQopmaumm o paboTe C
MELNUMHCKUMU  U3LeNNAMU B COYETaHUM C
[AaHHbIM  KaTeTepoM  CrefynTe WHCTPYKLUAM,
npeLCTaB/ieHHbIM BMeCTe C YNakOBKOW [aHHbIX
N3N
7. [elCTBYWTE C OCTOPOXXHOCTbHD, 4TOObI He
[lONyCTUTL 3a/10Ma WM CBOpaYMBaHNA KateTepa
ana  aumnatauymm  UEKA npu  dhopmupoBaHun
neTeslb Kartetepa.
8. [elCTBYIMTE C OCTOPOXXHOCTbH), YTOObI He
[ONYCTUTL 3a/10Ma WK CBOPaYMBaHnsA 060/104KM
CTEPXXHA KaTeTepa nMpu YyAafeHUn 3akuma
KareTtepa.
I 9. Ecnn HeobXxoaMmMo CHOBa BCTaBUTbL KaTeTep,
npeasapuTenbHoO npomomTe KaHas
NPOBO/IOYHOI0 MPOBOAHMKA.
10. 3akpenuTte KaTeTep Ana gunataunm YEKA c
MOMOLLbI0 3)KMMa KaTeTepa Ha 60/1ee YXKeCTKOM,
NMPOKCUMa/IbHOM KOHLe. He 1ucnonb3yinTe 3aKnm
Ha rMbKoIN AnCTasbHON TPYOKe MM KaTeTepax, T.
K. 3TO MOXET NOBpPeAUTL KaTeTep A4Ns Aniatauum
UEKA.
11. MeguumHcKne u3genus, UCMNonb3yemble
BMeCTe C [aHHbIM  KaTeTepoM,  [AOJ/IKHbI
1CM0/1b30BaThCA B COOTBETCTBUU c
NHCTPYKUMAMMY, npesocTaBNeHHbIMY ans
KaKaoro takoro msgenns. (CMm. MHCTPYKLMKU No
NMPUMEHEHNIO CTEHTOBbLIX W3[e/MA B Cllydae
1CMNob30BaHWA ANA NocTannaTaunn nocne
CTEHTUPOBaHWA.)

BO BPEMA NCIMOJIb3OBAHUA
|. [aHHblli KaTeTep MOXET MCMO/b30BaThCS

TONMbKO  Bpayamu, NpoweawnMmn  0byyeHme
BbINOMHEHNIO YPECKOXKHON TPaHCMHOMUHA/IbHOM
aHrMonNacTuKM.

2. W3penve paspelleHo K WCMOMb30BaHWIO Y
MaLWeHTOB C GEPEMEHHOCTbLIO WM MO03PEHNEM
Ha  6epeMeHHOCTb, TOMbKO  ecnnm  Gblno
OMPeAeNneHo, YTO MOMb3a OT JIEUEHUS] MOXET
MPEBbICUTbL PUCK MUCMO/MbL30BaHNS U3aENUS.

3. EonbKo /11 OIHOKPATHOrO MpUMeHeHus. He

ncnonb3oBaTb  MOBTOPHO. He  noggepratb
NMOBTOPHOM 06paboTke n NMOBTOPHOW
crepunmsaymn.  MOBTOPHOE  MCMO/b30BaHNE,
noBTopHas  obpaboTka WM MOBTOPHast
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6. As for the medical devices used in conjunction

with this catheter, follow the package inserts of such

devices.

7. Proceed with care to prevent PECA dilatation

catheter kinking and collapse when forming loops of
catheter.

8. Proceed with care to prevent shaft kinking and

collapse while removing the catheter clip.

9. If reinsertion of the catheter is necessary, flush the

guidewire lumen before insertion.

0. Secure the PECA dilatation catheter with the

catheter clip at the stiffen proximal end.

Do not use the catheter clip on the flexible, distal

shaft or catheters, it may damage the PECA

dilatation catheter.

11. Medical devices used with the product should be
operated in accordance with the instructions for use

of each individual device.

DURING USAGE

1 Ehis catheter may be used only by physicians
skilled in percutaneous transluminal angioplasty.

2. Ehe product should not be used in patients who ar
e pregnant or suspected for pregnancy unless it is
determined that the benefit to treat with the product
may exceed the risk to use the product.

3. For single use only. Do not reuse, reprocess or
resterilize. Reuse, reprocessing or resterilization
may compromise the structural integrity of the
device and/or lead to device failure which, in turn,
may result in patient injury, illness or death. Reuse,
reprocessing or resterilization may also create a risk
of contamination of the device and/or cause patient
infection or cross infection, including, but not
limited to, the transmission of infectious disease(s)
from one patient to another. Contamination of the
device may lead to injury, illness or death of the
patient.

4. Do not use if the product or package is believed
to be damaged.

5. Use immediately after the sterile package is
opened. Device is to be regarded as contaminated
waste after use.

6. Do not use agents containing organic .solvents or
oleaginous contrast media. Contact with these
agents may lead to damage of the catheter.

7. Since PECA procedure may induce dangerous
complications, perform the procedure only after
having prepared for emergency coronary artery
bypass grafting (CABG).
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CTepUNM3aLMs MOTYT HapylUTb CTPYKTYPHYHO
LIENOCTHOCTb YCTPOMCTBA U (1K) NPUBECTU K
HEMCNPaBHOCTM YCTPOIACTBA, KOTOpasi, B CBOH
oyepeflb, MOXET CTaTb MPUYMHOWA TPaBMbI,
O0Ne3HN WM CcMepTM nauueHTa. [MoBTOpPHOe
1CMONb30BaHME, MOBTOPHas 006paboTKa  WIn
MOBTOPHasA CTEPMIM3aLMA TakKe MOryT co3aaTb
PUCK 3arpssHeHust ycTpoictBa M (MUnKM) CTaThb
MPUYMHON MHDULMPOBAHMS UM NEPEKPECTHOMO
VHULMPOBAHMA MauMeHTa, BKIKOYas, MOMUMO
Mpoyero, nepegady VH(EKLMOHHbIX
3a060M1eBaHMn OT OAHOrO nauueHTa Apyromy.
3arpsisHeHue YCTPOWCTBA MOXKET MNPUBECTM K
TpaBme, 60/1E3HW UM CMEPTU NaumUeHTa.

4. 3anpellaeTcs WCMNONb30BaTb W3feNNe, €C/n
13aenme UM ero ynakoBKa NoBPeX/eHsbl.

5. Wcnonb3oBaThb cpasy MNocne  BCKPbITWS
CTEpUNIbHOM YynakoBkW. [Mocne 1cnonb3oBaHMs

n3genve  [O/KHO  paccMaTpuBaThCsl  Kak
VH(ULMPOBAHHbIE OTXO/b!.
6. 3anpellaeTcs  MCMONb30BaTb  BELLECTBA,

cofepxxallme opraHM4yeckue pacTBOpuUTENN WK
MacNAHUCTblE KOHTPACTHble BellecTBa. KOHTaKT
C 3TMMM BELWEeCTBaMN MOXET MNPUBECTU K
NOBPEXAEHNIO KaTeTepa.

7. MockonbKy npoueaypa HTKA MOXeT nosneyb

32 coOO0li oOnacHble OCNOXHEHWs, HaunHaliTe
npoBeAeHVe  Mpoueaypbl  TOMbKO — mocne
MOArOTOBKA K  BbIMOMHEHND  3KCTPEHHOro

KOPOHAPHOIO LLYHTMPOBaHMS.
8. TlocKOMbKy MpW  MCMONb30BaHUM  [aHHOTO

KaTeTepa MOryT BO3HUKHYTb Cepbe3HbIe
OC/IOXXKHEHUA,  onepatuBHOE  BMeELUATENbCTBO
cnepyetr BbIMNOJIHATb B MeaANLUMHCKOM

YUpEeX/EHNW, B KOTOPOM AOCTYMHO NPOBEAEHNE
peaHUMaLIOHHbIX MEPONPUSTUIA.

9. Bpay, OTBETCTBEHHbIA 3a NPOBEAEHNE
npoLeaypbl, AOMKEH OMNPeAennUTb ANUTENbHOCTb

M KOMNYECTBO paclUMpeHuid  GasNoHOB  Ha
OCHOBaHMW CBOErO OrbiTa.
10. TMoka 6annoHHbLIA KaTeTep BBefeH B

KPOBEHOCHBIA COCYA, B LieNsX npefoTBpalleHuns
CBEPTbIBAHWSA KPOBM HEOOXOAMMO BbINOMHATbL
VHY3NIO renapyvH13MpPOBaHHOIO CTEPW/ILHOIO
(h1310N0rNYECKOro pacTeopa.

11. [laHHbI KaTeTep MOXET ObITb BBEAEH TO/IbKO
C MNOMOLLbKD  NPOBOJIOYHOIO  MPOBOAHMKA.
(BeeaeHue [laHHOT O KaTeTepa 6e3
BCMOMOraTe/lbHbIX CPeACTB MOXET NPUBECTU K
MOBPEXAEHNKO  COCYAWUCTOWM  CTEHKM WK
npo6oAeHNI0 COCyA0B.)
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8. Since serious complications might arise when
using this catheter, operation should be done in the
medical institution where emergency procedure can
be executed.

9. The physician in charge of the procedure should
determine the duration and number of balloon
inflations based on his/her past experiences.

10. Heparinized and sterilized physiological saline
should be infused for anti-coagulation while this
balloon catheter is inserted in the blood vessel.

11. This catheter can only be inserted with the use of
a guidewire.

(Insertion of this catheter alone may lead to damage
to the va.scular wall or perforation of vessels.)

12. Operate the catheter carefully in the blood vessel
verifying the location and movement of its tip under
fluoroscopy.

13. Do not twist or turn this balloon catheter or the
guidewire during operation. (The catheter may be
tangled increasing the resistance.)

14. If abnormal or strong resistance is experienced
during the operation, the cause for such abnormality
or resistance should be verified and appropriate
measures should be performed before proceeding.
(If such abnormality or resistance is ignored and
excessive force is applied, it may lead to damage of
the vessels or to the catheter shaft breaking and
remaining inside the body).

15. During usage, the catheter shaft should be
replaced for any bend, break or kink. (If the catheter
continues to be used and such occurrence is ignored,
the catheter shaft may be damaged and remain inside
body).

16. If a great resistance is encountered during
insertion, movement, or pulling out of this catheter,
it should be verified that the guidewire is not
tangled. If so, the tangling of the guidewire should
be removed. (Since the guidewire lumen of this
catheter is short, the guidewire may wind around the
catheter shaft. In addition, while drawing this
catheter back into the guiding catheter inside
vessels, the wide-angle separation between the
catheter shaft and guidewire may occur. Under this
circumstance, a forced withdrawal may lead to
damage to the guidewire or catheter.)

17. A catheter with any sign indicating damage
should not be used.

18. Due to the lack of conductivity of twist forces,
the catheter shaft should not be twisted (If twisted,
the catheter shaft may be damaged and then remain
inside the body).
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12. C OCTOPOXHOCTLIO YrpaBnsiTe 4BUKEHNEM
KaTeTepa B KPOBEHOCHOM COCY[e, KOHTPOMMpYS
pacrofioXkeHne W Hanpae/ieHWe ero KOHLEBOW
4acTW C MOMOLLbIO PEHTTEHOCKOMUMN.

13. He nepekpyunBainTe 1 He MpoBOpauuBaiiTe

Oa/NOHHbIN  KaTeTep WM MPOBOJIOYHBIN
NpPOBOAHMK BO Bpems onepauun. (Kartetep
MOXeT 3anyTaTbCs, yTo MOBbICUT

CONpOTUB/EHNE.)

14. Ecnn B Xofe onepaTMBHOIO BMeLLaTe/lbCTBa
oLlyulaerca HeobbI4HOe nnm CUNbHOe
COMPOTMB/NEHWNEe, CnefyeT YCTAHOBUTb  €ro
NpUUMHY W NPeAnpuUHATL  COOTBETCTBYHOLLME
Mepbl [0 MPOAO/MKeHUa MaHunynauun. (Ecnn

Takoe  OTKIOHEHWe  OT  HOPMbl WK
CONPOTUB/EHNE UrHOpMpYtoTCA "
NPUKNagbIBaeTcs  M30bITOYHOE — yCUAMe,  3TO

MOXET NPUBECTU K MOBPEXAEHNIO COCY[0B WK
NnosIoMKe TPYOKWM KaTeTepa, KOTOPbIA OCTaHEeTCH
BHYTPW Tena naumeHTa.)

15. Bo Bpems MCnosib3oBaHUA Tpybka kaTeTepa
[JO/MKHA OblTb 3aMeHeHa Mpu  O6HapYy>XeHWM
NOObIX KU3rnboB, TPEeWUH WM NepekpyToB.
(Ecnv npourHopupoBatb NOAOGHbIE SBEHWS W
NMPOAO/KMUTL  UCMOMb30BaHMe — KaTeTepa, 3TO
MOXET TMPUBECTM K MOBPEXAEHUIO TPYyOKM
KateTepa, B pe3y/bTaTe Yero OH OCTaHeTcA
BHYTPU Tena nayueHTa.)

16. Ecnv npu BBefeHUW, MPOABVMXKEHUU WK
N3B/IEYEHUN [JAHHOrO KaTeTepa 06HapyXunBaeTcs
3HAUMTENIbHOE  COMPOTMB/IEHME, HEO06XOAMMO
ybeanTbCs, YTO MPOBOMIOYHLIA MPOBOAHMK He

3anyTancs. Ecnm 3to MMeeT MecTo, cnegyet
pacnyTatb MPOBO/OYHbIN MPOBOAHVIK.
(Mockonbky ~ KaHan 4N MPOBOJIOYHONO
NMPOBOAHMKA [aHHOro KareTepa KOPOTKWUW,

MPOBO/MOYHBIA  MPOBOAHUK  MOXET 0OBUTHLCS
BOKpYr TpyOku KateTepa. Kpome TOro, npm
OTTArMBaHUM KaTeTepa Has3af, B MPOBOAHWKOBBIV
KaTeTep BHYTpU cocyda Tpybka katetepa W
MPOBO/OYHBIA MPOBOAHWUK MOTYT pa3orTUCh Ha
60/bLLOV Yron. B faHHOW cUTyauun U3BneyeHme
C MpPUMEHEHVEM CWUNbl MOXET TMPUBECTU K
MOBPEXAEHNIO NPOBOIOYHOIO MPOBOAHMKA W
KateTepa.)

17. He cnegyer uMCnonb3oBaTb — KaTeTep,
NMEILWMIA Kakne-nmbo Npu3Haku NoBpeXxaeHuns.
18. Bcrefcteue OTCYTCTBUS  MPOBOAMMOCTY
KpYyTALWEro MOMeHTa TPYyOKy KarteTepa Hesnb3s
nepekpy4YmBatb, (B Cry4vae nepekpyTa TpyoOKa
KateTepa MOXeT OblTb  MOBpeXaeHa W

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

19. Challenging lesions such as calcified or tortuous
lesions may not be crossed with this catheter. The
physician in charge of the procedure should
determine whether this catheter is applicable based
on his/her past experiences.

20. Precautions should be taken to prevent any
damage to the catheter by the surgical knife or
SCISsOrs.

21. During the wusage of this catheter, the
temperature, blood pressure, pulse, and respiration
of patients should be monitored. In case of any
abnormality, the procedure should be stopped or
appropriate measures taken based on the physician’s
judgment.

22. After use, dispose of product and packaging in
accordance with hospital, administrative and/or
relevant national regulations.

23. If any abnormalities are detected during inflation
of the balloon, apply negative pressure immediately
and interrupt the operation.

24. Do not immerse the catheter in hot water or
chemicals such as disinfectants [This may adversely
affect its function.]
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cfefoBate/slbHO,  OCTaB/ieHa  BHYTpU  Tena
nauueHTa.)

19. [laHHbI KaTeTep He [AO0/MKEH MNepecekaTb
Y4aCTKM  CMIOXKHBIX MOPaXEHWA, TakuMe Kak
Ka/lbLM(ULMPOBaHHbIE 30HbI WM U3BUUCTbIE
yacTn cocypa. OTBETCTBEHHbIN 3a Npouesypy
Bpay  [O/DKEH  OnpefesMTb  BO3MOXHOCTb
NPUMeHeHWs [aHHOro

KaTeTepa Ha OCHOBaHWW COBGCTBEHHOrO OMbITa.
20. Heobxoavmo cobnoaathb Mepbl
NpPesoCTOPOXKHOCTU B LeNAX NpeaoTBpalleHuns
NtOObIX MOBPEXAEHWIN KaTeTepa XMpPYPruyeckum
HOXXOM WA HOXHULLAMW.

21. Tpyv wnCnonbL30BaHUW [aHHOro KarteTepa
HeobXoAMMO  CneauTb 32 TemnepaTypon,
apTepuanbHbIM - AaBNeHueM,  Ny/nbcoM U
AblxaHveM naupeHTa. Mpyu Haamumm  noboro
OTK/IOHEHWA OT HOPMbl NPOLEeAypy cregyet
npepsatb WX NpeanpuUHATL COOTBETCTBYHOLLME
Mepbl, OCHOBaHHbIe Ha peLleHnn Bpaya.

22. Mocne wMcNonb3oBaHUSt  YTUAU3MPYIATE
n3genve W ynakoBky B COOTBETCTBUMM C
00NIbHUYHBLIMK, aAMUHUCTPATUBHBIMA 1 (1K)
COOTBETCTBYHOLNMU rocylapCTBEHHbLIMU
HopMamu.

23. Ecnv npu paclimpeHmmn 6annoHa 3aMeyeHbl
KaKune-nMb0 OTKNOHEHWNSA OT HOPMbI, HeMe/IeHHO
NpUMeHUTe  OTpuUUAaTeNbHOE — JaBfieHue  ”
npepsuTe NpoLesypy.

24. He norpyxaiiTe KaTeTep B ropsyyro Bogy win
X1MUYeCKme pacTBopbl, Hanpumep, B
fAesvHpuumpyowme  Bewectsa. (3T0  MOXeT
OTpMLATe/IbHO CKa3aTbCA Ha ero paboumx

4 XapaKTepucTmKax.)

HEXXEJNATEJIbHbIE ABTEHNA/ADVERSE EVENTS
BO3MO>XHbIE NMOBOYHbIE ,EI,E|7|CTBI/IF|/ COMPLICATIONS
HexenatenbHble  siBNeHWsl,  cBsi3aHHble ¢ Adverse events related to the product include.

N3aenveM, BKIKOYAOT, MOMMMO MPOYEro: but are not limited to,

- MH(apKT, BbI3BaHHbI OKKO3Mel ancTanbHbix - infarction caused by occlusion of distal vessels or
COCY/10B M 60KOBOW BETBU; side branch.

- Ba3ocnasw; - vasospasm.

- NOBPEXAEHWNEe 3HA0TENNS COCY/0B; - stripping of vascular endothelium.

- OTCNOKY BHYTPEHHeN cocyaucToli o6onouku; - dissection of vascular intima.

- MNOBTOPHYH OKK/O3MI0, npobogeHne wwm - re-occlusion, vascular perforation or rupture.
paspbIB cocyaa; - unstable angina, blood pressure fluctuation.

- HecTabunbHyl CTeHOKapauio, KoneGaHus - stroke.

apTepnasibHOro AaBeHNs; - shock.

- VIHCY/bT; - reaction to drugs.

- LLOK; - reaction to contrast media.

- peaKkUMIO Ha NeKapcTBeHHbIe Npenaparbl; - renal insufficiency.

18
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- peakumMI0 Ha KOHTPacTHOe BELLECTBO;

- MOYEYHYHO Hef0CTaTOUHOCT;

- NPEXOASLLYIO ULLEMUIO;

- BO3YLUHYIO 3M60/NIO;

- TPOM603M6ONNIO;

- BHYTPEHHee KPOBOTEYEHME;

- remaTomy;

- UH(EeKUMIO U T. N

3TN HeXenaTe/lbHble SBNEHUA MOTYT CTaTb
NPUYNHON 9KCTPEHHOW ornepatuu rno
KOPOHapHOMY  LUYHTMPOBaHWUKO,  MH(apKTa
MMUOKapAa, MOBTOPHOrO CTEHO3a, TamroHagbl
CepAua, KPOBOM3NMSHUS, SKCTPEHHON onepauum
Ha rOMIOBHOM MO3re B CBf3U C WLLUEMUYECKUM
MHCYNbTOM, (hOPMMPOBaHUA (UCTYNbI COCYyAa,

- transient ischemia.
- air embolism.

- thromboembolism.
- internal bleeding.
- hematoma.

- infection, etc.
These adverse events may cause emergent
coronary bypass surgery, myocardial infarct ion.
re-stenosis, cardiac tamponade, hemorrhage,
emergent brain surgery for cerebral infarction.
formation of vessel fistula, aneurysm, arrhythmia.
and even death.death.

TEXHNYECKOE OBC/TY > XUBAHUE/MAINTENANCE

aHEBPM3MbI, apUTMUM U [aXKe CMePTEebHOro
ncxopa.
W3poenve He TpebyeT TEXHUYEeKoro

06CNY)XXMBAHWS U He NMOAJIEXUT PEMOHTY.
B cBSi3M C NpYMeHeHNEM IJaHHOTO MeNLIMHCKOro
U3Menus YCTaHOBKa U MOHTAX He TpebyeTcs.

The product does not require maintenance and is
not repairable.

In connection with the use of this medical device
installation and installation is not required

TPEEOBAHUA no OXPAHE OKPYXXAROLLEN CPE/bI MPU
NMPUMEHEHN MEOVNUVNHCKOIO U3AENTUNA/ENVIRONMENT
PROTECTION REQUIREMENT

C  yyeTom BbIMNO/IHEHUS Tpe6oBaHUii
3KCMyaTalMOHHOM I0OKyMeHTauum KateTepsl
MpW  WUCMO/Mb30BaHUK,  TPAHCMOPTMPOBKA 1
XpaHeHWM  He  OKa3blBAOT  HEraTVBHOIO
BO3AECTBUS Ha YenoBeka W OKPYXKatoLLyto

Cpeny.

Taking into account the requirements of
operational documentation, catheters do not have
a negative impact on humans and the environment
during use, transportation and handling

METOAB1 CTEPUNN3ALUNIN/
STERILIZATION METHODS

[aHHoe MeguUMHCKOe W3fenne MNOCTaBNAETCA
CTePU/bHBIM, c MCMO/Ib30BaHMEM
MOATBEPXKAEHHOrO MeTofa (CTepunusaums C
NPYMEHEHNEM 3TUNEHOKCKA),
obecneunBaloLnii YpoBEHb CTepUnbHOCTU 10-6.
[aHHoe MefMUMHCKOe u3fenve npegHasHayeHo
TONbKO  AnA  OAHOKPATHOro  MPUMEHEHUS,
CTepu/IbHO, eC/IN YNakKoBKa 3akpbiTa U uUena. He
NCMONb3yWTe u3Oenne, €ecim ecTb COMHEHUS
KacaTte/lbHO ero CTepuUbHOCTU.

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

This medical device is supplied in the sterile form
using a confirmed method (sterilization using
ethyleneoxide), which provides a sterility level of
10-6. This medical product is intended for single
use only, it is sterile if the package is closed and
intact. Do not use the product if there is any doubt
about its sterility.
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YCNOBUNA TPAHCIMNOPTUPOBKW, XPAHEHUNA U SKCINTYATALNIN/
STORAGE AND TRANSPORTATION CONDITIONS

KarteTepbl TpaHCMOPTUPYKOT BCEMU  BUAaMM
TpaHCnopTa B KPbITbIX TPAHCMOPTHbLIX CPeACcTBaxX
B COOTBETCTBUW C NpaBuiamn NnepeBo3Kn rpys3os,
[eCTBYHOLLMX Ha TPaHCMopTe KaxkAoro Buaa.
KaTeTepbl Npu TpaHCNOPTMPOBaHWN YCTONYMBbI
K BO3AENCTBMIO KIMMATMYECKUX (DaKTOPOB Mpu
TemnepaTypHoM pexume oT +15 po +40°C, npu
OTHOCUTENIbHOM BMaXXHOCTW BO3dyxa oT 20% [0
80% (6e3 KOHAeHCaUUM) U MeXaHUYECKUX
BO3ZENCTBUIN NPy BUOPALMOHHBLIX Harpy3kax B
AvanasoHe yactot ot 10 go 55 Iy, amnantyge
nepemewyeHns 0,35 MM 1 yapHbIX Harpyskax c
NnMKoBbIM yckopeHvem 10g npu aavTenbHOCTH
[elCTBMS YapHOro yCKopeHus 16 Mc.

XpaHuTb B NPOX/JIaAHOM TEMHOM CYXOM MecTe
npu Temnepatype ot +5°C go +30 °, usberatb
KOHTAaKTOB C BOAOM W MPAMbIM  COIHEYHbIM
CBETOM, CW/bHBIX MepenagoB Temnepatyp, npu
OTHOCMUTENbHON BNaXXHOCTWN BO3ayxa oT 20% [0
80% (6e3 KoHAeHCaLMK).

KaTeTepbl npu 3KcniyaTayum yCTOAYMBBLI K
BO3AENCTBUIO  KIMMATUYECKMX (PAKTOPOB A1
TemnepaTypHoro pexxuma ot +32°C go +42°C n
BO3€EMCTBUIO BMONOrMYECKNX XKNAKOCTEN.

Catheters are transported by all modes of
transport in covered vehicles in accordance with
the rules for the carriage of goods operating on
each type of transport.

Catheters during transportation are resistant to the
influence of climatic factors at a temperature
range from +15 to + 40 ° C, relative humidity
from 20% to 80% (without condensation) and
mechanical influences at vibration loads in the
frequency range from 10 to 55 Hz, amplitude
displacement of 0.35 mm and shock loads with a
peak acceleration of 10 g with a duration of shock
acceleration of 16 ms.

Store in a cool, dark dry place at a temperature of
+5 to +30 °, avoid contact with water and direct
sunlight, strong temperature changes, at relative
humidity of 20 to 80% (without condensation).
Catheters during operation are resistant to
climatic factors for a temperature range of +32 to
+ 42 ° C and biological fluids exposure

PUCKWM MPUMEHEHA MEANUNHCKOIO U3AEJTNA/ RISKS OF
MEDICAL PRODUCT

[aHHoe wu3fenne npeacTaBnsieT CO60M KaTeTep
ObICTporo obmMeHa Ans 6GanoOHHOW AunaTaumm
ans YPECKOXHOM TPaHCNHOMUHA/IbHOM
KOpOHapHoi aHrnonnactmkn (YTKA). UTo6bI
OLIeHUTb COOTBETCTBME KaTeTepa OCHOBHbLIM
Tpe6oBaHUAM, NMPOV3BOANTENIEM ObInn
nposedeHbl  UCMbITaHMA  cooTsBeTcTBUA  ISO
10555, oueHky cootseTcTBMA 1SO 11607 u
UCMbITaHWe [N ONpefeneHnss  TeXHUYECKMX
XapakTepuctmk n T. . B pesynbrate katetep
COOTBETCTBOBa/1 3TUM cTaHAapTam ISO.

Mpon3BoanTeNb eo3han BHYTPEHHIOK CcucTemy

YNpaBfieHUs  PUCKaMW.  COOTBETCTBYIOLLYHO
1S014971:2007 n EN 1SO 14974:2012. 3T1a
cMCTeMa  YMpaBleHWs  pUeKaMy,  BK/Iouast

yrpaBneHne pucKamy B Xofle NPOM3BOACTBA U
MOCTPErUCTPaLIMOHHOrO Neproja, onpeaeneHa B
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This product is a rapid-exchange catheter for
balloon dilatation for percutaneous transluminal
coronary angioplasty (PTCA). In order to assess
the compliance of the catheter with the main
requirements, the manufacturer has tested
compliance with ISO 10555, 1S0O11607
conformity assessment and performed a test to
determine technical characteristics, etc. As a
result, the catheter is conformed to these ISO
standards.

The manufacturer has established an internal risk
management system that complies with
ISO 14971: 2007 and EN 1SO 14974: 2012. This
risk management system, including risk
management during the production and post-
registration period, is defined in the risk
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npoueaype yrnpaB/eHus prUcKamu "
COOTBETCTBYIOLLMX AOKYMEHTaxX. AHanu3 pucka
ANs KateTepa 6bln NPOBEAEH B COOTBETCTBUM C
3TUMM JOKYMEHTaMM.

B pamkax npoleaypbl NpousBoavTENeEM 6binn
onpefeneHbl  OMACHOCTW,  CBSI3aHHble  C
CMONb30BaHMEM W npoLeaypamn. OnacHoOCTH ¢
HEMpUeM/EMbIM  YPOBHEM  puUcKa  Gbln
COKpalLEHbl [0 MPUEMNIEMOrO YPOBHS MyTem
NpoBefieHNS CMbITaHWIA " ApYrnx
B3aMOMNpPYEMNEMbIX Mep.

B HacTosiLLee Bpemsi MPOU3BOAUTE b UCMONb3YET
npoueaypy  OLEHKM  CTEMeHu  TSHKECTU
KNMHUYECKUX PUCKOB MO LLIKase 0T NPUEMIEMOrO
[0 HEnpUem/IeMOro. Mpy  BbISBNEHWN
HENpUeMNEMbIX YPOBHE WMHAEKCAa  PUCKOB
Tpe6oBannCch Mepbl A8 COKPaLLleHUs pUckoB. Ha

OCHOBaHWM  aHanM3a OblIM  BbISBMEHbI U
COKpalleHbl [0 TMpUEMNEMbIX YPOBHEA Bce
YCTAHOB/IEHHbIE U MNpPeABUAMMbIE  3apaHee

OMacHOCTY 1 COMYTCTBYHOLLME PUCKU.

management procedure and relevant documents.
The risk analysis for the catheter was carried out
in accordance with these documents.

Within the procedure, the manufacturer has
identified the hazards associated with use and
procedures. Hazards with an unacceptable level
of risk have been reduced to an acceptable level
by testing and other mutually acceptable
measures.

Currently, the manufacturer uses a procedure to
assess the severity of clinical risks on a scale from
acceptable to non-acceptable risks. Measures
were required to reduce risks identifying
unacceptable levels of the risk. Based on the
analysis, all established and foreseeable risks and
associated risks were identified and reduced to
acceptable levels.

mapkmnposkal/labeling
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MHpopmauns 06
YNO/ITHOMOYEHHOM
npegctasutene B EC/

EC REP

HomuHanbHOe faBneHune
paspbiBa/Rated Burst PTessure

RBP

MecTo npoussogcTsal
Manufacturing Site

MFG

[OnuHa 6annoHal/ Balloon
Length

9.0,

MaKcuManbHbIi HapyXHbIi
fuameTp NpoBoAHuUKa/
Maximum Guide Wire Outer
Diameter

MHCcTpymeHT 1A npombiBaHuA
(c pyHKUMelh cBepTbIBaHNA
6annoHa)/ Flushing tool (with
re-wrapping function)
BbannoHHbI kaTteTep/Balloon
catheter

BbicTpas cmeHa/Rapid
Exchange

HomuHanbHoe gaBneHue/
Nominal Pressure

[OwnameTp 6annoHa/Balloon
DiameteT

SdekTUBHAA ANnHA

<(¢QN‘| kateTepal/ Catheter Effective
Length
[aBneHune/Pressure
3axum katetepa/Catheter clip
)
U

YTAKOBKA/PACKAGING

Katetepbl  aunataumoHHble  NEON  anq
UPECKOXHOW TPaHC/IIOMUHA/IbHOW  KOPOHAPHOM
aHronacTUKM (UTKA) BbIMyCKaroTCA
CTEPWUIBbHLIMU B CTEPW/IbHOM ynakoBke Tyvek,
KoTopass COOTBETCTBYeT TpeboBaHMAM 1SO
11607. KateTepbl HaxogdTca B 3aWMUTHON
060/104Ke TUNA «YNUTKa», W3rOTOB/IEHHON U3
noNMnNponuieHa,  Kotopasd  3awumuiaer  or
BHELUHUX  MEeXaHW4eCKUX BO3MEACTBUIA  Mpw
TPaHCNOPTMPOBaHUW.  3anevyataHHble M3aenuns
BK/1a[1bIBAKOTCA B KAPTOHHYHKO KOPOOKY BMeCTe C
WHCTPYKLMEN MO NPUMEHEHNIO.

Cpok COXpaHeHus CTepuIbHOCTK npu
OTCYTCTBUW  MOBPEXAEHNA WM  BCKPbITUA
ynaKoBKM - 3 rofa.

[anee u3genns B NOTPeOUTENIbCKOM YNaKOBKe
NMOMeLLaloT B TPAHCMOPTHYHO YMakoBKY U3
ro(})pokapToHa, Ha KOTOpble MO GoKam Wan Mo
nepuMeTpy HaHOCUTCA KOHTPO/SibHas  JIeHTa.
Pa3mep TpaHCMNOPTHOW ynakoBku - (710+3) X
(570+3) X (395+3) mm. TpaHcnopTHast Kopobka
COAEPXUT [0 74 efuHWL, MPOAYKUMW OfHOW
napTuu.

MakcvMmanbHast macca TPaHCMOPTHON YNakoBKWM
- He 6onee 21 Kr.

Dilatation catheters NEON/NEON NC for
percutaneous transluminal angioplasty (PTCA)
are produced sterile in a sterile packaging Tyvek,
that is complied with ISO 11607. Catheters are
covered Dby protecting shell (type *“snail”)
manufactured of polypropylene. This shell
protects the device from all external mechanical
impacts during transportation. Sealed devices are
packed in a carton box together with the
instruction for use.

Sterility is valid for 3 years if package is not
opened or damaged.

Devices packed in carton boxes further are packed
in transportation package made of corrugated
board. Transportation band is applied on the
perimeter and on the sides. Size of transportation
package is (710+3) x (570+3) x (395+3) mm.
Transportation package contains up to 74 units.
Maximum weight of 1 transportation package is
no more than 21 kg.

KOMIMMNEKTALUWNA/ SUPPLY

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Komnnektaups acex BapuaHToOB ucuonmenns \ T\te compVete set of a\\ vauanls cons\sTs of: \

COCTOUT U3:
» KateTep 6afiNOHHbIN - 11T,
*  /HCTPYMEHT Ana NpombiBaHua - 1T,
e 3akum Kartetepa- 1T,
e IHCTPYKUMA MO NPUMEHEHWUIO - 1 LWT.

» BaWoon calVieler - \ pc.;
* Flushing tool - 1pc.;

* Catheter clip - 1pc.;

* Instruction for use - 1pc.

FAPAHTUNHBLIE OBA3SATE/IbCTBA/WARRANTY STATEMENT

MpousBoauTenb  rapaHTMpyeT  COOTBETCTBUE
KayecTBa  MEAMUMHCKOro  um3genus  npu
cobntofeHnn TpeboBaHWIn  3KCMNyaTauMOHHOM
[AOKYMeHTauuu.

The manufacturer guarantees the compliance of
the quality of the medical device with the
requirements of the operational documentation.

CPOK IOAHOCTW/SHELF LIFE

CpoK roAHOCTM KaTeTepa COCTaBnseT 3 ropa.
[aHHOoe W3fenMe 3anpelLaeTes MCMofb3oBaTh
nocne faThl OKOHYaHWMA CPOKAa TOAHOCTH,
YKa3aHHOTr0 Ha YMaKoBKE.

8helf life of the catheter is 3 years. This product
should not be used after the expiry date indicated
on the package.

MNOPAAOK OCYLLUECTBJIEHUNA YTUNUSALUNN NN YHUNYTOXXEHNA
MEAVNUNHCKOIO U3QENNA/ PROCEDURE FOR UTILIZATION OR
DISPOSAL OF MEDICAL DEVICE

N3penns, UMeBLLIVE KOHTAaKT C KPOBbH W/Wnn
OPYTUMM  BUONOTUYECKUMU  KMAKOCTAMM,
MOANEXAT YTUAM3ALUUM WU YHUYTOXKEHNHO
COrNacHo ¢ NpaBuiamMn 06paLLeHNs ¢ OnacHbIMY

oTX0faMW,  MPUHATBIMU B MEAMLIMHCKOM
YUPEXAEHNMN.
Hencnonb3oBaHHble u3genns  (He  MMeBLUME

KOHTaKTa C KPOBblO W/WAK C GUONOrMYecKMM
YKNIKOCTAMU), B TOM UMC/E C UCTEKLLMM CPOKOM
roAHOCTW,  MoAneXaT  yTuauzaumn  wu/vnm
YHUUTOXEHUIO COFMacHO C O6LIMMM MpaBuiaMu
YyTUAM3aUMN  MPUHATBIMA - B MEAULMHCKOM

YUPEXAEHNMN.

Devices that have contact with blood and/or other
body fluids must be disposed of and/or destroyed
in accordance with the rules for handling
hazardous waste adopted at a medical facility

Unused products (not having contact with blood
and/or biological fluids), including those that
have expired, must be disposed of and/or
destroyed in accordance with the general disposal
rules adopted at a medical facility

NMEPEYEHb MEXAYHAPOAHbLIX HOPMATUWBHbLIX JOKYMEHTOB,
KOTOPbIM COOTBETCTBYET MEAVNUMNHCKOE N3AEJTNE/
THE LIST OF NATIONAL AND INTERNATIONAL REGULATORY

DOCUMENTS/STANDARDS, WHICH MATCHES MEDICAL DEVICE

NeNo. MpumeHsiembii ctaHgapT / Applied standard

1 EN 1S013485: 2016 (1S013485: 2016), «MeauumHckme nsgenms - CUCTEMbl MEHEPKMEHTa
KayecTBa - TpeboBaHMA K HOPMaTUBHOMY perynuposaHuto» / EN 18013485:2016
(18013485:2016), “Medical devices - Quality management systems - Requirements for
regulatory purposes”
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10

14

EN 1S014971: 2012 (1S014971: 2007), «W3penusi MeauumHcKue. TlpuMeHeHue
MEHEMKMEHTA pUCcKa K meauumHckum m3gennam» / EN 15014971:2012 (15014971:2007),
“Medical devices - Application of risk management to medical devices”

15010555-1:2013, «BHyTpucocyaucTble KateTepbl. KaTeTepbl CTepu/bHblE OLHOPa30BOro
npumeHeHns. Yactb 1 O6uwpe TpeboBaHus» / 15010555-1:2013, “Intravascular catheters -
Sterile and single-use catheters - Part 1 General requirements”

15010555-4:2013, «BHyTpucocyamcTtble KateTepbl. KaTeTepbl CTepu/bHble O4HOPa30BOro
npumeHeHns. Yactb 4: KateTepbl 6an110HHON gunataummu» /15010555-4:2013, “Intravascular
catheters - 5Sterile and single-use catheters - Part 4: Balloon dilatation catheters”

EN 15010993-1:2009 / AC:2010 (15010993-1:2009), «OueHKa 6MOIOrMYecKoro AenNcTBUS
MeANLUMHCKMX n3genuin. Yactb 1 OueHKa 1 UccnefoBaHns B paMmkKax MeHepKMeHTa pucka» /
EN 15010993-1:2009 /AC:2010 (15010993-1:2009), “Biological evaluation of medical
devices - Part 1 Evaluation and testing within a risk management process”

EN 15010993-4:2009 (15010993-4:2002, skntovass Amdl: 2006), «bronormnyeckas oueHka
MeAULMHCKMX n3gennin. Yactb 4. BbI6op MCNbITaHUA, OTHOCALLMXCA K B3aUMOLENCTBUIO C
KpoBbto» / EN 15010993-4:2009 (15010993-4:2002, including Amdl:2006), “Biological
evaluation of medical devices - Part 4: 5election of tests for interactions with blood”

EN  15010993-5:2009 (15010993-5:2009), «OueHKa 6MONOrNYECKOro  AENCTBUS
MeNLMHCKMX n3genuin. YacTb 5. iccnefoBaHns Ha LMTOTOKCUYHOCTbL: MeTofbl in vitro» / EN
15010993-5:2009 (15010993-5:2009), “Biological evaluation of medical devices - Part 5:
Tests for in vitro cytotoxicity”

EN 15010993-7:2008 / AC:2009 (15010993-7:2008), «buonoruyeckasd oOLeHKa
MeAMUMHCKMX  m3gennid. Yactb 7. OcTaTouyHOe cofepXkaHue 3TWNeHOKcuAa rnocne
ctepunmsayum» / EN 15010993-7:2008 /AC:2009 (15010993-7:2008), “Biological evaluation
of medical devices - Part 7: Ethylene oxide sterilization residuals”

15010993-10:2010, «bronornyeckas oueHka MeanMuMHCKUX msgenuin. Yacts 10. MNpobbl Ha
pasfipaXkeHne W1 anniepruyeckyro peakumo 3amepdsieHHoro Ttuna» / 15010993-10:2010,
“Biological evaluation of medical devices - Part 10: Tests for irritation and skin sensitization”
EN 15010993-11:2009 (15010993-11:2006), «OueHka 6MONOrNYECKOr0 [AENCTBUSA
MeanUMHCKMX m3gennid. Yactb 11 WccnepoBaHusi OBLLETOKCMYECKOrO AencTBUS» [
EN 15010993-11:2009 (15010993-11:2006), “Biological evaluation of medical devices - Part
11: Tests for systemic toxicity”

EN 15010993-12: 2012 (15010993-12: 2012). «OueHKa 6KONOrMYECKOro [aAencTems
MeAMLMHCKMX m3genmii. Yactb 12. MNoarotoBka 06pasLoB U cripaBoYHble matepuabl» / EN
15010993-12:2012 (15010993-12:2012), “Biological evaluation of medical devices - Part 12:
5ample preparation and reference materials”

EN 15010993-18:2009 (15010993-18:2005), «OueHKa OMONOrMYECKOro [AenCTBUA
MeAULIMHCKMX n3genunii. YacTb 18. VccnegoBaHne XMMUYECKMX CBOMCTB Matepmanos» / EN
15010993-18:2009 (15010993-18:2005), “Biological evaluation of medical devices - Part 18:
Chemical characterization of materials”

15011135:2014 «CTepunmnzaums MeaMUMHCKON NpoAyKuun. ITuneHokend. TpeboBaHus K
pa3paboTke, BaMaUMn W TeKyLUeMy KOHTPO/IKO npouecca CTepunmnsaumm MeguumMHCKUX
n3genmin» [/ 15011135:2014, “Sterilization of health-care products. Ethylene oxide.
Requirements for the development, validation and routine control of a sterilization process for
medical devices”

EN 15011138-2:2009 (15011138-2:2006) «CTtepunuzaums MeAMLUUHCKON NpPoayKUUK.
Buonornyeckne wuHgMkatopbl. Yactb 2. Buonorvyeckue WHAMKATOPbI A9 METOAOB
cTepunmsaumm okengom atuneHa» / EN 15011138-2:2009 (15011138-2:2006), “Sterilization
of health care products - Biological indicators - Part 2: Biological indicators for ethylene
oxide sterilization processes”
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EN 556-1:2001 /AC:2006, «Ctepunuzaumsi MeaVMUMHCKMX un3genuid. TpeboBaHust K
MEAULIMHCKUM U3OeNnsM KaTeropum "ctepunbHble”. YacTb 1 TpeboBaHWUS K CTEpUAN3aLIN
yNakoBaHHbIX MeAULUHCKMX n3genuin» /| EN 556-1:2001 /AC:2006, “Sterilization of medical
devices - Requirements for medical devices to be designated "STERILE" - Part 1
Requirements for terminally sterilized medical devices”

EN ISOI 1607-1: 2009 (1SOI 1607-1: 2006) «YnakoBKa A/ TEPMUYECKN CTEPUNN30BAHHbIX
MeAMLMHCKMX YCTPOWCTB. YacTb 1 TpeboBaHWMA K Matepuasnam, CTepusibHble 6apbepHble
CUCTEMbI N YNaKoBOYHble cucTembl» / EN 1SO 11607-1:2009 (ISOI 1607-1:2006), “Packaging
for terminally sterilized medical devices - Part 1: Requirements for materials, sterile barrier
systems and packaging systems”

EN ISOI 1607-2:2006  (I1SOI 1607-2:2006) «YnakoBKa  MeAMLUMHCKUX  W3AENUiA,
CTEPUNM3YEMbIX Ha 3aBepLiatoLleil cTagum npousBofcTea. Yactb 1 TpeboBaHus K
matepuanam, bapbepHbIM CUCTEMaM CTepuansaummn 1 cuctemam ynakoskm» / EN 1SO11607-
2:2006 (1S011607-2:2006), “Packaging for terminally sterilized medical devices - Part 2:
Validation requirements for forming, sealing and assembly processes”

EN 20594-1:1993 (1S0594-1:1986) «/[leTanu coeanHNTENbHbIE C KOHYCHOCTLIO 6 % (J1t03pa)
N1 LWUNPULEB, UM 1 APYroro MeauumMHCKoro obopygosaHus. Yacts 1 O6uime TpeboBaHUs»
/ EN 20594-1:1993 (1S0594-1:1986), “Conical fittings with a 6% (Luer) taper for syringes,
needles and certain other medical equipment - Part 1. General requirements”

1S0594-2:1998 «[leTanm coefnUHUTENbHbIE C KOHYCHOCTLIO 6 % (J1t03pa) Ana WNpULEB, U
N Apyroro MeauuUMHCKOro obopygosaHuns. YacTb 2. JTlO3pOBCKME HaKOHEYHWUKM» [ 1S0594-
2:1998, “Conical fittings with 6 % (Luer) taper for syringes, needles and certain other medical
equipment —Part 2: Lock fittings”

EN 980:2008 «[I'pagmyeckre CMMBOMbI, WUCMOMb3yeMble MNPU MapKUPOBKE MeAULUHCKMX
n3penuiny / EN 980:2008, “Graphical symbols for use in the labelling of medical devices”
EN 1041:2008 «HopMaLms, NocTaBnsieMass U3roToBUTeNIeM ANS MEAULMHCKUX U3Lenmnin» /
EN 1041:2008, “Information supplied by the manufacturer with medical devices”

ISO 14644-1:1999 «Uuctble MOMELLEHMA U CBA3AHHbLIE C HWMWU KOHTPO/MPYEMble Cpefpl.
Uactb 1 Knaccuukaums umctoTbl Bo3gyxa» [/ 1SO14644-1:1999, “Cleanrooms and
associated controlled environments. - Part 1: Classification of air cleanliness"

1SO 14644-2:2000 «YunCcTble MOMELLEHUS U CBfi3aHHble C HUMW KOHTPOMPYeMmble Cpeabl.
UacTb 2. TpeboBaHMS K KOHTPOMKO WM MOHWUTOPUHTY ATA MOATBEPXKAEHWUS MOCTOSHHOIO
cootsetcTBUA 1S014644-1» [ 1SO14644-2:2000, “Cleanrooms and associated controlled
environments. - Part 2. Specifications for testing and monitoring to prove continued
compliance with 1SO 14644-1”

EN 1SOI 1737-1:2006/AC:2009 (ISO 11737-1:2006) «CTtepunmsauns MeaULUHCKNX
n3genuin. Mukpobuonoruyeckme metogbl. Yactb 1 OueHka nonynsuumM MMUKPOOPraHu3MoB
Ha npogykumu» / EN 1SO11737-1:2006/AC:2009 (ISO 11737-1:2006), “Sterilization of
medical devices - Microbiological methods - Part 1 Determination of a population of
microorganisms on products”

EN ISOI 1737-2:2009 (ISO 11737-2:2009) «Ctepunmsaums MeLUUMHCKUX  U3LeNNIA.
Mukpobuonornyeckre Metofpl. Yactb 2. VcnbiTaHUA Ha CTEPUIbHOCTb, NMPOBOAMMbIE MPU
BATMAAUMM npoueccoB crepunmsaumm» / EN 1S011737-2:2009 (ISO 11737-2:2009),
“Sterilization of medical devices - Microbiological methods - Part 2: Tests of sterility
performed in the definition, validation and maintenance of a sterilization process”

EN 62366:2008 (IEC 62366:2007) «Annapatypa MeauumHcKas. Vicnonb3oBaHe TEXHONOT A
no MNpPUMEHMMOCTM K MeauumuHckor annapatype» / EN 62366:2008 (IEC 62366:2007).
“Medical devices - Application of usability engineering to medical devices”
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Registration No,(bY|

NOTARIAL CERTIFICATE

1, the  undersigned  Notary, do  hereby
certify that Ryoji ITOU, an agent of Takeaki MIYATA, Manager
of Regulatory Affairs & Quality Assurance Team, Medical Devices
Solutions Vehicle of KANEKA, CORPORATION who has been
authorized to sign the attached document, has stated in my very
presence that said Takeaki MIYATA acknowledged himselfto have
signed the attached document, and that his signature is true and

genuine.

Dated- on this 8" of May, 2020.

TONO te u AFFMS BUREAI

NOTARY
2-2-2, UCHISAIWAICHO NOTARY
CHIYODA-KU

TOKYO JAPAN
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MepeBof C aHMMIACKOTO i3blKa 1 ANOHCKOTO 3blKa Ha PYCCKMiA A3bIK

«YTBEP>XOAHO»

KAHEKA KopnopeiLuH
(LWramn): KAHEKA KopnopeiLH
[VpeKTop 0TAeNa HOPMaTUBHO-NPABOr0 PeryMpoBaHuns
1 0becneyeHnss KavecTsa
(AomKHOCTD)

Taksakn Muata

(MwmA)

/nognuce/

(nognuce)

17anpena 2020 r.

pgaTa

M.I.

PernctpayoHHbIin Ne1541
HOTAPVAJ/IbHOE CBUAETE/IbCTBO

#, HMXENOoANMCaBLLMIACA HOTapuycC, HaCTOSLLMM CBUAETENbCTBYH), UTO rocnogmH Péasm HTO,
npefctaeutens rocnoguHa Taksakm MUWATA, paupektopa oTAena HOPMAaTMBHO-NPaBOro
PerynnpoBaHns 1 obecrneyeHns KadecTBa MNOApasgeneHus MeauumHCKMX usgennii KAHEKA
KopnopenLwH, KoTopblid Bbl YMNONHOMOYEH CTaBUTb MOAMUCH HAa NpuiaraeMoM [OKYMeHTe, B
MOEM MNPUCYTCTBMWU chenan 3asB/ieHne, YTO HasBaHHbIA Taksaku MUWATA npusHaeT, 4TO OH

COOCTBEHHOPYYHO MPOCTaBWA MNOAMNMCH Ha NpUIaraeMom JOKYMEHTE, 1 YTO ero NoAnuch SBNSeTCs
NOL/IMHHOMN.

[Jata: «08» maa 2020 roga

(Wramn):  /nognuce/
OCA, Xnpastoku, HoTapuyc

(MeyaTb):  AAMUHUCTPATUBHO-HOPUAMYECKOE YNpaB/ieHne Mo oKpyr ToKno
HOTAPUNYC
2-2-2 YTUCABAWTE,
TUEDA-KY
TOKWO, AMOHUSA
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/parmeHT nevatn/

PernctpaunoHHblin Ne1541, 2020 rog
HOTAPUAJIbHOE CBUAOETE/IbCTBO

HacTtoawmm ygoctosepat, yto rocnognH HTO, Pénsu, npeacrtasutens rocnogvHa MPIATA,
Taksaky, Hagnexawmm o06pasom YMNoNHOMOYEHHOrO NpuUHUMNana, AWpekTopa oTgena
HOPMaTUBHO-MPABOro PerynvMpoBaHna 1 obecrneyeHUs KavyecTBa NoApasfeieHns MeauLMHCKUX
n3genmin «KAHEKA KopnopeiwH», B MOeM NPUCYTCTBUM CAenan 3asBfieHne, YTO Ha3BaHHbIN
NPUHUMNAN MPU3HAeT, YTO OH COBCTBEHHOPYYHO MPOCTaBWA MOAMUCH Ha NpuiaraeMom
[IOKYMEHTe.

Kocas yepTa npo6ena

(MeyaTb): OCA, X1nastoKn, HoTapuyc

CoBepLueHo «08» mas 2020 roga

B KOHTOpPE HVKenoAnucaBsLLerocs Hotapuyca, agpec:
AnoHus, Tokuno, Tnépa-ky, CaliBain-Té, 2-2-2
AAMVHUCTPATUBHO-OPUANYECKOrO YrpaB/ieHNs

no okpyry Tokuo, AnoHus,

HoTtapuyc /noanuce/
(MeyaTb): OCA, X1A3t0KK, HOTapuyc

HoTapuanbHas KOHTOpa
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MepeBoA AaHHOIO TEKCTA BbIMOMHEH NepeBoA» MANTcAS0NANNHOK ANEKCEEBHOM

Poccuitickas degepaums

"opoa MockBa
[Bajuartb 1eBATOro Mas [iBe Thbica4n ABajuaToro roja

A, MwuneBckas AHHa AHBapOBHa, BPEMEHHO WCMOMHAKLWAA 00583aHHOCTU HOTapuyca ropoja
Mockebl [ypapesa AnekcaHgpa BnagvmupoBuya, CBUAETENbCTBYHO MOAJ/MHHOCTL - MOAMUCK
nepesofuvKa Eroposoit AiMHbl ANEKCEEBHbI.

Moanuce caenaHa B MOEM MPUCYTCTBUN.

JInyHocTb NnognucasLlero JOKYMEHT YCTaHOB/eHa.

3aperucTpuposaHo B peectpe: Ne 77/178-H/77-2020-

B3bICKaHO rocyapCTBEHHON NoLwwvHbl (Mo Tapudy): 100 py6. 00 kon.

Ynna}l#Hesa okasaHue ycnyr npaBoBOro 1 TexHuyeckoro xapakrepa: 300 py6. 00 kon

A. A. Munesckas

Bcero npoLHypoBaHo, MPOHYMEPOBAHO U CKpenie nncT(-a,-oB).

BPWO HoTapuyca:
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NHCTPYKUMA MO NPUMEHEHUIO
MeANLIMHCKOro u3aennsa + MNpunoxeHne s
Poccuinckon depepaumn/
Instruction For Use + Attachment for Russian
Federation

KaTeTep 6a/110HHbIN AnNaTauuoHHbIN 47151 YPECKOXXHOW
TpaHCNIOMUHaIbHOW KOpoHapHoi aHrmnonnactukm (UTKA)
NEON NC/

Balloon dilatation catheter for percutaneous transluminal

coronary angioplasty (PTCA) NEON NC

«YTBEPXOAK » /| <APPROVE»
KANEKA Corporation

KANEKA CORPORATION

Manager of Regulatory Affairs & (Quality Assurance Team

(da'*HOcmb/position)
Takeaki Miyata

(iILMWiiame)

/nognuce/sitature)

dama/date

M.M. / Stamp
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(K)

VIHCTPYKUWS N0 NPUMEHEHNIO

NEON™NC

KareTep 6annoHHoi gunatauum ans UTKA

(MpoTuBONOKa3aHus]

1. ToNbKo ANt 0AHOKPATHOTO NPUMeEHeHNs. He cnonb3osath
nNoBTOPHO. He noaBepraTb NOBTOPHOI1 06pa6oTke U NOBTOPHOI
cTepunusaLmn.

N

MpoTnBONOKa3aHO UCMO/L30BAHME JaHHBIX KOMMOHEHTOB /1A
CrieAyloLWVX rpynn NaLuneHTos:
— NaLVeHTbI C He3aWMILEHHbIM MOPaXEHNEM B CTBO/E NIEBOM
KOPOHaPHOI apTepun;
— NauWeHTbI CO CNasMOM KOPOHAPHOW apTepui B OTCYTCTBUE

3HAUYMMOrO CTeHo3a.

w

. He pacLumpsiite 6a1oH 40 , np!
KPOBEHOCHOTO COCy/a B6/1M31 CTEHOLIYECKOTO NOBPEXAEHMS.
(KpoBEHOCHbII cocy, MOXET 6bITb MOBPEXAEH MU pa3opBaH.)

»

He pacLumpsiite 6annoH o Jit , Np 0
HOMWUHA/bHOE jaBNeHIe Pa3pbIBa, (GasiI0H MOXET PasopBaThCs, 1
(hparMeHTLI MOTyT OCTaTLCS B TENE NaLyeHTa.)

o

3anpeLLeHo CKMMaTb PYKOii KOMMOHEHTbI CTEHTA U cucTemy
AOCTaBKM CTEHTa.

o

. Micnonb3oBaHne AaHHOTo N3/ieNns NpoTUBOMOKa3aHo 41a
NaumneHToB C HENEepPeHOCUMOCTbLI0 aHTUTPOMGOLUTAPHON
1 aHTUKOAryNsHTHOM Tepanuu.

[®opma 1 KoHCTPYKLUSA]

1. BannoHHblil kKaTeTep
cCxemaruyeckoe npejaasneHne>

KeHengns
npononouoio
Gmnom npomn»Mka  Tp)rGM)CAT»Ippl
OBCPCTXrana 3" MPOBONOHbIi NPBEOAUHK
npuanuunwo AsHesg0anT»
npomg-niiu

2. VIHCTPYMEHT AN NPOMbIBaHNA (C hyHKLMel CBEPTbIBAHNSA

6annoHa)
_ HakumeuHnk/n)(MAN Bnpumsibins
BXOAAN KIKYU np Gpnonn
Mpumeuanne

VIHCTPYMEHT /15l NPOMbIBaHISA UCNIO/b3YeTCs ANs
NPOMbIBAHUS KaHasia IPOBO/IOYHOTO NPOBOAHMKA JAHHOTO
u3genns. 8 cnyyae He06X0AMMOCTY NOBTOPHOTO BBEAEHNS
nocne U3BNEYEHNS U3ENNA U3 TeNa naumeHTa 6an10H MOXHO
noMeaunTb B UHCTPYMEHT /15 IPOMbIBaHNS B LieNsX
cBepTbIBaHUA 6as1oHa B 601ee KoMnakTHYH hopmy.
VIHCTPYKLMN N0 MPUMEHEHNIO NHCTPYMEHTA A/1St NIPOMbIBAHMS
cwm. B pasgene (MeToa onepaTBHOro BMellaTe/bCTa, nm
VHCTPYKUMA no npumeHexnto] 1. MoaroTtoska'3).

3. 3axum katetepa

Mpumevanne
3axiM KaTeTepa NPUMEHSIETCA /415 CBA3bIBAHWA TPy GKN
KaTeTepa aHHOro N3aenus.

[Moka3aHunsa K npuMeHeHno]

1. NokaszaHwus
JlaHHOe u3aenve NpeHa3HaueHo ANis NaLMEHTOB C NHAAPKTOM
MUOKapAa v CTEHOKapANeil.

2.TMpepHasHaueHne
JlaHHoe U3fenne npeaHasHaueHo ANs paclunpeHus
CTEHO3MPOBAHHOTO y4acTka KOPOHAPHOM apTepun Npn
NPOBEAEHINN YPECKOXHOMN TPAHCIIOMUHALHON KOPOHAPHO
aHruonnacTuku (UTKA).

[Xapaktepuctuku nsgenus]

1 HomuHanbHoe gasnexune (NP) 1 HOMUHaIbHOE AaB/eHne

paspbiBa (RBP)
Avname” 6annoHa NP RBP
£ 2.00 MM 2.0Mna (20 Atn)
12Mna
oT 2.25MM A0 4.00 MM 2.2Mna(22 Atm)
(12ATM)
i 4.25mm 2.0 Mna (20 Atm)

2. MakcumasibHblii AMameTp NpoBO/IOYHOTO NPOBOAHMKA
0.36 MM [0.014 groiima)

(MeToyg onepaTMBHOTo BMeLLATENbCTBA, UK
VHCTPYKLWS N0 NPUMEHEHMI0]

1. TMoarotoBka
1) Co6riogas npaBuna acenTuku1, U3BMEKUTE KaTeTep U3 yNakoBKM,

OTAeNUTE 3aLUTHbIE MaTepUasbl, BKIOYAs 3aLLVTTHYI0 0G0OI0UKY

6as110Ha. OCTOPOXHO BbIHLTE KATETEP 1 Y0CTOBEPLTECH B

oTcyTcTBUM fechekT(HO. Hanpumep paspbiBOB.

2) Ypanute Bo3ayx 13 6as1oHa v kaHana paclu deHus 6asioHa a

COOTBETCTBUM C YKazaHHbIMI a/iee NPOoLeAypamu.

(a) MpucoeanHUTE YCTPOWCTBO /1 PACILMPEHIS, 3an0/THEHHOE
KOHTPACTHOI# Cpefjoii, pacTBOPEHHOI B CTEPUILHOM
(h13N0MIOrMUecKoM pacTBOPe acooTHowweHnn 11 (aanee
KNAKOCTb CUCTEMbI PACLUIMPEHNST), @ OTBEPCTUE /1S
paciumpenuns 6anioHa (aanee 0TBEPCTUE A/1S PACLUNPEHNS)
pasMecTuTe AaHHbI KaTeTep AUCTasbHLIM KOHLOM BHU3.

(6) Mocne BO3aECTBUA OTPULATENbHBIM ABNEHNEM
CMOMOLLbIO YCTPOUCTBA ANIS PACLUMPEHUS B TEYEHUE
npn6IN3NTeNLHO 15 CeKyH/ NOCTENEeHHO CTpaBnvBaiiTe
oTpULiaTENbHOE aB/IEHNE, NO3BOSIAS KUAKOCTU CUCTEMbI
pactuMpeHns HanoHNTL 6aN/OH 1 KaHas PacLUNPeHNs
6as1/10Ha 1 BBITECHUTbL BO3/YX.

(8) MoBTopUTe Npoueaypy (6) 4O NOTHOTO BLITECHEHUSA BO3AyXa.

(r) OTCOeAMHITE YCTPOIICTBO A1 PACLUMPEHNS OT OTBEPCTUA
[V151 PACIUMPEHNS 1 NONTIOCTBLIO YAA/IUTE BO3/YX U3
YCTPOCTBA AN PaCLUNPEHNS.

() CHoBa NoAcoeAnHUTE YCTPOMCTBO /1 PaCILMPEHNs K
OTBEPCTYIO /151 PACLUINPEHNS 1 CO3AaiATE OTpULIATENbHOE

57/ 113(3230-2)
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[iaBnienve. Y6eavBLIMCh B TOM, YTO BO3AyX Goree He
nocTynaeT 06paTHO B YCTPOICTBO A/151 PACILMPEHNS,
nocTeneHHo CTpaBuTe oTpULATENbHOE AaBeHNe. (41s
3Tanos npoeaypbl (aHA) BMeao ycTpoiicTa ans
pacLUMpeHns MOXHO UCNO/b30BATb LNPULL.)

(e) [o paclumpeHus norpy3ute 6annoH B CTEPUNbHbI
(hU3NONOTNYECKNiA PACTBOP HE MEHEE YEM HA OJHY MUHYTY.

3) MMpomoiiTe KaHan NPOBOOYHOTO MPOBOAHMKA C NOMOLLEI0

VHCTPYMEHTa /15 IPOMbIBAHMSA B COOTBETCTBUM CO CrieflyioLieit

npoLeaypoii.

(a) HaGepuTe Hy)XHOE KO/IMYECTBO renapuHN3MpoOBaHHOTO
(hu13n0NOrNyecKoro pacTBopa B WNPUL, U BCTaBbTe
VHCTPYMEHT /1 NPOMbIBAHNS B HAKOHEUHMK /1103pa /1
NPOMbIBaHMS.

(6) BcTaBbTe AuCTa/IbHBIN KOHEL, N34eus BO BXO4 ANS
CBEPTLIBAHUA 6aslNIOHa 0 MOMEHTA, KOT/ja U3fenine BCTPeTUT
MPEnsTCTBUE BHYTPU MHCTPYMEHTA.

(B) MpomoiiTe kaHan /1 NPOBO/IOYHOTO NPOBOAHMKA
renapuH13MPOBaHHbIM (H3MONOTNYECKAM PACTBOPOM C
NOMOLLBH0 LWNPULA 1 3aMO/THUTE KaHaN PacTBOPOM.

2. BBefeHue uyjaneHne 6annoHHOrO KaTeTepa

1) NMpoBeauTe kaTeTep BAO/L NPOBOAHMKA K ANCTASILHO.MY KOHLYY
ouara nopaxeHusi. MIcnonb3yiiTe Ans kaTeTepa npoBOAHMKOBbIN
kateTep kanmbpa 6 French nnu 6onblue. Mog KoHTponem
PEHTTeHOCKONN NPOBEAUTE KaTeTep TakuM 06pasoM, YToGb!
PEHTTEHOKOHTPaCTHast METKa Ha AUCTa/IbHOM KOHLLE KateTepa
[OCTUINIa LeNeBOro yuacTka. Bo Bpems aToii npoueaypbl GannoH
[IOMKeEH GbITb CKaT.

2) OnpepaenuTe NonoXeHne 6an/I0HHOTO KaTeTepa u 3akpyTuTe
reMOoCTaTU4YeCKIii KnanaH JOCTAaTOUHO MN/I0THO, YTOGkI
NpeAoTBPATUTH yTeuKy KpoBU. CrieuTe 3a Tem, YToGh! He
3aTSHYT KNanaH C/IMWKOM CU/bHO. (3TOMOXET HapyLINTL TOK
KOHTPACTHOI Cpebl B KaHaN AN PACLUMPEHUS 1 3aMefUTL
pacluMpeHue u cyxeHue 6asnoHa.)

3} PaclumpbTe 6a/10H 10 AOCTVKEHNS HYXHOTO 3HAYEHUI
[iaBNIeHNs B 3aBUCUMOCTY OT CBOMCTB O4ara nopaxeHus.

4) Korpa npouesypa GyAeT 3aBeplueHa, NoSHOCTLIO COXMUTE
6a1/10H 1 0CNaBbTe reMoCTaTUYECKMIA KnanaH.

5) CnomoLLblo peHTreHockonun y6eanTech, YTo 6aioH
NOMHOCTBIO BTSIHYT B NPOBO/HIKOBBIN KaTeTep, 1 U3BNekuTe
aTOT KaTeTep.

3, 3ameHe kaTeTepa gns UTKA

1] OcnabbTe remocTaTUyecKuii knanaH.

2} OAHOI pyKoii yaepxuBaiiTe NPOBOAHUK U reMocTaTuyeckuii
K1anaH, 4To6bl He JONYCTUTL CMELLEHNS TPOBOAHMKA C HYXHOTO
NONOXeEHNs B KOPOHAPHOII apTepun. [ipyroit pykoii 3axeatute
[fiepxatesib 6aNI0HHOr0 KaTeTepa v HauHUTE BbITATMBATL STOT
KaTeTep 3 NPOBOAHMKOBOTO KaTeTepa. BaTo Bpemst
HE0GX0ANMO CNeANTb 3a NOOKEHUEM NPOBOIOYHOTO
NPOBOAHMKA NOCPEACTBOM PEHTTEHOCKONNN.

3) MocTeneHHO N3BNekaiiTe 6annoHHbIA kaTeTep A0 Tex Nop, noka
Ha MNOBEPXHOCTM HE OKAXETCA ero 0TBepcTie A1
NPOBO/IOYHOTO NPOBOAHNKA. YEPXMBAs NONOKEHNE
NPOBO/IOYHOTO NPOBO/HNKA, MPOXOASLLET0 Yepes 061acTb
nopaxeH1si KOPOHAPHON apTepuyt, akkypaTHO CHUMUTE
6an/10HHbIN KaTeTep C NPOBOAHNKA.

4) 3akpoiiTe remocTaTUYeCKUit knanaH.

»
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5)  O3HaKOMUBLUMCH C MH(hOPMAaLVeli 0 IMCTKe-BKNaaplle,
noAroToBbTE KaTeTep /151 GbICTPO CMEHbI 1 YCTAHOBUTE €r0 Ha
MecTo.

[Mepbl NpejOCTOPOXHOCTY, CBA3AHHbIE
cnpoueaypamu]

1 ,U,U Havana ucnosib3oBaHnA BbITECHUTE BECb BO3AYX U3 GannoHa
W Kakana gns paclumpeHuns, 3amecTus ero XXnuakocTbi CUCTEMbI
pacwmpeHus. (B ciyyae HEMOIHOTO yAaneHus Bo3gyxa
KOHTPO/MPOBaTb COCTOSAHUE paclunpeHns 6annoHa
nocpeacTBOM peHTreHockonuu HeEOSMO)KHO.)

Vcnonb3yiiTe XnAKOCTb CUCTEMbI PACLUIMPEHUS, YTOGbI
pacwmnpunTb 6as1oH. [N paclumpeHus 6asiioHa 3anpeLueHo
ucnonb3oBarb raaooﬁpaaHble BeLeCTBa, Takne Kak Bo3ayx.
Mepep paclumpeHem o6a3aTenbHO Norpy3unTe 6asnoH

N

w

9 CTepUNbHBLIN (PU3MONOXKYECKIIE PACTBOP HE MEHEE YEM Ha.
O/JHY MUHYTY, NOCKO/bKY HaTsKeHMe GasioHa MoXeT
YMEHBLUNTLCS.

He nepemeLwiaiTe kateTep, noka 6a/inoH B KPOBEHOCHOM COCYAE
paatwpeH. (MepemeLLeHye kateTepa C PacLUMPEHHbIM GaIoHOM
MOXET NPUBECTM K MOBPEX/EHMI0 KDOBEHOCHOTO COCY/A, Pa3pbiBy
6asnioHa nam usnomy karetepal

o

BBe/jeHVe 1 U3B/IeyeHne kateTepa CieflyeT BbiNo/HATL
Me//IEHHO, C OCTOPOXHOCTLH. (EC/IM NpoLeaypa BbINONHAETCS
C/MLIKOM GbICTPO, 3TO MOXET NPUBECTY K 3a/10My NN

noBpexgeHunio Tpy6ku kateTepa.)

6. [1ns nonyueHnst MHchopmaLmn 0 paboTe C MeANLMHCKUMM

M3AENNAMIA B COYETAHUN C JaHHBIM KATETEpPOM CriefyiTe
VHCTPYKLMSM, NPE/CTaBNEHHbIM BMECTE C yNaKOBKOI AaHHbIX
n3genuit.

7. leficTBYMTE C OCTOPOXKHOCTBIO, YTOGbI HE 0NYCTUTL daNoMa-n
cBOpauvBaHusa Kkatetepa Ansa gunatauum YTKA npu
thopmnpoBaHUM neTenb kateTepa.

8. [leficTByiiTe C OCTOPOXHOCTBIO, YTOGHI HE AONYCTUTL 3a/10Ma UK

CBOpauMBaHUA CTEPXHA KaTeTepa Npu yjaneHnn saxmma
KareTepa.

Ecnm Heo6Xx01MMO CHOBa BCTaBUTL KaTeTep, NpeABapuTebHO
NPOMOiAiTe KaHan NPOBO/IOYHOTO NPOBOAHUKA.

10. 3akpenuTe kaTeTep 415 gawataumm YTKA ¢ nomoLblo 3axxuma

KateTepa Ha Gosiee XeCTKAM. NPOKCMMabHOM KOHUE. He
WCNONb3YIiTe 3aKNM Ha TMGKO AUCTaNbHOM Tpy6ke unn
KaTeTepax, r. K. 370 MOXeT MOBPeAnTL KaTeTep A5 Aunataumn
UTKA.

11. MenLMHCK1E U3AENUS, UCTIONb3YEeMbIe BMECTE C AaHHbIM

KaTeTepOM, JO/KHbI IKCTyaTUPOBATLCS B COOTBETCTBUN C
VHCTPYKLUSIMI, NPEOCTaB/IEHHBIMY A5l K&XK0T0 TaKoro
uzgenms. (CM. MHCTPYKLMN MO NPUMEHEHMIO CTEHTOBbIX U3AeNNi
B C/lyyae 1Cno/b30BaHNs A4S nocTaunatauum nocne
CTEHTMPOBAHMNS!.)

[Mepbl NpefoCTOPOXHOCTY BO BPEMS UCMONb30BaHNS]

[BaxHble OCHOBHbIE Mepbl NPeA0CTOPOXHOCTH]

1 [laHHbIit KaTeTep MOXET UCMO/b30BATLCA TOMLKO Bpadamm,
NPOLEALNMI 0GYYEHNE BbINOHEHNIO YPECKOXKHO
TPaAHC/IIOMUHALHOM aHTMONNACTUKM.

2. Vi3apenve paspetueHo K UCMosib30BaHWIo y NaLNEHTOB C
6€PEeMEHHOCTLIO UM NOA03PEHNEM HA GEPEMEHHOCTb, TOMIbKO
ec/m 6b1710 ONpeAesieHo, YTO NO/b3a OT NIEUYEHNUS! MOXET
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MPEBLICUTL PUCK UCMO/b30BAHNS N3N,

3. TONbLKO f/151 OAHOKPATHOTO NPUMEHEHNSI. He ucnonb3osath
NOBTOPHO. He noaBepraTh NOBTOPHOI 06PaBbOTKe 1 NOBTOPHOI
cTepunnsauum. NMoBTOPHOE UCTO/b30BaHUe, NOBTOPHAS
06pa6oTka UM NOBTOPHAS CTEPU/IN3ALINA MOTYT HapyLINTL
CTPYKTYPHYIO LIENIOCTHOCTb YCTPOACTBA U (MNK) NPUBECTY K
HEMCNPaBHOCTI YCTPOICTBA, KOTOpasi, B CBOK 04epe/b, MOXeT
CTaTb NPUUNHOI TPaBMbI, 60M1IE3HN NN CMEPTI NauneHTa.

TMoBTOPHOE MCMO/b30BaHME, NOBTOPHAs 06PaBboTKa un
NOBTOPHAs CTEPUIN3ALNS TaKKe MOTYT CO3/jaTh PUCK
3arpsisHeHVs ycTpoiiasa u (Unu) cTaTb NPUUMHOM
VH(ULMPOBAHWS NN NEPEKPECTHOTO NHULIMPOBAHNS
naLveHTa, BK/K0Yas, NOMUMO NPoYero, nepesavy
VHDEKLMOHHBIX 3a60/1€BaHNIE OT OAHOTO NaLWEeHTa 4pyromy.
3arpsizHeHe yCTpoicTBa MOXET NpuBean K TpaBme, 601e3HN
WM CMEPTY NauyeHTa.

4. 3anpeLLaeTcs UCNo/b30BaTL U3AeNNE, ECIIN U3AE/NE UK ero
ynakoBka noBpexzeHsbl.

5. Mcnonb3oBaTk Cpasy Noc/e BCKPbITUA CTEPUIIbHOI YNaKoBKu.
Tocne UCnosb30BaHNs N3feNne JO/KHO PacCMaTPUBATLCS Kak
VHULMPOBaHHbIE OTXO/bI.

6. 3anpelLaeTcs UCMONL30BaTL Bellieasa, Cogepxallme
opraH1yeckie PacTBOPUTENM U MAC/IHUCTbIE KOHTPACTHbIE
BelecTBa. KOHTAKT C 3TMM BELLIECTBAMM MOXET NPUBECTH K
NOBPEX/AEHMIO KaTeTepa.

7. Mockonbky npouegypa YTKA MoxeT noeneuyb 3a co60i onacHble
OC/IOXHEHVS HauNHaliTe NpoBeAeHNe NPoLeayPbl TONbKO
n0C/e NOATOTOBKM K BbINO/HEHMIO SKCTPEHHOTO KOPOHAPHOTO
LWYHTAPOBAHMNS.

8. MoCKo/IbKY MPY NCMO/b30BaHUN AaHHOTO KaTeTepa MoryT
BO3HUKHYTb CEPbE3HbIE OC/IOKHEHNS, ONepaTUBHOE
BMELUATE/NLCTBO CIeAyeT BbINOMHATL B MEAULMHCKOM

yupexXaeHUM, B KOTOPOM [JOCTYMHO NPOBEAEHNE
|PeaHMaLMOHHbIX MEPONPUSATHIA.

9. Bpay, OTBETCTBEHHbI 3a POBE/EHNE NPOLLEAYPbI, JO/KEH
ONpeennTb ANNTENLHOCTL U KONNYECTBO PaCLUNPEeHUi
6as1/10HOB Ha OCHOBAHWM CBOETO OMbiTa.

10. Moka GannoHHbI kaTeTep BBEAEH B KDOBEHOCHBIN COCya, B
Lenisix NPe0TBPaLLEHNs CBEPTLIBaHNS KPOBI HEOGXOAUMO
BbINO/HATL UHCDY3MH0 reNapuHN3MPOBAHHOTO CTEPUBHOTO
¢hu3nonornyeckoro pacTeopa.

11. [laHHbIii KaTeTep MOXKET BbiTb BBEAEH TO/ILKO C NOMOLLbI0
NPOBO/IOYHOTO NPOBOAHNKA. (BBEAEHNE AaHHOTO kaTeTepa 6e3
BCMOMOraTe/lbHbIX CPEACTB MOXET NPUBECTU K MOBPEXAEHUIO
COCYANCTO CTEHKN U NPO6OAEHNI0 COCY0B.)

12. CoCTOPOXHOCTU) yNpaBnsiiTe ABUXEHUE KaTeTepa
B KDOBEHOCHOM COCY/ie, KOHTPO/IMPYS! PAcNo/IoXeHNe
1 HanpaB/ieHne ero KOHLLEBOM YaCTH C NOMOLLbI
PEHTIeHocKonuu.

13. He nepekpyunBaiite 1 He NpoBOpaumnBaiiTe GannexHbii karetep
WM NPOBO/OYHbIN NPOBOAHMK BO Bpems onepauyu. (Katetep
MOXET 3anyTaThCs, YTO MOBLICUT CONPOTUBNEHNE.)

14. EC/m B X0/3€ ONepaTMBHOTO BMELLATE IbCTBA OLLYILIAETCS
HEOBbIYHOE UMM CUIbHOE CONPOTUBIEHINE, CNEAYeT YCTaHOBUTL
€10 NPUUMHY 1 NPeANPUHATL COOTBETCTBYIOLLME MEpbI [0
NPOAO/MKEHNST MAHUNYNSLMK. (EC/IN TaKoe OTK/IOHEHe OT
HOPMbI U/ CONPOTUBNIEHNE UTHOPUPYIOTCS U NPUKNAAbIBAETCS
M3BLITOYHOE YCUNNE, 3TO MOXET MPUBECTM K MOBPEXAEHNIO

COCY/I0B VAN NONIOMKE TPY6KM KaTeTepa, KOTOPbIN OCTaHeTCs

BHYTPY TeNa nauymeHTa.)

15.80 BpeMs UCNO/b30BaHNs TpyGka kaTeTepa Jo/mkHa GbiTb

16. Ecmnpm

3amMeHeHa Npu 06HapyXeHUU MoGbIX U3rMGOB, TPELWH U
nepekpyToB. (EC/ NPOUrHOPNUPOBATL NOAOGHbIE SBNEHNS 1
NPOAOMKUTL UCMO/NL30BAHME KAaTeTepa, 3T0 MOXET NPUBECTM K
noBpex/AeHuio Tpy6KK KaTeTepa, B pesy/ibTare Yero oH
OCTaHeTCs BHYTPY TeNa nauyenTa.)

npo, v nan u 1N laHHOTO
KareTepa 06HapyX1BAETCS 3HAUUTE/IbHOE COMPOTUB/IEHNE,
HEOBXO/NKIO Y6EANTECS, YTO NPOBO/IOYHbIV NPOBOAHMK HE
3anyTascs. EC/vm 370 MeeT MecTo, criefyeT pacnyratb
MPOBOJIOYHbIN NPOBOAHMK. (MOCKONbKY KaHas! /15 NPOBO/IOYHOTO
NPOBOAHMKA @) 0T 0 KaTeTepa KOpOTKMiA, IPOBO/OYHBIN
NPOBO/HUK MOXET 0GBUTLCS BOKPYT TPYGKy KaTeTepa. Kpome
TOro, NPV OTTAMMBaHUM KaTeTepa Ha3az, B IPOBOAHMKOBbIA
KaTteTep BHy TPy COCy/Aa Tpy6ka kateTepa v 1" BOoN0YHbI i
NPOBOAHUK MOTYT pa3oiTiCh Ha 60/1bLLOI yron. BaaHHO
CUTyaLm U3B/IEUEHIE C PUMEHEHNEM CU/Tbl MOXET NPUBECTM K
NOBPEX/IEHI00 NPOBO/IOYHOTO NPOBOAHMKA NV KaTeTepa.)

17. He cnepyeT Ucnonb3oBaTh KaTeTep, MEHoLLWil kakie-nn6o
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NPU3HAKN NOBPEXAEHNS.

. BcnieiCTBMYE OTCYTCTBUS NPOBOAMMOCTY KPYTSLLLETO MOMEHTa
TPY6Ky KaTeTepa He/b3s NepekpyunBaTh. (B cyyae nepekpyra
Tpy6ka KaTeTepa MOXeT GbiTh NOBPEX/EHA W. CTIeJ0BATESIbHO,
ocTaB/ieHa BHYTpU Tena naLveHTa.)

. [laHHbIii KaTeTep He JO/KEH NepPeceKaTh yHacTKM CIOKHbIX
NOPaXeHWiA, Takie Kak kabLuthnLMpOBaHHbIE 30HbI U
M3BU/MCTbIE YaCTV cocyaa. OTBETCTBEHHbIN 3a NpoLeaypy Bpay
[I0/KEH OMpe/ieNTb BO3MOXHOCTb NPUMEHEHWS! JaHHOTO
KaTeTepa Ha 0OCHOBaHUW COBCTBEHHOTO OMbITA.

20. Heo6xoAMMO co60aaTh MepbI NPEAOCTOPOXHOCTY B LIENAX

npe/oTBPAaLLEHNS IH0BbIX NOBPEXLEHNI kaTeTepa
XUPYPTUYECKUM HOXOM U HOXKHULLAMU.

1. Mpy UCMOIb30BaHUN JAHHOTO KaTeTepa Heo6X0ANMO CeaVUTL
3aTemMnepaTypoi, apTepuasibHbIM AaBNEHNEM, MyIbCOM 1
[AbIXaHneM naupenTa. Mpy HaMuun N0 GOro OTKNOHEHNS OT
HOPMbI NPOLLeAYPY CeAYeT NpepBaTh Wn NPeanpUHsTL

Bpava.

COOTBETCTBYIOLLIE MEPbI, OCHO! Ha p

22. Tocne NCnonb30BaHNs yTUNM3NPYIATE U3AENNE U YNaKOBKY B

N

COOTBETCTBUM C 60/IbHUUYHBIMU, aAMUHICTPAT3BHBIMK 1 (M11)
COOTBETCTBYIOLYVMY FOCYAAPCTBEHHBIMI HOPMaMU.

3. Ecnv npu paclumpennmn 6ainoHa 3aMmeyeHbl kakue-nm6o
OTKNIOHEHNS OT HOPMbI, HEME/JIEHHO NPUMEHUTE
oTpULiaTeNbHOE AaB/IEHNE Y NPEPBUTE NPoLeaYpY.

4. He norpyxaiiTe kateTep B ropsiuyio BoAy Wn XuMnyeckine
pacTBopbI, HanpuMep B Ae3nHMNLMPYIOLLVE BELecTsa, [ro
MOXET OTPULATE/NLHO CKA3aTLCA Ha ero PaGoumx

XapakTepucT1kax.)

[HexenatenbHble sBneHuns)

Hexena
NOMUMO NPOYEro: NH(APKT, BbI3BAHHbIN OKK/O3NEN AUCTANbHBIX

, CBA3aHHbIE C I s oT,

COCy/10B i 60KOBOII BETBY; BA30C/NIa3M; NOBPEXAEHNE
9H/0TENNS COCY/I0B; OTC/IONKY BHYTPEHHEl COCYAUCTON 060/104KN;
NOBTOPHYIO OKK/IK031I0, IPOGOAEHNE UK Pa3PbIB COCYAA;
HEeCTabu/bHYI0 CTEHOKAPATao, KoneGaHnsi apTepuasbHoro
[A@B/IEHNSI; MHCY/LT; LIOK; PEaKLMIO Ha lekapCTBEHHbIE Npenaparsl;
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Instructions for use

NEON-'NC

PTCA Balloon Dilatation Catheter

[Contraindications]
1. For sir>gte use only. Do not reuse, reprocess or resterifize.
2. These components are contraindicated in the following
patients:
« Patients with unprotected lesion in the left coronary trunk
« Patients with coronary artery spasm in the absence of
significant stenosis
3. Do not inflate the balloon exceeding the diameter of the blood
vessel in the vicinity of the ster>otic lesion.
(The blood vessel may be damaged or ruptured.)
4. Do not inflate the balloon to apressure exceeding the
rated burst pressure. (The balloon may burst and the debris
may remain inside the body.)
5. The catheter is cor*traindicated for hand crimping of stent
componentsand as a stent delivery system.
6. The product is contraindicated to patients who cannot tolerate
antiplatelet therapy and anticoagulant therapy.

[Shape and structure]
1. Balloon catheter
cRepresentative schematks>

Stloon  GuUmVrlumen  GMheteT>he)| Hb

CuUewlie
« nu not Ifkiudnd
Inthe product

2. Flushing tool (with re>wrapping function)

.iffle — Luet partknflurhing

Pori

Entryforfluihing guUewtte kimen «xlbaloon re~applrrg

Note
Flushing tool is used for flushing guidewire lumen of this
product. In case of re-insertion after removing out from the
body, balloon may be inserted to Flushing tool to make
balloon wrap in slender shape.
For appropriate use of the Flushing tool, follow the
procedures described in 3) of *1.Preparations' in [Operation
method or Instructions for use).

3. Catheter clip

Catheter clip is used for binding up catheter shaft of this
product.

[Indication for use]

1. Indications
This product isindicated for patients suffering from myocardial

infarction or angina pectoris.
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2. Intended use
This product is intended to be used for dilating the stenosis
lesion in the coronary arteiy when performing percutaneous

Iranshjminai coronary angioplasty (PTCA).
[Product Spedfications]

1. Nominal Pressure (NP) and Rated Burst Pressure (RBP)

Balloon Diameter NP RBP
SZOOmm ZO MPa (20 atm)
12MPa
2.25mm to 4.00 mm (12 atm) 2.2MPa (22 atm)
r 425mm 2.0 MPa (20 atm]
2. Maximum diameter of the guidewire

0.36 mm (0.014 inch)
[Operation method or instructions for use)

1. Preparations

1) After aseptkaily removing this catheter from the package
container, detach the protective materials such as aballoon
protective sheath. Carefully remove the catheter. ar>d check that
there are no defects, such asarupture.

2) Remove the air in the balloon and balloon inflation lumen
accorcfing to the foBowing procedures.

(a) Attach the mflation device filled with the contrast media
diluted with sterilized physiological saline in the ratio of 1.1
{hereinafter, the inflation fluid) onto the balloon inflation
port (hereinafter, the inflation port), and place this catheter
with the distal tip facing downward.

(b) After applying the negative pressure using the inflation
device for approximately IS seconds, release the negative
pressure gradually allowing the inflation fluid to fill the
balloon and the balloon inflation lumen and to expel the air.

(c) Repeat the procedures (b) to expel the air completely.

(d) Remove the inflation device from the inflation port ar>d expel
altthe air in the inflation device.

(e) Reattach the inflation device to the inflation port and apply
negative pressure. After checking that the air no longer
returns to the inflation device, release the negative pressure
gradually, (a syringe can be used in place of the inflation
device for the procedures (aMe).)

(0 Prior to inflation, immerse the balloon in sterilized
physiological saline for at least one minute.

3) Flush the guidewire lumen by the Flushing tool according to the
following procedures.

(@) Withdraw appropriate amount of heparinized salir*e into the
syringe and connect the Flushing tool to luer part for
flushing.

(b) Insert The distal tip ofthe product into entry for balloon
re-wrapping until the product come to astop inside the tool.

(cIFKjsh the guidewire lumen with heparinized saline using the
swinge and fill up the lumen with the saline.
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2. Insertion and removal of the balloon catheter

1} Insert this catheter along the guidewire advanced to the distal
end of the lesion. Use aguiding catheter of 6 French or larger
with the catheter. Under fluoroscopy, advance the catheter to
make the radiopaque marker at the distal end ofthe catheter
reach the target site. Balloon should be deflated during this
procedure.

2) Determine the position of this balloon catheter and screw the
haemostatic valve tight enough to prevent bk3od leakage. Be
careful not to overtighten the valve when Tightening the valve.
(This may restrict the flow of contrast media into the inflation
lumen and slow down the inflation and deflation of the
balloon.)

3) Inflate the balloon to the appropriate pressure for the lesion.

4) When the procedure isfinished, deflate the balloon completely
and loosen the haemostatic valve.

5) After checking that the balloon is completely retracted into the
guide catheter under fluoroscopy, remove this catheter.

3. Exchanging PTCA catheter

1} Loosen the haemostatic valve.

2) Grasp the guidewire and the haemostatic valve with one hand
to prevent the disiocalton of the guidewire from the position in
the coronary artery. Grasp the handheld part ofthis balloon
catheter with another hand and start pulling this catheter out of
the guide catheter. The position ofthe guidewire should be
monitored under fluoroscopy during this procedure.

3) Withdraw this balloon catheter gradually until its guidewire port
comes out. While maintaining the position ofthe guidewffe
passing through the coronary artery lesion, pull this balloon
catheter carefully out of the guidewire.

4) Close the haemostatic valve.

5) Referring to its package insert, prepare a rapid exchar>ge
catheter and insert it in place.

[Precautions related to procedures]

1 Prior to use, expel allthe air in the baHoon and baHoon inflation
lumen and replace it with the ir*flation fluid. (In case of
incomplete air removal, balloon inflation state can not be
observed under fluoroscopy.)

2. Use the inflation fluid to inflate the baHoon. No gaseous body
such as air should be used for inflation.

3. Always immerse the balloon in sterilUed physiological saline for
at least one minute before inflation as the strength of the
balloon may sometimes decrease.

4. Do not move this catheter while the baHoon is inflated in the
blood vessel. (Movirtg the catheter with the balloon ir*ated
may lead to blood vesselinjury, balloon burst, and catheter
breakage.)

5. The insertion artd withdrawal of the catheter should be
performed slowly with caution. (Ifthis procedure is performed
too fast, it may lead to kitting of or damage to the catheter
shaft.)

6. As for the medical devices used in conjunction with this catheter,
follow the package irrserts of such devices.

7. Proceed with care to prevent PTCA dilatation catheter kinking
and collapse when forming loops of catheter.

8. Proceed with care to prevent shaft kinking and collapse while
removing the catheter clip.

9. Ifreinsertion of the catheter is necessary, flush the guidewire
lumen before insertion.

10. Secure the PTCAdilatation catheter with the catheter clip atthe
stiffer, proximal er>d. Do m>t use the catheter clip on the
flexible, distal shaft or catheters, it may damage the PTCA
dilatation catheter.

11. Medical devices used with the produa should be operated in
accordarKe with the iristructions for use of each individual
device. {Refer to the instructions for use ofthe stent products in
case of usage for post-dilatation after stenting.)

[Precautions during usage]

(Important basic precautions]

1. This catheter may be used only by physicians skilled in
percutaneous transluminal artgioplasty.

The product should not be used in patients who are pregnant or
suspected for pregnancy unless it is determined that the benefit

N

to treat with the product may exceed the risk to use the
product.
For single use only. Do not reuse, reprocess or resterilize. Reuse,

@

reprocessing or resterilization n>ay compromise the structural
integrity of the device and/or lead to device failure which, in
turn, may result in patient injury, Hinessor death. Reuse.
reprocessir>g or resterilization may also create arisk of
contaminaiion of the device ar>d/or cause patient infection or
crossinfertion. includirtg, but not limited to. the transmission of
infectious disease(s) from one patient to another.
Contamination of the device may lead to injury, illness or death
ofthe patient.

Do not use if the (xoduct or package is believed to be damaged.

o

Use immediately after the sterile package is opened. Device isto
be regarded as contaminated waste after use.

6 Do not use agents containir® organic solvents or oleaginous
contrast media. Contact with these agents may lead to damage
of the catheter.

Since PTCA procedure may irKfuce dangerous complications,
perform the procedure only after having prepared for

~

emergency coronary artery bypass grafting (CABG).
Since serious complications might arise when using this catheter,

o

operation should be done in the medical institution where
emergency procedure can be executed.

The physician in charge ofthe procedure should determine the
duration and number of balloon inflations based on his/her past

©

experiences.

10. Heparinized and sterilized physiological saline should be infused
for anti-coagulation while this balloon catheter isinserted in the
blood vessel.

11. This catheter can only be inserted with the use of a gutdewire.
(Insertion of this catheter alone may lead to damage to the
vascularwall or perforation of vesseb.)

12. Operate the catheter carefully in the blood vessel verifying the
location and movement of its tip under fluoroscopy.

13. Do not twist or turn this balloon catheter or the guidewire
during operation. (The catheter may be tangled increasing the
resistance.)

12/ 113(3230-2)
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14. If abnormal or strortg resistance is experienced during the
operation, the cause for such abnormafity or resistance should
be verifted and appropriate measures should be performed
before proceeding. (If such abnormality or resistance is ignored
and excessive force is applied, it may lead to damage of the
vessels or to the catheter shaft breaking and remaining Inside
the body).

15. During usage, the catheter shaft should be replaced for any
ber>d. break or kink. (Ifthe catheter continues to be used and
such occurrence Isignored, the catheter shaft may be damaged
and remain inside body).

16. If a great resistance is encountered during insertion, movement,
or pulling out of this catheter, It should be veriffed that the
guidewire is not tangled. If so. the tangling ofthe guidewire
should be removed. (Since the guidewire lumen of this catheter
is short, the guidewire may wind around the catheter shaft. In
addition, while drawing this catheter back into the guiding
catheter inside vessels, the wide-angle separation betweert the
catheter shaft and guidewire may occur. Under this
circumstance, a forced withdrawal may lead To damage to the
guidewire or catheter.)

17. A catheter with any sign indicating damage shixild not be used.

18. Due to the lack of conductivity of twist forces, the catheter shaft
should not be twisted (Iftwbted, the catheter shaft may be
damaged and then remain inside the body).

19. Challenging lesions such as calcified or tortuous lesions may not
be crossed with this catheter. The physician in charge ofthe
procedure should determine whether this catheter is applicable
based on his/her past experiences.

20. Precautions should be taken to prevent any damage to the
catheter by the surgKal knife or scissors.

21. During the usage of this catheter, the temperature, blood
pressure, pulse, and respiration of patients should be monitored,
in case of any abnormality, the procedure should be stopped or
appropriate measures taken based on the physician'sjudgment

22. After use, dispose of produa ar>d packaging In accordance with
hospital adminbtrative artd/or relevant national regulations.

23. If any abnormalities are detected during inflation of the baHoon,
apply negative pressure immediately artd interrupt the
operation.

24. Do not immerse the catheter in hot water or chemicals such as
disinfectants fThb may adversely affect its function.]

[Adverse events]

Adverse events related to the product irklude, but are not limited
to, infarction caused by occlusion of distal vessels or side branch,
vasospasm, stripping ofvascular endothelium, dissection of
vascular intima, re-occlusion, vascular perforation or rupture,
unstable angina, blood pressure fluctuation, stroke, shock,
reaction to drugs, reaction to contrast media, renal insufficiency,
transient Ischemia, air embolism, thromboembolism, internal
bleeding, hematoma, infection, etc  These adverse events may
cause emergent corortary bypass surgery, myocardial infarction,
re-stenosis, cardiac tamponade, hemotrhage, emergent brain
surgery for cerebral infarction, formation of vessel HstuU,
aneurysm, arrhythmia, and even death.

[Storage, care and expiration date]

1. Store in a cooL dark, and dry place between 5C and 30C (41F and
B6T) avoiding exposure to water and direct sunlight, extreme
temperature, or high humidity

2. The Use-by date is indicated on the box. Do not use after the

Use-bydate.
(Package]

1set (one primary packaging)/ box
Contents)
1) Balloon catheter x1
2) Flushing tool  x 1
3) Cathetereftp  x1

[Names and Addresses of Manufacturer, Manufacturing
Site and EC Representative]

[Manufacturer]
Name:  KANEKA CORPORATION
Address: 3-18,2-Chome, Nakanoshima, Kita-ku, Osaka-city,
OSAKA 5307288 JAPAN
Tel No- (+81)40) 6-6226-5256
Fax No.: (+81)-(0} 6-6226-5143

[Manufacturing Site]
Name: KANEKA CORPORATION OSAKA PLANT
Address: 5-1-1, Torikal-Nishi, Seltsu-crty, OSAKA,
566-0072 JAPAN

[EC Representative]

Name: KANEKA PHARMA EUROPE N.V.

Address: Nijverheidsstraat 16.2260 Westerlo-Oevel.
Belgium

Tel. No,: (+32)-{0) 14-256-297

Fax No.: (+32H0) 14-256-298

Sales and Customer Service:
Cordis Cashel
Cahir Road, Cashel
Co Tipperary, Ireland
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[Compliance chart]

1 Ballool

n

1 Diameter

(mm)

1J0
175
Z00
225
250
275
3.00
3.25
3.50
3.75
4.00
4.25
4.50

kPa

atm

133
155
172
194
221
237
263
2.87
3.08
3.29
3.50
3.67
3.86

137
1.60
178
1.9
227
243
270
296
317
3.39
361
3.83
4.04

Diameter of balloon inflated by
recommended Inflation pressure (NP)

608

140
163
184
2.07
235
2J1
277
3.05
3.26
3.49
3.72
3.97
420

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

811

144
168
190
214
240
2.60
2.86
313
3J6
3.59
3.83
4.09
431

Balloon Inflation Pressure

1013
10
147
172
1.96
220
246
r68
293
3.20
344
3.68
3.92
4.17

441

NP
1216
12
150
175
700
728
Z50
z75
3.00
3.25
3.50
3.75
4.00
428
430

1419
14
132
177
203
2J29
2.54
2.82
3.05
3.30
3.56
381
4.06
431
436

Diameter of balloon in/lated by
maximum inflation pressure (R_BP)

1621
16
135
181
205
233
238
z87
3.09
3.34
361
3.86
411
4.36
4.62

1824
18
158
184
2.08
2.35
2.62
291
3.13
3.37
3.65
3.90
415
441

4.67

2027
20
1.60
1.87
211
2.38
766
2.94
3.16
3.40
3.68
3.94
4.20
4.47
4.73

ZIn

RBP
2229
22

242
271
297
3.19
3.45
3.72
3.99
4.26

This data is reference value, not guaranteed value.
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NPUIOXKEHNE K MHCTPYKLUUN MO NPUMEHEHNIO AN
Poccumckon degepaumm Ha MeauLUMHCKOe U3aenue

KateTep 6an/10HHbIN AnnaTauNOHHbIN 4151 YUPECKOXKHOM
TPaHCNHOMUHa/IbHOM KOpOHapHOW aHrnonactukm (UTKA)
NEON NC
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:HAMUMEHOBAHWE MEOAVNUMNHCKOIO N3AENTNA/
NAME OF MEDICAL DEVICE

Katetep 6anMOHHbBIA AunaTtayuMoHHbLIA AN
UPECKOXXHOI TpaHC/IOMUHANBLHOMN
KOpOoHapHo/ aHruvonnactukn (UTKA), B
BapuaHTax UCMOSTHEHUSA:

KateTep  Ga/fIOHHbIN  AunaTauMoOHHBIA - Ans

UPECKOXKHOW  TPaHC/IIOMUHaNIbHOM  KOPOHAPHOM

aHrmonnactukn (UMTKA) NEON NC B cocTase:

1 Katetep 6anfoHHbIA AWMNaTaUMOHHBIA  Ans
UPECKOXKHOM TPaHC/IIOMUHaNbHOM
KopoHapHoi aHrunonnactukn (UTKA) NEON
NC, ¢ paboyelt gnnHoW 146 cM 1 GanioHOM:
1,5x8 mm; 1,75x8 mm; 2,0x10 mm; 2,25x10
MM; 2,510 mm; 2,75x10 mm; 3,0x10 mM;
3,25x10 mwm; 3,5x10 mm; 3,75x10 mm; 4,0x10
MM; 4,25x10 mm; 4,5%x10 mm; 2,0x15  Mm;
2,25x15 mm; 2,5x15 mm; 2,75x15 mm; 3,0x15
MM; 3,25x15 mMm; 3,5x15 mmMm; 3,75x15 MM,
4,0x15 mm; 4,25x15 mm; 4,5x15 mwm; 2,5x20
MM; 2,75x20 mm; 3,0x20 mm; 3,25x20 MM,
3,5%20 mm; 3,75x20 mm; 4,0x20 Mm - 1 wiT.;

2 VIHCTpPYMEHT AN NpoMbIBaHNA - 1 LT,

3 3axkum katetepa- 1wr.;

4. VIHCTpYKUMSA MO NPUMEHEHMIO - 1 WT.

Balloon dilatation catheter for percutaneous
transluminal coronary angioplasty (PTCA), in
versions

Balloon dilatation catheter for percutaneous

transluminal coronary angioplasty (PTCA)

NEON NC:

1 Balloon dilatation catheter for percutaneous
transluminal coronary angioplasty (PTCA)
NEON NC with working length 146 sm and
balloon: 1,5x8 mm; 1,75x8 mm; 2,0x10 mm;
2,25x10 mm; 2,5x10 mm; 2,75x10 mm;
3,0x10 mm; 3,25x10 mm; 3,5x10 mm;
3,75x10 mm; 4,0x10 mm; 4,25x10 mm;
4,5x10 mm; 2,0x15 mm; 2,25x15 mm; 2,5x15
mm; 2,75x15 mm; 3,0x15 mm; 3,25x15 mm;
3,5x15 mm; 3,75x15 mm; 4,0x15 mm;
425x15 mm; 4,5x15 mm; 2,5%x20 mm;
2,75x20 mm; 3,0x20 mm; 3,25x20 mm;
3,5%x20 mm; 3,75x20 mm; 4,0x20 mm - 1pc.;

2. Flushing Tool - 1 L

3. Catheter Clip- 1 L

4. Instruction for use - 1pc.

CBEAEHWNA O NMPON3BOANTENE MEOVNUMNHCKOIO U3AE/TNA/
INFORMATION ABOUT MANUFACTURER OF MEDICAL DEVICE

Pa3paboTunk/nponTBOANTEb:
KANEKA CORPORATION

2-3-18, Nakanoshima, Kita-ku,
OSAKA, 530-8288 JAPAN (AnoHus)
TenedoH: +81-06-6226-5256
WHTepHeT-canT: www.kaneka.co.iD/en/

Osaka-shi,

Afpec MecTa MpPOU3BOACTBA MELULIMHCKOIO
n3genuvs;

«KAHEKA KOPMOPEMLLUH OCAKA M/TAHT»
(KANEKA CORPORATION OSAKA PLANT)
5-1-1, Torikai-Nishi, Settsu-shi, OSAKA, 566-
0072 JAPAN (AnoHus)

TenedoH: +81-72-650-2600

WHTepHeT-canT: www.kaneka.co.jp/en/

YNOMIHOMOYEHHBIA npeacTaBuTeNb B
Poccuiickoi degepaumu:

OO6LLECTBO C OrpaHNYeHHON OTBETCTBEHHOCTbLIO
"KapanHan Xenc Pawa"

00O "KapauHan Xenc Pawa"

Poccuiickas ®efepaums, 107078, r. Mocksa,

yn. Mawwm MopbiBaeBor, 4.34, ouc 514
. TenedpoH: +7 495 139 31 42
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Designer/ Manufacturer:
KANEKA CORPORATION
2-3-18, Nakanoshima, Kita-ku,
OSAKA, 530-8288 JAPAN

Tel.: +81-06-6226-5256

Web site: www.kaneka.co.jp/en/

Osaka-shi,

Addresses of manufacturing facility of medical
device:

KANEKA Corporation Osaka Plant

5-1-1, Torikai-Nishi, Settsu-shi, OSAKA, 566-
0072 JAPAN

Tel.: +81-72-650-2600

Web site: www.kaneka.co.jp/en/

Russian Federation Authorized
Representative:

Limited Liability Company "Cardinal Health
Russia"

Cardinal Health Russia. LLC

Russian Federation, 107078, Moscow,

Mashi Poryvaevoi street, 34, office 514

Phone: +7 495 139 31 42



NOKA3AHVA K NMPUMEHEHWIO MEAVNUMHCKOIO U3AEJTNA,
YCTAHOBJ/IEHHOE NMPON3BOONTENEM/
INTENDED PURPOSE DEFINED BY THE MANUFACTURER

NMOKA3AHUNA [NDICATIONS

[laHHoe v3genve npeaHasHaveHo Ans NauyieHToB
C MH(DApPKTOM MMOKapAa 1 CTEHOKapAWed.

This product is indicated for patients suffering
from myocardial infarction or angina pectoris.

NMPEAHASHAUEHVEANTENDED USE

JaHHoe nsgenve npegHasHa4yeHo ans
pacLunpeHns CTeHO3MPOBaHHOI0 y4yacTka
KOPOHapHOA  apTepunM  Npu  NPOBEAEHUU

UPECKOXHOIN TPaHC/IHOMUHA/IbHOW KOPOHAapPHOM
aHrnonnactnkn (UTKA).

This product is intended to be used for dilating
the stenosis lesion in the coronary artery when
performing percutaneous transluminal coronary
angioplasty (PTCA)

YCNOBUA NMPUMEHEHWSA, NMOTEHUWANBHBLIVA NMOTPEEUTE/b/
CONDITIONS OF USE, POTENTIAL CUSTOMER

KateTep  MOXeT  MCNoOMb30BaTbCA  TOMbKO
Bpayamu, NPOLLeAIMMM 06YUeHWE BbINONHEHMWIO
UPECKOXHOM TPaHC/IIOMUHabHOM
aHrMonnacTMkKM B YC/IOBMAX  OnepauMoHHbIX
nny.

The catheter may be used only by physicians
trained to perform percutaneous transluminal
angioplasty in the setting of surgery room of
medical and preventive treatment facility.

NMOKA3AHVA K NMPUMEHEHUNOANDICATIONS

[laHHoe n3genune npefHasHaveHo 415 nauyeHToB
C UH(apKTOM MUOKapa 1 CTEHOKapAWeN.

This product is indicated for patients suffering
from myocardial infarction or angina pectoris.

NMPEAHASHAUEHVEANTENDED USE

JaHHoe nsgenve npegHasHa4yeHo ans
pacLuvpeHmns CTeHO3MPOBaHHOI0
KOPOHapHON  apTepunm  Npu  NPOBEAEHWU

UPECKOXKHOIN TPaHC/IHOMUHA/IbHOW KOPOHAPHOM
aHruonnactnkn (UTKA).

This product is intended to be used for dilating

yyacTka the stenosis lesion in the coronary artery when

performing percutaneous transluminal coronary
angioplasty (PTCA)

MPOTUNBOMOKA3AHUNA/ CONTRAINDICATIONS

1 Tonbko A1 OAHOKPAaTHOro npumeHeHus. He
ncnonbL3oBaTb  MOBTOpPHO. He  nopsepratb
NMOBTOPHOW 06paboTke " NMOBTOPHOW
cTepunusaumn.

2. [lpoTuBOMOKa3aHO WCMOMb30BaHWE [aHHbIX
KOMMOHEHTOB AN CnefyroLnx rpynn
MaLyeHToB:

— MaumeHTbl C He3alMLLEeHHbIM NOpPaXkeHVeM B
CTBOJIE /IEBOV KOPOHAPHOM apTepuu,;
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1 For single use only. Do not reuse, reprocess or
resterilize.

2. These components are contraindicated in the
following patients:

- Patients with unprotected lesion in the left
coronary trunk

- Patients with coronary artery spasm in the
absence of significant stenosis



— naw?eHTbl Co cnasMoOM KOpPOHapHOW apTepun
BOTCYTCTBUE 3HAYMMOTIO CTEHO3a.

3. He pacwwupsinte 6anioH [0 BEMYMWHBI,
MNpeBbILLAOLLEA AnMaMeTP KPOBEHOCHOMO cocypa
BO6/M3N CTEHOTUYECKOro MOBPEXAEHNS.
(KpoBeHOCHbI cocyf, MOXKeT ObITb MOBPEXAeH
WM pa3opBaH.)

4. He pacwupsinte 6annoH A0  3HaYeHUs
[@BNeHNs,  MPEBbILAIOLIEr0  HOMWHa/IbHOE
[iaBneHne paspbliBa. (BannoH MOXET
pasopBartbCs, M (PparMeHTbl MOryT OCTaTbCA B
Tesle NauueHTa.)

5 3anpewieHo CXMMaTb PYKOM KOMMOHEHTbI
CTEHTa 1 CUCTEMY [0eTaBKW CTEHTA.

6. Vicnonb3oBaHue [laHHOr o n3penus
MPOTMBOMNOKA3aHO il nauueHToB C
HENnepeHOCUMOCTBI0  aHTUTPOMOOLMTAPHON 1
aHTUKOarynsHTHOM Tepanuu.

3. Do not inflate the balloon exceeding the
diameter of the blood vessel in the vicinity of the
stenotic lesion. (The blood vessel may be
damaged or ruptured.)

4. Do not inflate the balloon to a pressure
exceeding the rated burst pressure. (The balloon
may burst and the debris may remain inside the
body.)

5. The catheter is contraindicated for hand
crimping of stent components and as a stent
delivery system.

6. The product is contraindicated to patients
who cannot tolerate antiplatelet therapy and
anticoagulant therapy.

ONMMCAHNME MEANUNHCKOIO U3AENNA/
DESCRIPTION OF MEDICAL DEVICE

CTep>XHb KaTeTepa (gHCTa.Tball YacTb) /

AHCTATbHbIHHaKaHNYKOCN

Lc

Catheter shaft (&tal)

CTepykeHb KaTeTepa (Mr*cMma.TbHas 4acTb)
Catheter shaft ({W'oawal)

KamnHkand HaTsxeHus /
Strain relief_

Mapkep r.Ty&uHbl BBeaesAHSA |

PelnTteHolc»kceTpacTllblH mapkep /
Radiopat|He marker

Depth marker

Mpokcnma.lbHbI

KaHronﬂ,'Hl'b HaKOHEUYHUK

MopT NPOBOAHMUKA

BannoH / Balloon

la

t GnidcTrire port

La: atpcpekTUBHAA AnmHa; Lb; anvHa 6annoHa; Le: AnameTp 6annoHa

La: effective length: Lb: balloon length: Lc: balloon diameter

KateTep noctaBnseTcs B BUAe NPOBOAHWUKOBOIO
KaTeTepa C AvameTpom 6annoHa 1,50-4,50 mm u
AnMHoM  GannoHa  8-20 mm.  Tlpu 3ToM
ahdpekTnBHAA AiMHa KarteTepa (OT AMCTa/lbHOroO
HaKOHEYHMKa [0 KOMMeHcaTopa HaTsHKEHUS)
cocTasnset 1460 Mm.
KateTtep cocTouT
KOMIMOHEHTOB:

HanonHsiemblin  gMnaTauyoHHbIA  6as1/10H,
yCTaHaB/IMBaEMbI MEXAY ANCTa/IbHbIM KOHLIOM
N ONCTaNIbHbIM HaKOHEYHUKOM TpYyOKW. BannoH
npefHasHaveH 18 PaBHOMEPHOro pacluvpeHms
[0 OMpefeneHHoro Auvametpa W AJIMHbL  Npy
330aHHOM [laB/fieHnK, obecrneynBas Mpu 3TOM
Hano/HeHWe M CNyckaHWe B XOpOLO

U3  CReayroLLmx
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The catheter is supplied as a conductor catheter
with a balloon diameter of 1.50-4.50 mm and a
cylinder length of 8-20 mm. The effective length
of the catheter (from the distal tip to the strain
relief) is 1460 mm.

The catheter consists
components:

Filled dilatation halloon is implemented
between distal end and distal tip of the tube.
Balloon is intended for equal distribution up to a
certain diameter and length at set pressure
ensuring filling and lowering within well-
established limits at a certain burst pressure.
Radiopaque markers, which are located on the
proximal and distal ends of the expanding part of

of the following



ycTaHop/eHSAbIX np3genax npu onpegeneHHoOM
[AaB/IEHNN Pa3pblBa.

PeHTreHOKOHTPaCcTHbIN MapKep,
MPOKCUMasbHbIA M OUCTaNIbHBLIA  MapKep
YKa3blBaeT COOTBETCTBEHHO Ha MPOKCUMa/IbHBbIiA
N OUCTIbHBIA  KOHLb! PacLUMPAIOLWE YacTu

GannioHa X NoOMOratT  [AMarHoCcTUpoBaTb
MnosoXeHne 6anoHa.

MpoKcMarbHbIM HaKOHEYHUK, ans
HanoIHeHWS n CnyCcKaHus 6annoHa,
CHab)XeHHOro pa3beMom Tuna J1toap.

CTepxeHb KaTteTepa, COefIMHEH y

MPOKCUM&/IbHOr0  KOHUA C  KaHwoned, a ¢
[ANCTa/IbHOro KoHua ¢ 6anioHom.
MopT MPOBOAHMKA, BHYTPEHHWIA NPOCBET ANA

MPOBOAHMKA.
KomneHcaTop HaTshKeHWUsi, Heobxoaum  ans
CHATWA  HaTSKEHMs,  CKOHLEHTPUPOBAHHOIO

MEX[y BTY/IKON 1 TPYOKOIN KaTeTepa

KaHtons, OXBaTblBaOLLMIA COeaNHUTE b-
HaKOHEeYHUKa, MPUCOEAMHSIIOWMIAC K Tpyoke
KaTeTepa.

AnctanbHbIA HAKOHEYHWK, pacnonaraeTca ¢
ANCTaNbHOW  CTOPOHbI  GannoHa, obneryaet
NpoBeAeHMe KaTeTepa K y4acTKy CTeH03a 1 Yepe3
Hero.

the balloon, help diagnose the position of the
balloon under fluoroscopy.

Depth markers, which are located at 90 cm (for
brachial) and 100 cm (for femoral) from the distal
tip, are used for estimating the position of the
catheter.

Proximal tip for expanding and lowering the
balloon, supplied with Luer type connector.
Catheter shaft is connected to proximal tip via
hub, and to distal tip via balloon shaft.
Guidewire port is an internal
guidewire.

Strain relief is necessary for relieving tension
between sleeve and catheter shaft.

HUB is surrounding the part connecting proximal
tip to catheter shaft.

Distal tip is located after distal portion of a
balloon, it facilitates moving catheter towards the
stenosis portion and through it.

lumen for

YcTponcTBo Anst npombiBaHus / Flushing tool (Accessory)

HakoHeuYHUK .boapa gnsa nponbwanHa /
Luer part for flushing

Bxoa 4.19 npoMblUaHWUA KaHasia MPOBO/IOYHOTO NPOBOAHMNKA 1 CBepTbiBaHNSA 6annoHa /
Entry for flushing guidetrire lumen and balloon re-nra|”ing

VIHCTpyMEHT [na NpoMbIBaHMA UCMOMb3YEeTCA
4N NPOMbIBAHWA  KaHasla  MPOBOJIOYHOIO
NPOBOAHVKa [AaHHOro wu3genna. B enyvae
HEeo6Xo4MMOCTM MNOBTOPHOTO BBEAEHWS MoC/e
U3B/EYEHUs U3aenna u3 Tena naumeHTa 6annoH
MOXHO  MOMEEeTUTb B WHCTPYMEHT  A/1]
MPOMbIBaHMA B LiENsAX CBepTbiBaHUA 6asifioHa B
boriee KOMNaKTHYIO opmy.

VIHCTpYKLUMKX MO NPUMEHEHWNIO WHCTPYMEHTA AN14
MPOMbIBaHMA eM. B pasaene Crnocob nprMeHeHus
NyHKT 1T1o4roToBKa, NOANYHKT 3.
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The flushing tool is used to flush the channel of
the guidewire of this product. If it is necessary to
reintroduce the product after its removal from the
body of the patient, the balloon can be placed in a
flushing tool in order to roll the balloon into a
more compact form.

For instructions on the flushing tool use, see
Application Method 1 Preparation, subparagraph
3.



3axxnm Kartetepa/ Catheter clip

3aKnM KaTeTepa MPUMEHSIETCA AN CBS3bIBaHUA
TPY6KW KaTeTepa [JaHHOro U3aenus.

[aHHble MeauUMHCKME W3LEeNns He copepxat
NEeKapCTBEHHbIX npenapaToB 7
(hapMaLEeBTUYECKNX CyOCTaHLMIA.

The catheter clip is used to connect the catheter
tube of this product.

These medical products do not contain medicines
and pharmaceutical substances.

OINMMCAHNME NnPNHUMMNOB, HA KOTOPbIX OCHOBAHA PABEOTA
MEANUNHCKOIO N3AENNA, N X OCOBEHHOCTW/ PRINCIPLES OF
OPERATION OF MEDICAL DEVICE AND THEIR FEATURES

Mpn BbINONHEHWW Npouenyp UTKA, npoBogHUK
(nocTaBnseTcs OTAE/bHO), PaCrONOXEHHbIN BO
BHYTPEHHEM NPOCBETe  KaTeTepa, CHayana
NPOABUraeTcs B KPOBEHOCHbIA COCy[ MauueHTa
JO TexX nop, nNoka [AUCTalbHbIA  KOHel,
NPOBOHMKA HEe BOWAET B 06/1aCTb MOPaXKeHUs
cocyfda, [Aunatauuio  KOTOporo  HeobxoAuMmo
BbINONHUT. 3arem [laHHOe n3pgenve
NpoABUraeTca B OpraHvM3M naLueHTa Nno paHee
BBEIEHHOMY MNPOBOAHMKY [0 Tex TMop, Moka
OanoH faHHOro m3genusi He OyfeT npaBUibHO
pacnonoXeH nonepek nopaxeHusa cocyga. Mocne
NnpaBubHOr0  MO3ULMOHMPOBaHWSA,  AaHHOe
n3fenve packpbIBaeTCs XUAKOCTbIO 3a OAVH WK
HEeCKO/IbKO pa3 A0 3aflaHHOro pasmepa npwu

OTHOCWUTENIbHO BbLICOKOM [JaBfieHWK, TaK uTo
CTEHO3VPOBaHHbIA  COCYA  pacluupsieTcs ¢
packpbiTeM  npocBeTa  cocyga.  [locne

PacKpbITUA 6annoHa Yepe3 pacLUMPEHHBIN cocyq
BO30OHOB/ISIETCS TOK KPOBW, U [JaHHOE W3aenuve
MOXHO Y/Ja/ITb U3 HETO.

During PTCA procedures, the guidewire
(supplied separately) located in the inner lumen of
the catheter is first advanced into the patient’s
blood vessel until the distal end of the guidewire
enters the area of the wvessel lesion, which
dilatation must be performed. This product is then
advanced to the patient through the previously
introduced guidewire until the balloon of this
product is correctly positioned across the vessel.
After correct positioning, this product is opened
with fluid one or more times to a predetermined
size at a relatively high pressure, so that the
stenotic vessel expands with the opening of the
vessel lumen. Once the balloon is opened through
the dilated vessel, the blood flow resumes, and
this product can be removed from it.

TEXHNYECKOE OINMNCAHVME MEAVNUWHCKOIO U3OENNA/
TECHNICAL DESCRIPTION OF THE MEDICAL DEVICE

MapameTpbl/ Parameters

HomuHanbHoe fasneHue (HA) /
HomuHanbHOe faaBfeHMe paspbiBa
(/UL)/Nominal  pressure (NP) /
Nominal burst pressure (BP)

MakcMasnbHbIi
AVameTp

Hapy>KHbIiA
COBMECTUMOro
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12 atm(HA)/12 atm (NP)

Katetep NEON NC/NEON NC Catheter
20 atm (01,50 - 2,00 Mm.
04,25 - 4,50 mm), 22 aT™m
(02.25 - 4,00 mv) (4,4)/20
atm (01.50 - 2.00 mm, 04.25
- 4,50 mm), 22 atm (02.25 -
4.00 mm) (BP)

0.36 mm. (0,0147)/0.36 mm (0.014”)



NnpoBOJIOYHOr0' m
npoBoAHMKa/Maximum outer
diameter of a compatible core wire
COBMECTMMOCTb C HanpasstoLWMM
KateTepom/Compatibility with the
guide catheter

AhdeKTNBHAA ANMHa
KateTepa/Effective catheter length
[nametp NPOKCUMa/IbHOM

yactu/Diameter of the proximal part

Onamvetp ANCTaNIbHOW
yactu/Diameter of distal part

MokpbiTne/Coating

Konuyectso
PEHTreHOKOHTPACTHbIX
meTok/Number of radiopaque labels
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2,00 wm (6 F)/2.00 mm (6 F)

1460 mm/1460 mm

BHewwHwia: 0,70 mm 2,1F /External: 0.70 mm 2. IF)

BHewHwia: 0,84 mm 2,5F (01,50, 02,00 mm), 0,86 mm 2,6F

(02,25 - 0325 mm), 0,90 mm 2,7F (03,50 - 04,50 mm)

/External: 0.84 mm 2.5F (01.50, 02.00 mm), 0.86 mm 2.6F

(02.25 - 03.25 mm), 0.90 mm 2.7F (03.50 - 04.50 mm)

MmapogunsHoe nokpbiTre TR2/Hydrophilic coating TR2

1 01,50 mm- 01,75 mm;/1 (center of balloon straight tube

portion/ueHTp cTepXXHsA 6annoHa): 01.50 mm- 01.75 mm

2: 01 02,0 mm/2 (both ends of balloon straight tube portion.o6a

KOHLA CTepXXHs 6annoHa): above o 2.0 mm

HasgaHve WpeHtndvka — [dvametp JnvHa AhchexTt

mogenm /  Top/ Identifier 6annoHa (Mm)  GanioHa BHas

Model / Balloon (mm) / ONvHa

name diameter Balloon (Mm) /
(mm) length Effective

<Lc> (mm) length

<Lb> (mm)

<La>
Neon NC BN-15008 1,50+0.15  8+2 1460+20
Neon NC BN-17508  1.75+0,17  8+2 1460+20
Neon NC BN-20010 2.00+0,20  10+2 1460+20
Neon NC BN-22510 2,25+0,22  10+2 1460+20
Neon NC BN-25010  2,50+0,25 1042 1460+20
Neon NC BN-27510  2,75+0,27 10+2 1460+20
Neon NC BN-30010 3,00+0,30  10+2 1460+20
Neon NC BN-32510 3,25+0,32  I()%2 1460+20
Neon NC BN-3.5010  3.50+0,35 10+2 1460+20
Neon NC BN-37510  3,75+0,37 1042 1460+20
Neon NC  BN-40010 4.00+0,40  10+2 1460+20
:Neon NC  BN-42510 4,25+0,42 10+2 1460+20

Hapy>kHblii guaMeTp 060/104KM CTepXKHA KaTeTepa / Shaft

JuctanbHas
yacTb (Pp/Mm)/
Distal
(Fr/mm)

2,5/0,84+0,02
2,5/0,84+0,02
2.5/0,84+0,02

2,6/0,86+0,02
2,6/0,86+0,02

2,6/0.86+0.02
2,6/0.86+0,02
2,6/0,86+0,02
2,7/0,90+0,02
2,7/0,90+0.02
2,7/0,90+0,02

2,7/(),90+0,02

outer diameter

MopT npoBoAHMKa
(Pp/vm) / Guidewire
port
(Fr/mm)

2,6/0,88 or less/nnn
MeHbLLe
2,6/0,88 or less/unun
MeHbLLe
2,6/0,88 or less/nnu
MeHbLLe
2,6/0,88
2,6/0,88 or less/nnn
MEHbLLe
2,6/0,88 or less/nnm
MeHbLLe
2,6/0,88 or less/vnmn
MeHbLLe
2,6/0,88 or less/unm
MEHbLLe
2,9/0,98 or less/nnm
MeHbLLIE
2.9/0,98 or less/nnn
MEHbLLe
2,9/0,98 or less/nnn
MeHbLLE
2,9/0.98 or less/nnn
MeHbLLe

MpokcumaibHas
yactb (Pp/mm) /
Proximal
(Fr/mm)

2,1/0,70+0,06
2,1/0.70+0,06
2,1/0.70+0,06

2,1/0,70+0,06
2,1/0,70+0,06

2.1/0,70+0,06
2.1/0,70+0.06
2,1/0.70+0.06
2,1/0.70+0.06
2,1/0,70+0,06
2,1/0,70+0,06

2,1/0,70+0,06



Neon NC 3N-450:0 4.30+0,45 10+2 1460+20  2,7/0,90+0,02  2,9/0,'98 or less/vm
MeHbLLE

Neon NC BN-20015 2.00+0,20 15+2 1460+20  2,5/0,84+0,02  2,6/0,88 or less/unm
MeHbLLIE

Neon NC BN-22515  2,25+0,22 15+2 1460+20  2,6/0,86+0,02  2,6/0,88 or less/unu
MeHbLLe

Neon NC BN-25015  2,50+0,25 15+2 1460+20  2,6/0,86+0,02  2,6/0,88 or less/unm
MeHbLLe

Neon NC BN-27515  2,75+0,27 15+2 1460+20  2,6/0,86+0,02  2,6/0,88 or less/unn
MEHbLLe

Neon NC BN-30015  3,00+0,30 15+2 1460+20  2,6/0,86+0,02  2,6/0,88 or less/unu
MeHbLLIE

Neon NC BN-32515  3,25+0.32 15+2 1460+20  2,6/0,86+0,02  2,6/0,88 or less/nnn
MeHbLLe

Neon NC BN-35015  3,50+0,35 15+2 1460+20  2,7/0,90+0,02  2,9/0,98 or less/munu
MeHbLLIE

Neon NC BN-37515  3,75+0,37 15+2 1460+20  2,7/0,90+0.02  2,9/0,98 or iess/unm
MeHbLLIE

Neon NC BN-40015  4,00+0,40 15+2 1460+20  2,7/0.90+0.02  2,9/0,98 or less/unn
MeHbLLe

Neon NC BN-42515  4,25+0.42 15+2 1460+20  2,7/0.90+0,02  2,9/0,98 or less/nnu
MeHbLLe

Neon NC BN-45015  4,50+0,45 1542 1460+20  2,7/0,90+0,02  2,9/0,98 or less/nnn
MeHbLLe

Neon NC BN-25020 2,50+0.25 20+2 1460+20 2,6/0,86+0,02 2.6/0,88 or less/nnn
MeHbLLe

Neon NC BN-27520 2,75+0,27 2042 1460+20  2.6/0,86+0,02  2.6/0,88 or less/nnn
MeHbLLe

Neon NC BN-30020 3.00+0,30  20+2 1460+20 2,6/0,86+0.02  2.6/0,88 or less/nnn
MeHbLLIE

Neon NC BN-32520 3,25+0,32 20+2 1460+20 2,6/0.86+0,02  2,6/0,88 or less/mnn
MeHbLLe

Neon NC BN-35020  3,50+0.35 20+2 1460+20  2,7/0.90+0,02  2,9/0,98 or less/nnu
MeHbLLE

Neon NC BN-37520 3,75+0.37  20+2 1460+20  2,7/0,90+0,02  2,9/0,98 or less/nnu
MeHbLLe

Neon NC BN-40020 4,00+0,40  20+2 1460+20  2,7/0.90+0,02  2,9/0,98 or less/nnm

MeHbLLe

YaccorabapuTHble XapaKTEPUCTUKNA:
YNakoBKa:

[abapuTHble  pa3mepbl  NOTPEOUTENLCKOMN
ynakoBkn NEON, A x LU x B, mwm:
255 x 255 x 15

O6Lwas macca n3genunsa B yrnakoBke, T

155

[abapuTHble  pasMepbl  MOTPEOUTENLCKOW
ynakoBk NEON NC, [ x LU x B, mm:

255 x 255 x 15

O6Lwaa macca n3genus B ynakoBke, T

155
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Weight and dimensions:
Packaging:
Packaging dimensions for NEON,
X 15, mm
Weight in packaging, 155 g

Packaging dimensions for NEON
255 x 15, mm
Weight in packaging, 155 g

2,1/0,70+0,06
2,1/0,70+0,06
2,1/0,70+0,06
2,1/0,70+0,06
2,1/0,70+0,06
2,1/0,70+0,06
2,1/0,70+0.06
2,1/0,70+0,06
2,1/0,70+0,06
2,1/0,70+0,06
2,1/0,70+£0,06
2,1/0,70+0,06
2,1/0,70+0,06
2,1/0,70+0,06
2,1/0,70+0,06
2,1/0,70+0,06
2.1/0,70+0,06
2.1/0,70+0.06

2,1/0,70+0,06

255 X 225

NC, 255 x



Tabnuua cootBetcTBUA/ Compliance chart

[JnawveTtp 6annoHa, pacLUMpeHHoro [Jvawvetp 6anoHa, pacLUMPeHHOro MaKCMMasbHO
peKoMeH0BaHHbIM AasrieHneM paclumpeHus (NP) / JOMYyCTUMbIM ~ [jaBfieHnemM  paclumpedus  (RBP) /
Diameter of balloon inflated by recommended Diameter of balloon inllated by maximum permissible
inflation pressure (NP) inllation pressure (RBP)
[JvameTtp 6annoHa [JasneHvie pacumpeHus 6annoHa / Balloon Inflation Pressure oo 1
/Balloon Diameter NP RBP
(mm)/  KMNa/KkPa 203 405 608 811 1013 1216 1419 1621 1824 2027 2229
(Mm)  Atm./atm 2 4 6 8 10 12 14 16 18 20 22
1,50 1,33 1,37 1,40 144 147 1,50 152 1,55 1,58 1.60
175 155 1,60 1,63 168 172 1,75 1,77 181 184 1,87
2,00 1,72 1,78 1,84 190 196 2,00 203 205 2,08 211
2,25 1,94 1,99 207 214 220 225 229 233 2,35 242
2,50 221 2,27 23 240 246 250 254 258 2,62 2.17
2,75 2,37 2,43 2,51 2,60 2,68 2,75 282 287 2,91 2,97
3,00 2,63 2,70 277 286 293 3,00 3,05 3,09 3,13 3,19
3,25 2,87 2,96 3,05 313 320 325 330 334 337 3.45
3,50 3,08 3,17 326 33 344 350 356 361 3,65 3.72
3,75 3,29 3,39 349 359 368 375 381 3,86 3,90 3,99
4,00 3,50 3,61 372 383 392 400 406 411 4,15 4.26
4,25 3,67 3,83 397 409 417 425 431 436 441 4,47
4,50 3,86 4,04 420 431 441 450 456 4,62 4,67 4,73
[OnamveTp 6annoHa/ NP RBP
Balloon Diameter
< 2,00 mm/ 12 Mna (12 Atm)/ 2.0 Mna (20 Atm)/
< 2,00 mm 1.2 MPa (12 atm) 2.0 MPa (20 atm)
ot 2,25 0 4,00 mm/ 2.2 Mna (22 Atwv)/
2,25 t0 4,00 mm 2.2 MPa (22 atm)
> 4,25 mm/ 2.0 Mna (20 Atwm)/
> 4,25 mm 2.0 MPa (20 atm)

oMuHanbHoe gasneHvie (NP) n HOMUHanbHOe faBneHve paspbisa (RBP)/
Nominal Pressure (NP) and Rated Burst Pressure (RBP)
2. MakcumanbHbIi AnameTp NPOBOIOYHOro nposogHuka 0,36 Mm (0,014 atorima)/
Maximum diameter of the guidewire 0,36 mm (0,014 inch)

MATEPUWAJIbI, N3 KOTOPbIX N3IOTOBJIEHO MEAMUMNHCKOE
N3OENVE TN ETO OCHOBHbIE HACTW/
THE MATERIALS FROM WHICH IT IS MADE OR ITS MEDICAL DEVICE
BASIC PARTS

KomnoHeHT / Component WcxopgHbid matepuman / Tun KoHTaKTa C Mapka
Raw material OopraH1u3Mom /MpounssognTens/

yenoseka / Type of Brand/
contact with human Manufacturer

i body

BannoHHbIn  BannoH / Balloon Cononuvep HeinnoHa HenocpeactBeHHbin ARKEMA

Karetep / 12/ Nylon 12 «koHtakT / Direct

copolymer contact

i
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Balloon
catheter

PeHTreHOKOHTPaCTHbIN
mapkep / Radiopaque
marker

MpoxopgHas TpybKa
NpPoBOAHNKA /
Guidewire  passsage
tube

JucTanbHas YacTb

Tpy6ku / Distal tube

CpepHsist yacTb TpyOKM
/ Middle tube

Core wire/CTep>keHb

MpoKcMMabHasa YacTb
Tpy6ku / Proximal tube

CoeanHuTeNbHasn
Tpybka A / Connecting
tube A
CoeanHuTeNbHasn
Tpybka B/ Connecting
tube B

KomneHcatop
HaTsHKeHua [/
relief

Strain
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MnatmHoMpUaneBbIN
cnnas / Platiniridium

alloy

MonuatunneH /
Polyethylene
Cononumep  HelnoHa
12 / Nylon 12
copolymer

Phthalocyanine
blue/®dTanoymaHnH
rony6oim

Titanium oxide/Okcng
TUTaHa

Pigment violet
19/MnurmeHT
(hronetoBsbIin 19
Pigment Yellow
95/TINrMEeHT  XKenTblid
95

Cononnmvep  HelnoHa
12/ Nylon 12
copolymer
Cononumep  HelnoHa
12/ Nylon 12
copolymer
HepxkaBerowlasa CcTanb

304 /304 Stainless steel

HepXxaBetoLlasi CTarb,.

MonuTteTpadTopaTHeH
/ 316L Stainless steel,
Polytetrafluoroethylene

CononuMmep  HelinoHa
12/ Nylon 12
copolymer
CononvmMep  HeiinioHa
12/ Nylon 12
copolymer

Carbon black/YepHblii
yronb

Cononumep  HelnoHa
12/ Nylon 12
copolymer

Pigment Yellow
95/TIUrMeHT  XKenTbliA
95

Titanium oxide/Okcug,
TUTaHa

BeckoHTakTHOE [/
Non-contact

HenocpefCcTBEHHbIA

KoHTakT [/ Direct
contact
HenocpeacTBEHHBbIN
KoHTakT / Direct
contact
HenocpeacTBEHHBbIN
KoHTakT / Direct
contact

HenocpeAcTBEHHbII

KOHTakT / Direct
contact
HenocpeacTBEHHbIN
KOHTakT / Direct
contact
HenocpeacTBEHHbIN
KoHTakT [/ Direct
contact
HenocpeacTBEHHbIN
KOHTakT / Direct
contact
HenocpeACcTBEHHbIM
KoHTakT / Direct
contact

beckoHTakTHoe  /
Non-contact
HenocpeacTBeHHbIN
KoHTakT / Direct
contact

BeckoHTakTHOE [/
Non-contact

HenocpeacTBeHHbIiM
KOHTakT / Direct
contact
HenocpeacTBeHHbIM
KOHTakT / Direct
contact

BeckoHTaKTHOE /
Non-contact

bBeckoHTakTHOE [
Non-contact

BeckoHTaKTHOe /
Non-contact

YOKOWO CO,,
LTD.

Japan
Polyethylene
Corporation
ARKEMA

Dainichi.seika
Color &
Chemicals
Mfg.Co.,Ltd.
Ishihara Sangyo
Kaisha, Ltd.

Brenntag Canada
Inc.

BASF Japan Ltd.

ARKEMA

ARKEMA

Precision  Wire

Components
Cregana Meical

ARKEMA

ARKEMA

Mitsubishi
Chemical
Corporation
ARKEMA

BASF Japan Ltd.

Ishihara Sangyo
Kaisha, Ltd.
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Kantong / Hub Ctupon-
OyTaiveHOBbIN
cononumep / Styrene-
butadiene copolymer
Phthalocyanine
blue/®TanoymaHuH
rony6oi
Pigment violet
19/MurmeHT
(hmonetoBbIn 19
MonnypeTaH,
MonnatuneHrnMkons /
Polyurethane,
Polyethylene glycol
MonnypetaH /

MokpbiTne / Coating

Knesuyee Bellectso A/

i Adhesive A Polyurethane
Kneswee Bewectso B/ LinaHoakpunat /
! Adhesive B Cyanoacrylate
YCTpoincTBO  Ans  npombiBaHus /  TMonunponuneH /
Flushing tool Polypropylene
1

3axum ana katetepa / Catheter clip MonnathmpHsIi
anactomep / Polyester

elastomer

BeckoHTaKTHOE /
Non-contact

BeckoHTaKTHOE /
Non-contact

BeckoHTakTHOE /
Non-contact

HenocpeacTBEHHbIN
KOHTakT [/ Direct
contact

HenocpeacTBEHHBbIN
KOHTakT / Direct
contact
beckoHTakTHOE  /
Non-contact
KocBeHHbI
KOHTakT / Indirect
contact
beckoHTakTHoe  /
Non-contact

Chevron Phillips
Chemical
Company LP

Dainichiseika
Color
Chemicals
MFg.Co.,Ltd.
Brenntag Canada
Inc.

&

KANEKA
Corporation

Sekisui Fuller

Co., Ltd.

TOAGOSEI
CO., LTD.

Prime  Polymer
Co., Ltd.

Du Pont-Toray
Co., Ltd.

MATEPUAJTbI YTTAKOBKW, BCTYMAKLWEN C KOHTAKT C U3AETMEM/
PACKAGING MATERIAL WHICH COMES INTO DIRECT CONTACT WITH

MEDICAL DEVICE

YNaKoBOYHbIA MaTepuan BXOASALWMIA B HEMOCPEACTBEHHbIN KOHTAKT C MeAULIMHCKUM n3aenvem/

KomnoHeHT / Component WcxogHbii matepuan /

Raw material
CTepunnu3aloHHbIit MneHka/ Monnatunen/
naket / Sterilization Film NnonnaTuneHTepedTanaT
bag Polyethylene polyethyl
ne terephthalate
CrepunbHas TainBek1073B/
bymara/ Tyvekl073B

Sterile paper

Monuatunex /
Polyethylene

Hecyuas Tpy6ka / Carrier tube
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Twun KOHTaKTa c

OpraH13mom

yenoseka / Type

of contact with
human body

BeckoHTaKTHOE
[/ [ Non-contact
e

BeCcKOHTaKTHOE
/ Non-contact

BeCcKOHTaKTHOEe
/ Non-contact

Mapka /
lNpownssop,
nTeNb
/Brand
/Manufact
urer
TOYOBO
Co., Ltd.

Du Pont

FORTE
GROW
MEDICA
LCo.,
Ltd.



NMEPEYEHb MATEPUANOB XXMBOTHOIO U (U/TN) HENOBEYECKOIO
MPONCXOXAEHUNA/ LIST OF MATERIALS OF ANIMAL AND (OR)
HUMAN ORIGIN

He cogepxut matepuanbl XXUBOTHOrO U (Mu)
4e/I0BEYECKOro NPOVCXOXAEHNS.

It does not contain materials of animal and (or)
human origin.

MEPEYEHb NIEKAPCTBEHHbIX CPEACTB/ LIST OF DRUGS AND/OR

PHARMACEUTICAL SUBSTANCES
[aHHble MeguunHcKne wuspenus He cofepxaT Medical Device doesn’t contain any drugs or

NEeKapCTBEHHbIX npenapaToB
(hapMaL|eBTUYECKMX CYyOCTaHLMI

n pharmaceutical substances.

Cnocosb NPMMEHEHNA/ DEPLOYMENT METHOD

1 lNogrotoBKa

1) Cobnogas npasBwuna acenTukuW, W3BMIEKUTe
4 KaTeTep 13 YMakoBkW, OTAeNnTe 3aluTHble

maTepuasibl, BK/OYasA 3alUTHYHO 060/104KY

6annoHa. OCTOPOXHO BblHbTE  KaTeTep U

YOOCTOBEepbTeCb B OTCYTCTBMM  [e(DEKTOB,

Hanpumep pa3pbIBOB.

2) YpanuTe BO3ayxX W3 OanfoHa M KaHana

paclumpeHns 6annoHa B COOTBETCTBUU  C

yKa3aHHbIMY fasiee npoueiypamu.

@ MpucoegnHnTe YCTPOWCTBO Aans
pacLUMpeHnsl,  3anofiHEHHOe  KOHTPaCTHOM
cpenoi, pacTBOPEHHON B CTepPWIbHOM

(h1310N10rNYEeCKOM PacTBOpe B COOTHOLLEHNUM 1.1
(panee >KMAKOCTb CUCTEMbI paclympeHuns), B
OTBEpCTME [N pacwmpeHns 6annoHa (panee
OTBEPCTME A1  pacLUMpeHns) W pas3mMecTuTe
[aHHbIA KaTeTep ANCTa/IbHbIM KOHLIOM BHU3.

(6) Mocne BO3AeNCTBMS  OTpULLATENbHBIM
[aBNeHneM C MOMOLLbI  YCTpoOWCTBa A4S
paclwuypeHnss B TeyeHue npubansutensHo 15
CEKYH[, MOCTENeHHO CTpaB/uBaniTe
OTpuLaTeNbHOE [aBfieHNe, MO3BOJASA XWUAKOCTU
CUCTEMbI PaCLUMPEHNst HaMOMHUTL GaOH ©
KaHa/ pacluMpeHns GannoHa W BbITECHUTb
BO34YyX.

(8) MosTopute npoueaypy (6) [0 NOAHOro
BbITECHEHWSI BO3AyXa.

(r) OTcoeamHNTE YCTPOMCTBO ANA PacLLMpeHus
OT OTBEPCTMSI ONA pacluMpeHnsi U MONHOCTbIO
yhanmte  BO34yX M3 yCTpoicTBa  ANnd
pacLUMpeHms.

() CHoBa nofcoeAnHWUTE YCTPOWCTBO ANA
pacLUMpeHns K OTBEPCTUIO ANS pacluMpeHust U
cosgainTte oTpuuatesibHoe [aBneHue.
Y6eamBluMcb B TOM, 4TO BO3dyX 6onee He
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1. Preparations

1) After aseptically removing this catheter from the
package container, detach the protective materials
such as a balloon protective sheath. Carefully
remove the catheter, and check that there are no
defects, such as a rupture.

2) Remove the air in the balloon and balloon

inflation lumen
procedures.

(@ Attach the inflation device filled with the
contrast media diluted with sterilized physiological
saline in the ratio of 11 (hereinafter, the inflation
fluid) onto the balloon inflation port (hereinafter, the
inflation port), and place this catheter with the distal
tip facing downward.

(b)After applying the negative pressure using the
inflation device for approximately 15 seconds,
release the negat ive pressure gradually allowing the
inflation fluid to fill the balloon and the balloon
inflation lumen and to expel the air.

(c)Repeat the procedures (b) to expel the air
completely.

(d)Remove the inflation device from the inflation
port and expel all the air in the inflation device.

(e) Reattach the inflation device to the inflation port
and apply negative pressure. After checking that the
air no longer returns to the inflation device, release
the negative pressure gradually, (a syringe can be
used in place of the inflation device for the
procedures (a)-(e).)

(F)Prior to inflation, immerse the balloon in
sterilized physiological saline for at least one
minute.

3) Flush the guidewire lumen by the Flushing tool
according to the following procedures.

according to the following



noctynaetr ob6paTHO B  YCTPOWCTBO A1
pacLuMpeHuns, MOCTENEeHHO cTpaBuTe
oTpuuatenbHoe  fdaBneHve. (Ans  3Tanos

npoueaypsbl (2)-(4) BMeCTo yCTpoiicTBa 4/1s
pacLUMpPeHns MOXHO MCMO/b30BaTh LUNPUL,.)

(e) [o pacwuvpeHus norpysuTte 6asioH B
CTEPW/bHLIA  (PU3MONOTMYECKNIA  PacTBOpP  He
MEeHee YeM Ha OfHY MUHYTY.

3) MpomoliTe kaHas NMPOBOSIOYHOIO NMPOBOAHMKA
C NOMOLLbK MHCTPYMeHTa N8 NPOMbIBaHUA B
COOTBETCTBUW CO CrefytoLLei npoLeaypon.

€)] Habepute HY>XHOe KO/IMYeCTBO
renapvH131pPoBaHHONO (h1310NOrNYecKoro
pacTeopa B LUMPUL, N BCTaBbTe UHCTPYMEHT /15
NPOMbIBaHWS B  HaKOHeYHWK Jlospa  A/is
NPOMbIBaHMA.

(6) BcTaBbTe AguMCTaNbHbIA KOHEL, U3denvsi BO
BXOA, ANA CBepTbiBaHMS GanfioHa 40 MOMEHTa,
Korga um3fgenve BETPETUT MNPensTCTBUME BHYTPU

WNHCTPYMEHTA.
(8) TMpomoiiTe KaHan [AN1s  MPOBO/IOYHOIO
NMPOBOAHUKA renapuHM3NpPoBaHHbLIM

(M3MONOrNYECKUM  PAcTBOPOM C  MOMOLLbHO
LUNPMLA W 3aL0/THUTE KaHan PacTBOPOM.

2. BBemeHve W yaaneHWe  6asISIOHHOIO
KateTepa

1) TposeanTe KaTeTep BAOMb MPOBOAHMKA K
ANCTAIbHOMY  KOHLl — oyara  nopaxeHus.

Menonb3yiiTe ans Katetepa NpoOBOAHNKOBbIN
Katetep kanmbpa 6 French wnnn 6onblue. Mog,
KOHTPONEM PEHTIEHOCKOMMN NPOBEANTE KaTeTep
TaknuM 06pa3oM, 4YTOObl PEHTreHOKOHTPAacTHas
MeTKa Ha AneTanbHOM KOHLIEe KaTeTepa
[AOCTWUINa LIeNeBoro y4yactka. Bo Bpems 3Tol
1 npoueaypbl 6ann10H JO/MKEH ObITb CXKar.
2) Onpegenute  NOMOXeHWe  6GanNOHHOroO
KaTeTepa 1 3aKpyTUTe reMoCTaTMUeCKnin KnanaH
AOCTaTOMHO MNMOTHO, YTOOblI MPeaoTBPaTUTHL
yTeuky Kposu. Cnegute 3a Tem, 4TOObl He
3aTAHYTb KnanaH CMLLIKOM CUbHO. (3TO MOXeET
HapyLUMTb TOK KOHTPACTHOW cpefbl B KaHan ans
paclUMpeHnss W 3aMefnTb  paclUMpeHne W
Cy>XeHue 6asinoHa.)
3) PaclumpbTe 6annoH A0 AOCTUXKEHUS HYXKHOTO
3HaYeHUs [aBNeHust B 3aBMCUMOETI OT CBOWCTB
oyara nopaxeHus.
4) Korga npouesypa 6yger
MOMHOCTBID  COXMMUTE  Ga//oH
remMocTaTU4YeCKnin KnanaH.

3aBepLUeHa,
N ocnabbTe
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(a) Withdraw ap'pro”riate afnount of heparinized
saline into the syringe and connect the Flushing tool
to luer part for flushing.

(b) Insert the distal tip of the product into entry for
balloon

re-wrapping until the product come to a stop inside
the tool.

(c) Flush the guidewire lumen with heparinized
saline using the syringe and fill up the lumen with
the saline.

2. Insertion and removal of the balloon catheter
1(Insert this catheter along the guidewire advanced
to the distal end of the lesion. Use a guiding catheter
of 6 French or larger with the catheter. Under
fluoroscopy, advance the catheter to make the
radiopaque marker at the distal end of the catheter
reach the target site. Balloon should be deflated
during this procedure.

2) Determine the position of this balloon catheter
and screw the haemostatic valve tight enough to
prevent blood leakage. Be careful not to overtighten
the valve when tightening the valve. (This may
restrict the flow of contrast media into the inflation
lumen and slow down the inflation and deflation of
the balloon.)

3) Inflate the balloon to the appropriate pressure for
the lesion.

4) When the procedure is finished, deflate the
balloon completely and loosen the haemostatic
valve.

5(After checking that the balloon is completely
retracted into the guide catheter under fluoroscopy,
remove this catheter.

3. Exchanging PTCA catheter

1(Loosen the haemostatic valve.

2) Grasp the guidewire and the haemostatic valve
with one hand to prevent the dislocation of the
guidewire from the position in the coronary artery.
Grasp the handheld part of this balloon catheter with
another hand and start pulling this catheter out of the
guide catheter. The position of the guidewire should
be monitored under fluoroscopy during this
procedure.

3) Withdraw this balloon catheter gradually until its
guidewire port comes out. While maintaining the
position of the guidewire passing through the
coronary artery lesion, pull this balloon catheter
carefully out of the guidewire.

4) Close the haemostatic valve.
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5) C nomoLLbHo peHTreHockonum ybeamTecb, uto  5)Referring to its p&ckage insert, prepare a rapid
OanioH MONHOCTLIO BTAHYT B MPOBOAHMKOBLIA  exchange catheter and insert it in place.
KaTeTep, N U3BNEKUTE 3TOT KaTeTep.

3. 3ameHa KateTepa ghsa UTKA
1) OcnabbTe remMoCcTaTMYeCKMin KnanaH.
2) OfHON pyKON yAep>KuBaiTe MNPOBOAHWK W
remMocTaTMYecKuii KnanaH, 4Tobbl He JOMYCTUTb
CMeLLIeHMS MPOBOLHMKA C HYXXHOI O MOJIOXKEHUA B
KOpOHapHOI apTepun. [lpyroi pyKoii 3axsatute
Jepxatesib  G6anIOHHOIO KateTepa WM HavyHWUTe
BbITArMBaTb 3TOT KaTeTep M3 MPOBOAHMKOBOIO
KaTeTepa. B 310 Bpemsi HeOOXOAMMO CneauTb 3a
MOSIOXKEHWEM  MPOBO/IOYHOrO  MPOBOAHMKA
MocpeacTBOM PEHTTEHOCKOMUN.
3) MNocTeneHHO 13BneKanTe 6anNOHHbIN KaTeTep
[0 Tex rop, Nnoka Ha MOBEPXHOCTU He OKAaXKeTCs
ero oTBepcTMe 418 NPOBOSIOYHOIO NPOBOAHMKA.
<  ¥YpepxwuBas NOJIOXKEHNe MPOBOOYHOI O
NMPOBOAHMKA, MPOXOAAWEro Yepes 0651acTb
MopaXKeHWs1 KOPOHApHON apTepun, akKypaTHO
CHUMUTE GaNNOHHbBINA KaTeTep C NPOBOAHMKA.
4) 3akpoliTe reMocTaTUYeCcKUiA KnanaH.
5) O3HaKOMMBLUMCL C MH(OPMaLMeEn B IMCTKe-
BK/aAblLLe, NOArOTOBbTE KaTeTep A4/19 ObICTPOM
CMEHbI 1 YCTaHOBUTE ero Ha MecTo.

MPOBEPKA BMOCOBMECTMMOCTW/
BIOCOMPATIBILITY TESTING

Buonornyeckyto 6e30MacHOCTb n3gennini - Biological safety of products was evaluated
oueHmBasm cornacHo EN 1SO 10993-7. B xoge according, to EN 1SO10993-7. During the
BbIMO/IHEHNSA OLIEHKMN, npoeefeHbl evaluation, the biological tests listed in the
ouonornyeckme  ucnbiTaHus, ykasaHHole B following table are carried out.  All
cnegywoulein  Tabnumue.  Bce  Tectbl  Ha biocompatibility tests were successfully carried
OMOCOBMECTMMOCTL  YCMELLHO MpoBeAeHbl € out using previously developed models with the
1NCMob30BaHNEM paHee paspaboTaHHbIX same technical characteristics, except for the
Mofenein UMerLIMe OoAMHaKoBble TexHuyeckne name of the model and the labeling u.sed during
XapaKTePUCTUKMN. 3a ncknoyeHnem the development period. The results of the
HavMeHOBaHWA  Mogen 1 MapkupoBku relevant biological safety tests shown that this
NCMoNb30BaN B nepuog paspaboTkn. product has sufficient biocompatibility. Thus, it
Pe3ynbTaTbl  COOTBETCTBYHOWMX  MchbiTaHMin  was concluded that all risks associated with the
buonornyeckort 6e3onacHocTM Mokasanu, 4to biological hazard of the catheter are acceptable.
faHHoe  um3genve  06nafaeT  AOCTATOYHOM

6M0COBMECTMMOCTbIO.  TakuM  06pa3om  6bin

cllenaH BbIBOL, 4YTO BCE PUCKM, CBSA3aHHble C

61010rMYecKoi OMacHOCTbIO KaTeTepa,

ABNATCA NPUEMIEMbIMM.

MEPbI NMPEAOCTOPOXHOCTW/

PRECAUTIONS
CBA3AHHBIE C MNMPOUEAYPAMIN RELATED TO PROCEDURES
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1 [Jo Hayana MCMNo/b30BaHNA BbITECHUTE BEChb
BO34yX M3 GasifioHa M KaHaTta Ana pacLuvpeHus,
3aMeCTUB ero XMAKOCTbH CUCTEMbI PaCLUMPEHMS
(8 cnyyae HenonHOro YypganeHus BO3gyXa
KOHTPONMPOBaTb  COCTOSIHME  paclLUMpeHus
bannoHa nocpesACcTBOM PEHTreHOCKOonmu
HEBO3MOXXHO.)

2. Wcnonbayiite YXUOKOCTb CUCTEMbI
pacLUMPEHNs, YTOObI pacluMpuUTbL GannoH. Ans
pacLunpeHns 6annoHa 3anpeLleHo UCnosib30BaTb
raszoobpasHble BELLECTBA, TaKMe Kak BO3ayX.

3. Mepep paclumpeHmem 0653aTefIbHO NOrpy3nTe

GafnioH B eTepuibHbIA  (U3MONIOrNYECKMIA
pacTBOp He MeHee YeM Ha OfHY MUHYTY,
MOCKO/IbKY  HaTsKeHue — GanioHa  MOXeT
YMEHBLLMNTLES.

4. He nepemeluaiiTe Katetep, noka 6anioH B
KpOBEHOEHOM cocye pacLumpeH. (MepemelueHmne
KaTeTepa C pacLUMpPeHHbIM OGaIOHOM MOXET
NMPMBECTM K  MOBPEXAEHWUIO  KPOBEHOCHOr0O
cocyja, paspbiBy GannioHa  wvaM U3NI0MY
KaTeTepa.)

5. BBefeHMe u u3BneyeHue KaTeTepa cnegyet
BbINOSHATL MeL/IEHHO, C OCTOPOXHOCTLHO. (EC/n
npouesypa BbINOSHAETCA C/MLLIKOM ObICTPO, 3TO
MOXET NPUBECTU K 3a/10My WM MOBPEXAEHUIO
TpyOKM KaTeTepa.)

6. Ons nonyyeHus WHgopmauun o paboTe C
MEAVLUMHCKUMM  U3LENMSMA B COYETaHUM C
[AaHHbIM  KaTeTepoM CreynTe WHCTPYKLUAM,
npeacTaBfeHHbIM BMeCTe C YNakOBKOW AaHHbIX
N30enui.

7. [elCTBYWTE C OCTOPOXHOCTbI, 4TOObI He
[ONYeTUTb 3a/10Ma WK CBOpaYMBaHNA KateTepa
ana  avnatauymm  UTKA npu  hopMupoBaHUn
neTe/b KaTeTepa.

8. [elCTBYWTE C OCTOPOXHOCTbI, YTOObI He
AONYCTUTb 3a/10Ma UK CBOPaYvBaHUA 060/104KM

CTEPXHS KaTeTepa MNpW YyAaneHun 3axuma
KaTeTepa.

9. EcnM HeobXxoaMMo CHOBa BCTaBWThb KaTeTep,
npeABapuTENbHO npomoiite KaHan

MPOBO/IOYHOr0 NPOBOAHMKA.

K). 3akpenuTe KateTep A gunataumm YTKA ¢
MOMOLLIbIO 3aKMMa KaTeTepa Ha 60/1ee YKeCcTKOM,
NMPOKCUMa/IbHOM KOHLEe. He 1ucrnonb3yinTe 3amm
Ha rMOKOIN AMCTanbHON TPYOKe UK KaTeTepax, T.
K. 3TO MOXeT NoBpeAuTb KaTeTep ANs Aunataumnm
UTKA.

N. MeauuMHCKUE W30eNNs,  UCTOMb3yeMble
BMECTE C [JaHHbIM  KaTeTepoM,  [O/DKHbI
CMO/Mb30BAThCS B COOTBETCTBUN c
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E Prior to use, expel all the’air in the balloon and
balloon inflation lumen and replace it with the
inflation fluid. (In case of incomplete air removal,
balloon inflation state can not be observed under
fluoroscopy.)

2. Use the inflation fluid to inflate the balloon. No
gaseous body such as air should be used for
inflation.

3. Always immerse the balloon in sterilized
physiological saline for at least one minute before
inflation as the strength of the balloon may
sometimes decrease.

4. Do not move this catheter while the balloon is
inflated in the blood vessel. (Moving the catheter
with the balloon inflated may lead to blood vessel
injury, balloon burst, and catheter breakage.)

5. The insertion and withdrawal of the catheter
should be performed slowly with caution. (If this
procedure is performed too fast, it may lead to
kinking of or damage to the catheter shaft.)

6. As for the medical devices used in conjunction
with this catheter, follow the package inserts of such
devices.

7. Proceed with care to prevent PTCA dilatation
catheter kinking and collapse when forming loops of
catheter.

8. Proceed with care to prevent shaft kinking and
collapse while removing the catheter clip.

9. Ifreinsertion of the catheter is necessary, flush the
guidewire lumen before insertion.

0. Secure the PTCA dilatation eatheter with the
catheter clip at the stiffer, proximal end.
Do not use the catheter clip on the flexible, distal
shaft or catheters, it may damage the PTCA
dilatation catheter.

11. Medical devices used with the product should be
operated in accordance with the instructions for use
of each individual device.

DURING USAGE

1 This catheter may be used only by physicians
skilled in percutaneous transluminal angioplasty.

2. The product should not be used in patients who ar
e pregnant or suspected for pregnancy unless it is
determined that the benefit to treat with the product
may exceed the risk to use the product.

3. For single use only. Do not reuse, reprocess or
resterilize. Reuse, reprocessing or resterilization
may compromise the structural integrity of the
device and/or lead to device failure which, in turn,
may result in patient injury, illness or death. Reuse,
reprocessing or resterilization may also create a risk
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NHCTPYKUMAMM, npeLoCTaB/IEHHbIMU Ans
KaKgoro Takoro magenust. (CM. MHCTPYKUMKM No
NPUMEHEHNIO CTEHTOBLIX W34e/MA B Cllydae
MCNOMb30BaHUA 41 NocTAnaTauuy nocne
CTEHTUPOBaHMA.)

BO BPEMA NCIMOJIb3OBAHNA
1 [laHHbIi KaTeTep MOXET MCMo/b30BaThbCA

TOMbKO  Bpayamu, npowlefwmnmy  obyyeHue
BbIMOSTHEHWIO YPECKOXHON TPaHCIHOMUHANbHOW
aHronnacTUKN.

2. W3genve paspelleHo K WCMOJb30BaHWUIO Y
naumeHToB C 6epeMeHHOCTbLIO WU NOLO3PEHNEM
Ha  OepeMeHHOCTb, TOMbKO  ecin  6blno
ornpefeneHo, 4YTo Mosb3a OT JIeYeHUS MOXKeT
MPEBLICUTb PUCK MUCMO/b30BaHNUA N34

3. TonbKo A1 OAHOKPATHOro npumMmeHeHud. He

ncnonb3oBatb  MOBTOPHO. He  nopgsepratb
NMOBTOPHOWA 06paboTke " NMOBTOPHOM
crepunuzaumn.  TOBTOPHOE  UCMOMb30BaHWe,
noBTOpHass  06paboTka  WAM  NOBTOPHas

cTepunmn3aums MOoryT HapyLuTb CTPYKTYPHYHO
LIeNOCTHOCTb YCTPOMCTBA M (MnM) NPUBECTM K
HEMCNpaBHOCTW YCTPOICTBA, KOTOpas, B CBOH
oyepeflb, MOXET cTaTb MPUUYMHON TPaBMbl,
00Me3HN WM CcMepTM naumeHTa. [MoBTOpHOE
1CMONb30BaHMe, MOBTOPHas 06paboTKa WK
MOBTOPHas CTEPWUM3aLMs TaKKe MOFyT Co3AaTb
PUCK 3arpsisHeHust ycTpoiictBa M (Mnn) cTaTb
NPUYMHOA MHMULIMPOBAHNS UM NEPEKPECTHOrO
WHULUMPOBAHMS MaLMeHTa, BK/KOYas, NMOMUMO
npoyero, nepegavy NH(EKLMOHHbIX
3ab60M1eBaHMn OT OfHOr0 nNauueHTa Apyromy.
3arpsisHeHue YCTPOWCTBA MOXET NPUBECTU K
TpaBme, 60/1€3HW UM CMEPTU NauMeHTa.

4. 3anpelyaeTcsi WCMOMb30BaTb W3AENMe, €c/u
n3aenvie UM ero ynakoBKa NoBPeXAeHsbl.

5. Wcnonb3oBaTb cpasy MOCNne  BCKPbITMA
CTEpUNbHOM YyMakoBKW. [locne MCnonb3oBaHUA

u3genvMe  [O/MKHO  paccMaTpuBaThCsl  Kak
VHAOULMPOBAHHbIE OTXO/bI.
6. 3anpellaeTcs  UCMONMb30BaTh  BELLECTBA,

cojepxxallme opraHu4yeckmne pPacTBOpPUTENN WK
MacCNAHNCTblE KOHTPACTHble BellecTBa. KOHTaKT
C I3TMMWN BeLecTBaMM MOXET MPMBECTU K
NMOBPEXAEHWUIO KaTeTepa.

7. Tockonbky npoueaypa HTKA MOXET nosneyb

33 coOO0li onacHble OCMOXHEHUs, HayMHanTe
npoBefeHVe  Mpoueaypbl  TOAbKO  nocne
MOArOTOBKM K  BbIMOMHEHUIO  3KCTPEHHOr0

KOPOHAPHOrO LLYHTUPOBaHMS.
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of contamination of fhe'device and/or cause patient
infection or cross infection, including, but not
limited to, the transmission of infectious disea.se(s)
from one patient to another. Contamination of the
device may lead to injury, illness or death of the
patient.

4. Do not use if the product or package is believed
to be damaged.

5. Use immediately after the sterile package is
opened. Device is to be regarded as contaminated
waste after use.

6. Do not use agents containing organic solvents or
oleaginous contrast media. Contact with these
agents may lead to damage of the catheter.

7. Since PTCA procedure may induce dangerous
complications, perform the procedure only after
having prepared for emergency coronary artery
bypass grafting (CABG).

8. Since serious complications might arise when
using this catheter, operation should be done in the
medical institution where emergency procedure can
be executed.

9. The physician in charge of the procedure should
determine the duration and number of balloon
inflations based on his/her past experiences.

10. Heparinized and sterilized physiological saline
should be infused for anti-coagulation while this
balloon catheter is inserted in the blood vessel.

11 This catheter can only be inserted with the use of
a guidewire.

(Insertion of this catheter alone may lead to damage
to the vascular wall or perforation of vessels.)

12. Operate the catheter carefully in the blood vessel
verifying the location and movement of its tip under
fluoroscopy.

13. Do not twist or turn this balloon catheter or the
guidewire during operation. (The catheter may be
tangled increasing the resistance.)

14. If abnormal or strong resistance is experienced
during the operation, the cause for such abnormality
or resistance should be verified and appropriate
measures should be performed before proceeding.
(If such abnormality or resistance is ignored and
excessive force is applied, it may lead to damage of
the vessels or to the catheter shaft breaking and
remaining inside the body).

15. During usage, the catheter shaft should be
replaced for any bend, break or kink. (If the catheter
continues to be used and such occurrence is ignored,
the catheter shaft may be damaged and remain inside
body).
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8. TlocKONbKy MpU MCNOMb30BaHUM  AaHHOIO

KaTeTtepa MOTyT BO3HUKHYTb Cepbe3HbIE
OCNoXXHeHnA, onepatnBHOE  BMELUATENLCTBO
cnepyet BbIMO/HATb B MeANLNHCKOM

YUPEX/EHWM, B KOTOPOM AOCTYMHO MPOBEAEHUE
peaHMMAaLOHHbIX MEPONPUSTHIA.

9. Bpau, OTBETCTBEHHbI 3a NpOBEAEHNE
MpoLeAypbl, JOMKEH ONPeaenuTb AIUTENbHOCTb

M KO/MYECTBO paclUMpeHnid  6anfioHOB  Ha
OCHOBaHWW CBOEro OrblITa.
10. Tloka 06annoHHLIA KaTeTep BBeAeH B

KPOBEHOCHbI COCyA, B LensaxX npefoTeparyeHms
CBEPTbIBaHMS KPOBU HEOOXOAMMO BbINOHATb
NHY3NIO TenapvHU3MpoOBaHHOIO CTEPWU/IbHOMO
(PM3M0NOrMYecKoro pacTeopa.

11. laHHbI KaTeTep MOXeT 6bITb BBEZIEH TO/bKO
C MNOMOLBK  MPOBOMOYHOTO  MPOBOAHMKA.
(BeepgeHuve [laHHOr 0 KaTteTepa oe3
BCMOMOraTe/IbHbIX CPeACTB MOXET MPUBECTU K
MOBPEXJEHWUIO  COCYAWUCTOA  CTEHKU WK
NpPo60AeHN0 COCY/0B.)

12. C OCTOPOXHOCTLIO YNpaBsiTe LBUKEHEM
KaTeTepa B KPOBEHOCHOM COCYyfle, KOHTpOAupys
pacrofioeHne W HanpaefeHue ero KOHLEBOW
4aCTu C MOMOLLbKO PEHTIEHOCKONUN.

13. He nepekpyuuBaiiTe U He MpoBOpayMBaiiTe

OGanMoHHbIA  KaTeTep  WAM  NPOBO/OYHbIIA
NPOBOAHMK BO Bpemsi onepaumn. (Katetep
MOXET 3anyTaTbCs, yTo MoBbICUT

CONpPOTUB/EHNE.)

14. Ecnn B xofde onepaTMBHOrO BMeLUaTeNnbCTBa
oLuyLaeTcs Heobbl4HOe nm CusibHOe
COMpOTMBNEHNe, CnefyeT  YCTaHOBUTb  €ro
NpUUMHY W NpPeanpuHATL  COOTBETCTBYHOLLME
Mepbl [0 MPOAO/MKEHNA MaHunynauum. (Ecnn

Takoe  OTK/OHEHMe  OT  HOpPMbl WK
COMpPOTUBNEHNE WrHOPUPYHOTCS 7
NpUKNaaplBaeTca  U3ObITOYHOE YCUAKe, 3TO

MOXET MPVBECTN K MOBPEXIEHNIO COCY0B UK
MosIoMKe TPYOKM KaTeTepa, KOTOpPbIA OCTaHeTcs
BHYTPU Tena nauueHTa.)

15. Bo Bpemsi UCMosb30BaHUA TpybKa KaTeTepa
[O/MKHA OblTb 3aMeHeHa Mpu  O6Hapy>KeHWUK
NOBbIX  M3rMboB, TPewWwnH WM MNepeKkpyToB.
(Ecrm npourHopuposatb NOLOGHbIE ABNEHUA W
NMPOAO/MKUTL  UCMOMb30BaHWe KaTeTepa, 31O
MOXET TMpPUBECTM K MOBPEXAEHNO TPYOKK
KaTteTepa, B pe3y/nbTaTe Yero OH OCTaHeTcA
BHYTPW Tena nauueHTa.)

16. Ecnv npwu BBefeHWW, NPOABWXKEHUN WA
M3BMIEYEHNN [AHHOTO KaTeTepa 06Hapy>KMBaeTcs
3HaUMTENIbHOE  COMPOTUBNEHME, HEOOXOLMMO

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

16. If a great 'resistance fs encountered during
insertion, movement, or pulling out of this catheter,
it should be verified that the guidewire is not
tangled. If so, the tangling of the guidewire should
be removed. (Since the guidewire lumen of this
catheter is short, the guidewire may wind around the
catheter shaft. In addition, while drawing this
catheter back into the guiding catheter inside
vessels, the wide-angle separation between the
catheter shaft and guidewire may occur. Under this
circumstance, a forced withdrawal may lead to
damage to the guidewire or catheter.)

17. A catheter with any sign indicating damage
should not be used.

18. Due to the lack of conductivity of twist forces,
the catheter shaft should not be twisted (If twisted,
the catheter shaft may be damaged and then remain
inside the body).

19. Challenging lesions such as calcified or tortuous
lesions may not be crossed with this catheter. The
physician in charge of the procedure should
determine whether this catheter is applicable based
on his/her past experiences.

20. Precautions should be taken to prevent any
damage to the catheter by the surgical knife or
SCissors.

21. During the wusage of this catheter, the
temperature, blood pressure, pulse, and respiration
of patients should be monitored. In case of any
abnormality, the procedure should be stopped or
appropriate measures taken based on the physician’s
judgment.

22. After use, dispose of product and packaging in
accordance with hospital, administrative and/or
relevant national regulations.

23. Ifany abnormalities are detected during inflation
of the balloon, apply negative pressure immediately
and interrupt the operation.

24. Do not immerse the catheter in hot water or
chemicals such as disinfectants [This may adversely
affect its function.]
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yOE€AUTBCH, 4TO [MPOBO.IOYHBIA IMPOBOJAHHK He
zanytaics. Ecam JTo umeer mecto, cieayer
pacnyTaTthb MPOBOJIOYHbIH NMPOBOIHHK.
(ITockoabky  KaHal 18 NPOBO.IOYHOFO
NPOBOJHMKA [JaHHOrO KareTepa KOPOTKHH.
MPOBOSIOYHBIH  MPOBOJHHK MOXET OOBHTbCA
BOKpyr TpyOkn kartetepa. Kpome Ttoro. npu
OTTArMBAHUH KaTeTepa Ha3al B NPOBOIHHKOBbIN
KaTeTep BHYTpH cocyla TpyOka Karerepa H
MPOBO:IOYHbIH NPOBOHHK MOTYT pa3’oiTHCh Ha
0016110 yro:1. B AaHHOH CHTYALHH HU3BJICUEHHE
C NPUMEHEHMEM CHJIbI MOXET MNpPHUBECTH K
MOBPEXICHHIO [POBOIOYHOrO MPOBOJIHHKA HIIH
KaTteTepa.)

17. He ciaeayer wucnosab3oBaTb — KaTeTep.,
HMEIOLLMI Kakhe-1H00 NPH3HAKH MOBPEXKICHUSI.
18. BcuieicTBHe OTCYTCTBHS NPOBOAMMOCTH
KPYTALIErO MOMEHTa TpyOKy KarteTepa He!lb3s
[epeKpyunBath. (B ciydae nepekpyTta TpyOka
KaTeTepa MOXeT OblTb  MOBpEXI€Ha  H.
C;1e10BaTelIbHO.  OCTaBjleHAa  BHYTPH  Te.a
MaLMeHTa.)

19. JlanHblii KaTreTep HE JOJIKEH [E€peceKaTh
YYaCTKH CJIOXKHBIX TOpPaXEHHH, TaKHe Kak
KalbIHGUUHPOBAHHbIE 30HBI H.IW W3BHIIUCTBIE
yactTi cocyJa. OTBETCTBEHHBIH 3a mnpouelypy
Bpay  JODKEH  ONpEIeHTh  BO3MOXHOCTD
MPUMEHEHHUS JaHHOTO

KaTeTepa Ha OCHOBaHHH COOCTBEHHOTO OIBITA.
20. HeoOxoanmo cobmoaats MepBI
NpeI0CTOPOKHOCTH B UEIAX MPeAOTBPALICHHS
MOOBIX MOBPEXICHHI KaTeTepa XHPY PrHYECKUM
HOKOM WM HOXKHHLIAMH.

21. Tllpu wucnonb3oBaHWM JaHHOIO KaTeTepa
Heo0X0IMMO  CI€aAMTh  3a  TeMIeparypoH.
apTepUaIbHbIM  JABJACHHEM.  MYJbCOM U
AbixaHueM nauueHTa. [Ipn Haimuumm moboro
OTK.IOHEHHA OT HOPMbl MpoUEdypY CIACAyeT
npepsaTh W.IM MPEANPHHATE COOTBETCTBYHOUIHE
Mepbl. OCHOBAHHbIE Ha PEILIEHHWH Bpaya.

22. llocae Hcnob30BaHMSA  YTHIWIHPYHTE
M31eIHe W YMNAKOBKY B COOTBETCTBHH €
001bHUYHBIMH, AIMUHHUCTPATHBHBIMH H (HJIH)
COOTBETCTBY IOLLIMMH rocy1apCTBEHHbIMH
HOpMaMH.

23. Ecau npu pacuumpeHun 6anioHa 3aMeyeHbl
Kakne-TM00 OTKJOHEHHS OT HOPMbI, HEME,UICHHO
NPUMEHUTE  OTPULIATEILHOE  JABICHHE U
[pepBUTE MPOLEIYPY.

24. He norpyxaiite KareTep B ropsdyio Bo1y H.IH
XUMHYECKHE  PacTBOPBI. Hanpumep. B

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Je3vHuumpyowme  BewlectBa.  (3TO  MOXeT
OTpULATENBHO CKa3aTbCA Ha ero paboumx
XapakTepucTukax.)

HEXXEJIATE/IbHbIE ABJIEHNA/ ADVERSE EVENTS

BO3MO>XHbIE NMOBOYUHbLIE ,LI,EI7ICTBI/I$:I/ COMPLICATIONS
HexxenatenbHble — sBNEHWs.  cBa3aHHble ¢ Adverse events related to the product include.

n3aennemM, BKIKOYaOT, MOMUMO MPOYEro: but are not limited to.

- MH(apKT, BbI3BaHHbIA OKK/O3MEN aucTanbHblX - infarction caused by occlusion of distal vessels or
COCy/10B 1N BOKOBOW BETBU; side branch.

- Ba3ocnasm; - vasospasm.

- MOBPeXeHNe 3HA0TENNA COCY/0B; - stripping of vascular endothelium.

- OTC/IONKY BHYTPEHHEN COoCyaMCTon 060n04kK; - dissection of vascular intima.
- MOBTOPHYHK OKKNHO3MIO, MpoboaeHne wnm - re-occlusion, vascular perforation or rupture.

pa3pbIB cocyaa; - unstable angina, blood pressure fluctuation.

- HecTabu/bHYKO CTeHOKapauto, KonebaHus - stroke.

apTepuanbHOro AaBneHus, - shock.

- HCY/IbT; - reaction to drugs.

- LLIOK; - reaction to contrast media.

- peakLMIo Ha NIeKapCTBEHHbIE Mpenaparhbl; - renal insufficiency.

- peakLIo Ha KOHTPacTHOE BELLECTBO; - transient ischemia.

- NOYEYHYI0 HeA0CTaTOYHOCTD; - air embolism.

- NPEXOAALLYIO MLLEEMUIO; - thromboembolism.

- BO3AYLLHYH 3MOONNIO; - internal bleeding.

- TPOMB03MO0/MIO; - hematoma.

- BHYTPEHHEE KPOBOTEYeHNe; - infection, etc.

- remaromy; These adverse events may cause emergent
- UH(EKLMIO U T. N. coronary bypass surgery, myocardial infarct ion.

3TN  HexenaTenbHble ABMEHUA MOTyT CcTaTb re-stenosis, cardiac tamponade, hemorrhage.
NPUYMHON 3KCTPEHHOM onepauun no emergent brain surgery for cerebral infarction.
KOPOHapHOMY  LLyHTMpOBaHWIO,  MHMapKTa formation of vessel fistula, aneurysm, arrhythmia.
MUOKapda, MOBTOPHOro CTeHo3a, TamnoHadbl and even death.death.

cepAua, KpoBOM3MUAHUA, 3KCTPEHHON onepawum

Ha rO/IOBHOM MO3re B CBSI3U C MLLEMUYECKUM

WHCYNbTOM, (DOPMUPOBAHUSA (UCTYNbI COCYAa,

aHeBpU3Mbl, apUTMUM U Jaxe CMepTe/IbHOro

ncxopa.

TEXHNYECKOE OBCNTY>XNBAHWVE/ MAINTENANCE
3nenve He TpebyeT TexHuyeckoro The product does not require maintenance and is

06CNYXXMBaHWSA N He MOAJIEXUT PEMOHTY. not repairable.
B cBA3M ¢ npyMeHeHVeM faHHOro MeauumHekoro  In connection with the use of this medical device
N30eNns YCTaHOBKA N MOHTAaX He TpebyeTcs. installation and installation is not required

TPEEOBAHUSA MO OXPAHE OKPYXXAIOLLEW CPEAbLI MPU
NMPUMEHEHW MEOVNUMNHCKOIO N3AE/TNA/ENVIRONMENT

PROTECTION REQUIREMENT

C YYeTOM BbIMO/THEHWS TpeboBaHuii Taking into account the requirements of
aKcnyaTaumoHHON  JokyMeHTaumy  Katetepbl operational documentation, catheters do not have
npu  UCNOMb30BaHUK,  TPAHCMOPTUPOBKA U
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XPaHEHUM  He  OKas3blBalOT  HEraTvBHOro
BO3AEMCTBMS HA UENOBEKA 1  OKPYXKaloLLyto
cpeny.

a negative impac't on'humans'and the environment
during use, transportation and handling

METOAblI CTEPUAN3AUNW/
STERILIZATION METHODS

[aHHoe MeMUMHCKOE u3fenne nocTaBnseTcs
CTEPUNbHBIM, c 1CMOo/b30BaHNEM
MOATBEPXKAEHHOrO MeTofa (CTepunusaums  C
NPUMEHeHVEM 3TUNEHOKCKAA),
obecrneymBatoLnii YpoBeHb cTepuibHoCTU 10-6.
[aHHoe MeAMUMHCKOe un3genvie npefHasHayeHo
TO/ILKO AN OAHOKPATHOro  MPUMEHeHWUs,
CTEPUNbLHO, €C/IN YNaKoBKa 3akpbiTa U Lena. He
NCNONb3YTe W3AeNne, €cnM ecTb COMHEHMS
KacaTe/lbHO ero CTepuIbHOCTW.

This medical device is supplied in the sterile form
using a confirmed method (sterilization using
ethyleneoxide), which provides a sterility level of
10-6. This medical product is intended for single
use only, it is sterile if the package is closed and
intact. Do not use the product if there is any doubt
about its sterility.

YCNOBUNA TPAHCITOPTUPOBKW, XPAHEHUA U SKCINTYATAUNN/
STORAGE AND TRANSPORTATION CONDITIONS

KarteTepbl TpaHCMOPTMPYIOT BCEMW  BUAAMU
TPaHCMopTa B KPbITbIX TPAHCMOPTHLIX CPeACTBaX
B COOTBETCTBMU C MpasuiamMmu NepeBo3Kx rpys3os,
[elCTBYIOLLMX Ha TPAHCMOPTE KaXXa0ro Buja.
KaTeTepbl Mpu TpaHCMOPTUPOBaHUW YCTONYMBbI
K BO3AENCTBUIO KMMATMYECKUX (PaKTOpPOB Mpu
TemnepatypHom pexume ot -1-15 go -i-40°C, npu
OTHOCWUTENIbHON BNXXHOCTM BO3ayxa oT 20% [o
80% (6e3 KOHAeHcauuMn) U  MexaHUYeCKmX
BO3ZENCTBUI MpU BMOPALMOHHBIX Harpyskax B
Anana3oHe yactoT oT 10 go 55 'y, amnauTyge
nepemereHna 0,35 MM 1 yaapHbIX Harpyskax c
NMMKOBbIM yckopeHveM 10g npu AmMTensHOCTH
[eCTBUSA YapHOro yCKopeHus 16 Mmc.

XpaHUTb B NPOX/aAHOM TEMHOM CYyXOM MecCTe
npy Temnepatype ot -i-5°C go -1-30 °, usberaTb
KOHTAaKTOB C BOLOM W NPSAMbIM  COSTHEYHbIM
CBETOM, CWNbHbLIX MepenagosB Temnepatyp, npu
OTHOCMUTENbHON BNaXHOCTN Bo3dyXa oT 20% [0
80% (6e3 KoHAeHcaLun).

KarteTepbl npu 3kcnayataumMn yCTOMRYMBLI K
BO3AENCTBUIO  KIMMATUYECKMX (PAKTOPOB [A/1S
TemnepaTypHOro pexxmma ot -i-32°C go -642°C u
BO34eMCTBUIO GUONOrMYECKMX XKXULKOCTEN.

Catheters are transported by all modes of
transport in covered vehicles in accordance with
the rules for the carriage of goods operating on
each type of transport.

Catheters during transportation are resistant to the
influence of climatic factors at a temperature
range from -rl5 to 40 ° C, relative humidity
from 20% to 80% (without condensation) and
mechanical influences at vibration loads in the
frequency range from 10 to 55 Hz, amplitude
displacement of 0.35 mm and shock loads with a
peak acceleration of 10 g with a duration of shock
acceleration of 16 ms.

Store in a cool, dark dry place at a temperature of
45 to -1:30 °, avoid contact with water and direct
sunlight, strong temperature changes, at relative
humidity of 20 to 80% (without condensation).
Catheters during operation are resistant to
climatic factors for a temperature range of -I-32 to
542 ° C and biological fluids exposure

PUCKW NMPUMEHEHVA MEAVNUMHCKOIO N3AEJTNA/ RISKS OF
MEDICAL PRODUCT

[aHHoe u3aenne npeactaBnseT coboit katetep This product is a rapid-exchange catheter for
ObicTporo obmeHa ana 6annoHHoin aunataumm balloon dilatation for percutaneous transluminal
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ans YPECKOXHOM TpaHCNHOMUHaNbHOW
KOpOHapHOW aHruonnactmkn (UTKA). YTobbl
OLIeHUTb COOTBETCTBME KaTeTepa OCHOBHbLIM
TpeboBaHMAM, npoun3BoAnUTENEM Oblnn
npoBefeHbl  UCMNbITaHUA  cooTeeTcTBUA  1SO
10555, oueHky cootetcTBMA 1SO11607 U
UCMbITaHWe AN OMpefefieHns  TEXHUYECKMX
XapakTepuctuk U T. A. B pesynbtate katetep
COOTBETCTBOBa/1 3TUM CcTaHAapTam ISO.

[MponssoauTeNlb CO34a/1 BHYTPEHHIOK CUCTEMY

YrNpaBneHUsi  puUCKamk,  COOTBETCTBYHOLLYHO
1S014971:2007 n EN 15S014974:2012. 3T1a
cucTemMa  YMpaBMEHWS  PUCKaMK,  BK/HOYas

ynpaB/ieHMe pUCKamMM B XOAe NPOM3BOACTBA W
MOCTPErnCTPaLIMOHHOrO Mneproza, onpejeneHa B
npoueaype yrnpaB/eHus prcKamm "
COOTBETCTBYIOLMX [OKYMEHTAX. AHa/M3 pucKa
Ans KateTepa 6bln NPOBEAEH B COOTBETCTBUM C
3TUMU IOKYMEHTaMMN.

B pamkax npoleaypbl NpovsBoauTenieM Gbinu
onpefeneHbl  OMAcHOCTM,  CBSI3aHHble  C
CNONb30BaHMEM W Npoueaypamn. OnacHoCTH ¢
HeMpuemneMbIM  YPOBHEM  puUCKa  Gbln
COKpalleHbl [0 NPYEMIEMOrO YPOBHS MNyTeM
NpoBefieHNs MCMbITaHWIA " ApYrnxX
B3aMMOMpPUEM/IEMbIX Mep.

B HacTosiLIee BpemMsi MPOU3BOAUTENb UCMOMb3YeT
npoLeaypy  OLEHKM  CTEMeHW  TSHKECTY
KIMMHWYECKMX PUCKOB MO LLKae 0T NPUEMIEMOro
[0  Henpuemnemoro. Mpn  BbISBNEHUM
HEMpPUEM/IEMbIX ~ YPOBHE  MHAEKCA  PUCKOB
TpeboBaUCh MepbI A1 €0KPALLEHNS PUCKOB. Ha

OCHOBaHWM aHanu3a 6blM  BbISIBNEHbI 1
COKpalleHbl [0 TMpUeMSIEMbIX YPOBHE Bce
YCTaHOB/IEHHbIE U MNpeABMAMMbIE  3apaHee

OonacHOCTK 1 ConyTCTBYOLLMNE PUCKN.

coronary angioplasty (BTCA). In-order to assess
the compliance of the catheter with the main
requirements, the manufacturer has tested
compliance with ISO 10555, 1S011607
conformity assessment and performed a test to
determine technical characteristics, etc. As a
result, the catheter is conformed to these 1SO
standards.

The manufacturer has established an internal risk
management system that complies with
ISO 14971: 2007 and EN ISO 14974: 2012. This
risk management system, including risk
management during the production and post-
registration period, is defined in the risk
management procedure and relevant documents.
The risk analysis for the catheter was carried out
in accordance with these documents.

Within the procedure, the manufacturer has
identified the hazards associated with use and
procedures. Hazards with an unacceptable level
of risk have been reduced to an acceptable level
by testing and other mutually acceptable
measures.

Currently, the manufacturer uses a procedure to
assess the severity of clinical risks on a scale from
acceptable to non-acceptable risks. Measures
were required to reduce risks identifying
unacceptable levels of the risk. Based on the
analysis, all established and foreseeable risks and
associated risks were identified and reduced to
acceptable levels.

mapkuposkal/labeling
PaclmndpoBKa cMMBO/OB, YKa3aHHbIX Ha MapKuposke / Explanation of symbols on labeling:

BHHMaHnel/Caution

A

33

O3HaKOMbTECb C UHCTPYKLMel
no MpumeHeHuo/Consult
instructions for use

He ncnonb3oBatb NOBTOPHO/
Do not re-use

He ctepununsoBaTb NoBTOpPHO/
Do not resterilize

He ncnonb3oBatb npu
nospexaeHHoi ynakoske/ Do
not use if package is damaged
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OrpaHunyeHne TemnepaTypbi/

86 F Temperature limit
5C
nr4d
STERILE EO Crepunusauuns c

npUMeHeHneM oKucu
aTuneHa/Sterilized using
ethylene oxide
3Hak CE-mark. cooTBeTcTBME
npoaykuum TpeboBaHnam
eBponeincknx pernameHTos/
KaTtanoxHblit Homep/

CE

Kog naptuwn/

LOT
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ANUpOreHHbIi/

He gonyckaTb BO3geiicTBuA
conHeyHoro ceeTa/Keep away
from sunlight
XpaHuTb B cyxoM mecTe/Keep
dry

1lll

EC  REP WHpopmaLms 06

YNO/ITHOMOYEHHOM
npegctasutene B EC/
HomuHanbHoe fasnexHve
paspbiBa/Rated Burst Pressure

RBP

MFC

MecTo npoussBogcTeal/
Manufacturing Site

OnuHa 6annoHa/ Balloon
Length

MakcuManbHblA HapyXHbIiA
fmameTp NpoBofHuUKa/
Maximum Guide Wire Outer
Diameter
WHCTPYMEHT ANS NpoMmblBaHWS
(c hyHKUWMeli cBepTbIBaHUA
6annona)/ Flushing tool (with
re-wrapping function)
BannoHHbIl KaTeTep/Balloon
catheter

* CepwiiHblli HoMmep/

SN

Wcnonb3oBath go/

Mpownssogmntens/

BbicTpas cmeHa/Rapid
Exchange

HomuHanbHoe faBneHme/
Nominal Pressure

[OunameTp 6annoHa/Balloon
Diameter

SdekTUBHAA NnHa
kateTepa/ Catheter Effective
Length
[aBneHune/Pressure

"o

3axum katetepa/Catheter clip

YTAKOBKA/PACKAGING

KareTepb! AnnaTalunoHHbIe NEON ansa
UYPECKOXXHOM TPaHC/IIOMUHA/IbHOM  KOPOHAPHOIA
aHron1acTuUKn (UTKA) BbIMyCKalTCA
CTEpU/IbHLIMU B CTepWU/IbHON ynakoBke Tyvek,
KOTOpasi COOTBeTCTBYeT TpeboBaHuAm  I1SO
11607. KaTteTepbl HaxogsaTca B 3alUTHOM
060/104Ke TUNA «y/IUTKa», W3roTOBMIEHHON U3
noAvnponuieHa,  KoTopad  s3awuMwaet  oT
BHELLUHMX MeXaHW4YeCKUX BO3AENCTBUIA  Npu
TpaHCNopTMPOBaHMW. 3aneyaTaHHble U34enus
BK/1aAbIBAlOTCA B KapTOHHYIO KOPOOKY BMecCTe C
WHCTPYKLMEN MO MPUMEHEHNIO.

Cpok COXpaHeHus CTePUNbHOCTU
OTCYTCTBUN  MOBPEXJEHUSA UK
yMakoBKu - 3 roga.

[anee wm3genua B NOTPe6UTENLCKOM YyNaKoBKe
NnoMeLLaloT B TPaHCMOPTHYH YMNakoBKY U3
ro)pokapToHa, Ha KOTOpble Mo 6okam Wan o
nepuMeTPy HaHOCUTCA KOHTPO/MbHas JieHTa.
Pa3vep TpaHCNOpPTHOW ynakoBku - (710+3) X
(570+3) X (395+3) mm. TpaHcnopTHass Kopobka
COAEPXUT [0 74 eauHWL NpPOAYKUUM OAHOM
napTun.

MakcrMasibHass macca TPaHCMOPTHOM YNaKoBKM
- He 6onee 21 Kr.

npu
BCKPbITUSA
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Dilatation catheters NEON/NEON NC for
percutaneous transluminal angioplasty (PTCA)
are produced sterile in a sterile packaging Tyvek,
that is complied with 1SO 11607. Catheters are
covered by protecting shell (type “snail”)
manufactured of polypropylene. This shell
protects the device from all external mechanical
impacts during transportation. Sealed devices are
packed in a carton box together with the
instruction for use.

Sterility is valid for 3 years if package is not
opened or damaged.

Devices packed in carton boxes further are packed
in transportation package made of corrugated
board. Transportation band is applied on the
perimeter and on the sides. Size of transportation
package is (710+3) x (570+3) x (395+3) mm.
Transportation package contains up to 74 units.
Maximum weight of 1 transportation package is
no more than 21 kg.
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KOMIJIEKTALUWMA/ SUPPLY

Komnnektauua BCeX BapuvaHTOB WCMOJIHEHUSA
COCTOUT W3:

o KareTep 6an10HHbIN - 1 WT,;

*  VIHCTPYMeHT ANns npomblBaHuA - 1 WT.;

* 3axum Kartetepa- 1T,

e VIHCTpYKUMA NO NPUMEHEHUIO - 1 LWUT.

The complete set of all variants consists of;
* Balloon catheter - 1pc.;

* Flushing tool - 1pc,;

* Catheter clip - 1pc;

* Instruction for use - 1pc.

rapaHTVIVIHbIe o6ﬂ3aTeanTBalwarranty statement

MpounsBoaMTeNnb  rapaHTUPYeT  COOTBETCTBUE
KayectBa  MeAMLMHCKOro nsgenns npw
cobnoaeHn  TpeboBaHWM  3KCMNyaTaLWOHHOWN
OOKYMeHTauuu.

The manufacturer guarantees the compliance of
the quality of the medical device with the
requirements of the operational documentation.

CPOK NIOAHOCTW/SHELF LIFE

CpoK rofHOCTM KaTteTepa coCTaBndeT 3 roga.
[aHHoe w3genve 3anpeLlaeTcs MCMosb30BaTb
nocne [atbl OKOHYaHWA CPOKa TOLHOCTW,
YKa3aHHOro Ha ynakoBKe.

Shelf life of the catheter is 3 years. This product
should not be used after the expiry date indicated
on the package.

NOPAAOK OCYLUECTBJIEHUA ¥YTUNNSAUNN NTTN YHNUTOXEHNA
MEANUNHCKOIO N3JENNA/ PROCEDURE FOR UTILIZATION OR
DISPOSAL OF MEDICAL DEVICE

3genusi, UMeBLLUME KOHTAKT C KPOBbK W/vnu
APYTMM 6M0MI0rNYECKUMMN YXULKOCTSIMU,
nognexar yTuamsaumm Wunm YHUUTOXKEHWUHO
COr/lacHO C npaBuiamy 06palleHms ¢ onacHbIMU

oTXofamMu,  MPUHATbIMA B MEAULMHCKOM
YUpeXaeHNN.
Heuncnonb3oBaHHble un3aenust (He UMeBLLME

KOHTaKTa C KPOBbK W/MAN ¢ 6K1ONOrMYecKnMu
YXXNAKOCTSIMU), B TOM YMC/IE C UCTEKLLUM CPOKOM
rogHoCTW,  nognexar  yTuausaumm — u/wunm
YHUUTOXEHMIO COrlacHO ¢ 06 MMM NpaBuiaMm
yTUAM3aUMn  NPUHATBIMA B MEAULIMHCKOM
yupexaeHuu.

Devices that have contact with blood and/or other
body fluids must be disposed of and/or destroyed
in accordance with the rules for handling
hazardous waste adopted at a medical facility.

Unused products (not having contact with blood
and/or biological fluids), including those that
have expired, must be disposed of and/or
destroyed in accordance with the general disposal
rules adopted at a medical facility

NMEPEYEHb MEXAYHAPOOHbIX HOPMATVBHbIX AJOKYMEHTOB,
KOTOPbLIM COOTBETCTBYET MEAVNUNHCKOE M3AEJTNE/
THE LIST OF NATIONAL AND INTERNATIONAL REGULATORY
DOCUMENTS/STANDARDS, WHICH MATCHES MEDICAL DEVICE

Ne MpumeHsiembln cTaHaapT / Applied standard

n/n/
No.

EN 1S013485: 2016 (1SO 13485; 2016), «MegnunHckune nsgenvsa - CUCcTeMbl MEHEIKMEHTA

KayecTtBa -

TpeboBaHMA K HOpmaTvBHOMY perynupoBaHuio» / EN 18013485:2016

(18013485:2016), “Medical devices - Quality management systems - Requirements for

regulatory purposes”
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EN 1S014971: 2012 (1S014971: 2007), «W3pgenua '‘méomuHckue. TprMeHeHMe
MEHEeMKMEHTA pUCKa K MeauLMHCKMM n3gennsam» / EN 18014971:2012 (18014971:2007).
“Medical devices - Application of risk management to medical devices”

18010555-1:2013, «BHyTpucocyancTble KarteTepbl. KaTeTepbl CTepu/ibHbIE 04HOPA30BOro
npumeHeHus. Yacte 1L O6uime TpeboBaHms» / 18010555-1:2013, “Intravascular catheters -
8terile and single-use catheters - Part 1: General requirements”

18010555-4:2013, «BHyTpucocyancTble KarteTepbl. KateTepbl CTEpW/IbHbIE 04HOPA30BOr0
npumeHeHns. Yactb 4: Karetepbl 6annoHHoM gunataumm» /[ 18010555-4:2013,
“Intravascular catheters - 8terile and single-use catheters - Part4: Balloon dilatation catheters”
EN 18010993-1:2009 / AC:2010 (18010993-1:2009), «OueHKa 61M0N0rMYecKoro AencTemns
MeULMHCKNX n3genuid. Yactb 1 OueHKa 1 UccnefoBaHUs B paMKax MeHeKMEeHTa pUCKay»
/ EN 18010993-1:2009 /AC:2010 (18010993-1:2009), “Biological evaluation of medical
devices - Part 1 Evaluation and testing within a risk management process”

EN 18010993-4:2009 (18010993-4:2002, Bkmovas Amdl: 2006), «Bronornyeckas oueHka
MeJULMHCKUX 13aenunii. YacTb 4. Bblbop McnbITaHWUA, OTHOCALUMXCSA K B3aUMOAENCTBUIO C
KpoBbto» / EN 18010993-4:2009 (18010993-4:2002, including Amd 1:2006), “Biological
evaluation of medical devices - Part 4: 8election of tests for interactions with blood”

EN 18010993-5:2009 (18010993-5:2009), «OueHKa 6MONOrMYECKOro  [elcTBuMA
MeAULUNHCKNX n3gennin. Yactb 5. MccnefoBaHms Ha UMTOTOKCMYHOCTL: MeTOAbI in vitro» /
EN 18010993-5:2009 (18010993-5:2009), “Biological evaluation of medical devices - Part
5: Tests for in vitro cytotoxicity”

EN 18010993-7:2008 / AC:2009 (18010993-7:2(HO8), «Bbuonornyeckas oOueHKa
MeJUUMHCKUX un3genunid. YacTb 7. OcTaToyHOe CcogepXkaHwe 3TUMEHOKCMAA Mocre
crepunmsauumn» / EN 18010993-7:2008 /AC:2009 (18010993-7:2008), “Biological
evaluation of medical devices - Part 7: Ethylene oxide sterilization residuals”
18010993-10:2010, «buonormnyeckas oueHKa MeaULMHCKMX u3genunii. Yactb 10. Mpobbl Ha
pasfpadkeHne M annepruyeckyro peakumio 3amefasieHHoro Ttuna» / 18010993-10:2010,
“Biological evaluation of medical devices - Part 10: Tests for irritation and skin sensitization”
EN 18010993-11:2009 (18010993-11:2006), «OueHKa 6UONOrMYECKOro [AeicTBUSA
MEANLVHCKMX un3gennid. Yactb 11. MccnemgoBaHMS OOLLIETOKCMYECKOrO [JencTBus» /
EN 18010993-11:2009 (18010993-11:2006), “Biological evaluation of medical devices -
Part 11: Tests for systemic toxicity”

EN 18010993-12: 2012 (18010993-12: 2012), «OueHKa 6MONOIFMYECKOro AencTBUS
MeANUMHCKMX n3genunii. Yactb 12. MogrotoBka 06pasyoB U CripaBoYHble MaTtepuasibi» /
EN 18010993-12:2012 (18010993-12:2012), “Biological evaluation of medical devices - Part
12: 8ample preparation and reference materials”

EN 18010993-18:2009 (18010993-18:2005), «OueHKa OMOMOrMYECKOro [eicTBums
MeAVLIMHCKNX n3genuii. Yactb 18. ViccnemgoBaHne XMMUYECKUX CBOMCTB MaTepuanos» /
EN18010993-18:2009 (18010993-18:2005), “Biological evaluation of medical devices - Part
18: Chemical characterization of materials”

18011135:2014 «CTepunusaumsi MeanLMHCKON NPoayKumnn. ITuneHokena. TpeboBaHuWs
K paspaboTke, Bamjauum U1 TeKyLleMy KOHTPO/MKO npouecca CTepunmnsaumn
MeANLMHCKNX mn3genuii» / 18011135:2014, “8terilization of health-care products. Ethylene
oxide. Requirements for the development, validation and routine control of a sterilization
process for medical devices”

EN 18011138-2:2009 (18011138-2:2006) «CTepunmsaums MeauLIMHCKON MPOoayKLNN.
Buonornyeckmne wunHoMkatopbl. Yactb 2. Bumonornyeckue WMHAMKATOPbI AN1S MeTOLOB
cTepunu3aumm  okcmgom  atmneHa» [/ EN  18011138-2:2009 (18011138-2:2006),
“Bterilization of health care products - Biological indicators - Part 2: Biological indicators for
ethylene oxide sterilization processes”
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EN 356-1:2001 "AC:2006. «CTepuIn3auus MeIMUMHCRHN H31CIHA. TpedoBanus «
MCIHHHHCKAM  H31e MM Kareropun "crepuibhbie”.  Yacte 1. TpeboBanus K
CTCPH.IMBAIMK  VIIAKOBAHHBLIN  MCIHIIMHCKUX W3deait» © EN 356-1:2001 'AC:2006.
“Sterilization of medical devices - Requirements for medical devices to be designated
"STERILE" - Part 1: Requirements for terminally sterilized medical devices™

EN  ISO11607-1: 2009 (ISO11607-1:  2006) «YnakoBka LIS TEPMHYECKH
CTEPH/IM30BAHHBIX M IMILMHCKHX ycTpoiicTB. YacTe 1: Tpedosanus k matepuaiam.
CTEPH.IbHBIC GaphepHble CHCTEMbl M yNakoBouHble cHeTemb» / EN ISO11607-1:2009
(ISO11607-1:2006). ~Packaging for terminally sterilized medical devices - Part I:
Requirements for materials. sterile barrier systems and packaging svstems™

17

EN ISO11607-2:2006 (ISO11607-2:2006) «YnakoBka MEIHUMHCKHX — M3ICTHIH.
CTEPUIM3YEMBIX HA 3aBepuiaiolleii ctaauu npou3soacTea. Yacte 1. Tpedosanus «
MarepuaiaM. OapbepHbIM  CHCTEMaM CTCPHIM3ALMM M CHCTemaMm yhakoBkH» / EN
ISO11607-2:2006 (ISO11607-2:2006). Packaging for terminally sterilized medical devices
- Part 2: Validation requirements for forming. sealing and assembly processes™

EN 20594-1:1993 (1S0O594-1:1986) «[letaild COCAUHHTE IbHbIE ¢ KOHYCHOCTbIO 6 %
(Jlionpa) s mniprueB. M K APYTOIO MEIHUMHCKOro 000py . 10BaHus. Yacte 1. O0mume
TpeboBanus» / EN 20594-1:1993 (1ISO594-1:1986). “Conical fittings with a 6% (Luer) taper
tor svringes. needles and certain other medical equipment - Part 1: General requirements™

19

[SO594-2:1998 «JleTa/iu COC/TMHHUTEIbHDBIC C KOHYCHOCTBIO 6 % (Jliodpa) 11s wnpuies.
HEST WIPY OO METHIMHCKOTo odopytoBanus. Hacte 2. J109pOBCKHE HAKOHEUHUKH» /
1SO394-2:1998. ~Conical fittings with 6 % (Luer) taper for syringes. needles and certain other
medical equipment -- Part 2: Lock fittings™

20

EN 980:2008 «I'padmueckne cHMBOJIbI, HCMOIL3YEMbIC IIPH MAPKHPOBKE MEIHUHHCKHX
u3enit» / EN 980:2008. ~Graphical symbols for use in the labelling of medical devices™

EN 1041:2008 «HUudopmauusi. nocrtapisieMas H3FOTOBUTECICM LIS  MCIHUHHCKHX
u3eani» / EN 1041:2008. ~Information supplied by the manufacturer with medical devices™

[SO 14644-1:1999 «HucTbie NOMELICHHSA H CBA3AHHBIC ¢ HUMH KOHTPO.THPYEMbIC CPEC.bl.
Yacrs 1. Kaaccupukauus uncrorsl Bosayxar / 1SO14644-1:1999. ~Cleanrooms and
associated controlled environments. - Part 1: Classification of air clcanliness™

ISO14644-2:2000 «UnucTble NOMEUCHHAS H CBA3AHHBIC ¢ HUMH KOHTPOIIHPY €MbIC CPL/Ibl.
Yactb 2. TpeboBaHHS K KOHTPOIKO W MOHHTOPHHIY LI MOITBEPHK ICHHSA [IOCTOAHHOIO
cootBeTcTBHA [SO14644-1» / [SO14644-2:2000. ~Cleanrooms and associated controlled
environments. - Part 2: Specifications for testing and monitoring to prove continued
compliance with ISO14644-1"

EN [SO11737-1:2006/AC:2009 (ISO 11737-1:2006) «Crepu:id3aliig Me IHIIHHCKUX
uiaeanin.  Mukpobuoaornveckue  Merobi.  Yacte 1. Ouenka  nonyisiuu
MUKPOOPraHH3MOB Ha npo1yKunny ¢ EN ISO11737-1:2006/AC:2009 (ISO 11737-1:2006).
“Sterilization of medical devices - Microbiological methods — Part 1: Determination of a
population of microorganisms on products™

19
'

EN ISO11737-2:2009 (ISO 11737-2:2009) «CTeprin3anis MCIHUHHCKHN W31 IHR.
MukpooHo.1oruiecke MeTo:Ibl. HYacts 2. UcnbiTanus Ha CTEPHIBHOCTB. 1IPOBOIHMbIC
NPH BATHIAIMK poueccoB crepuianzatmn» / EN ISO11737-2:2009 (ISO 11737-2:2009).
“Sterilization of’ medical devices — Microbiological methods — Part 2: Tests ot stenlity
performed in the detinition. validation and maintenance of a sterilization process”™

EN 62366:2008 (IEC 62366:2007) «Annapatypa Meanuubckas.  Henooib3oBanue
TCXHOIOTHIT O IPHMCHHMOCTH K M IHIMHCKOR annapartype» - EN 62366:2008 (I1C
62366:2007). “Medical devices — Application of usability engineering to medical devices™
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Registration No. (b4 0

NOTARIAL CERTIFICATE

I, the undersigned Notary, do hereby
certify that Ryoji ITOU, an agent of Takeaki MIYATA, Manager
of Regulatory Affairs & Quality Assurance Team, Medical Devices
Solutions Vehicle of KANEKA CORPORATION who has been
authorized to sign the attached document, has stated in my very
presence that said Takeaki MIYATA acknowledged himselfto have
signed the attached document, and that his signature is true and

genuine.

Dated: on this 8 day of May, 2020.

Ltat Affairs BUREAT

NOTARY

2-2-2, UCHISAIWAICHO NOTARY
CHIYODA-KU

TOKYO JAPAN
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[Mepesog C AHTNMIACKOTO si3blKa M AMOHCKOTO Si3blKa Ha pyCCKVII7I A3bIK

«YTBEPXOAHKO»

KAHEKA KopnopeiLH
(Wramn): KAHEKA KoprnopeWLwuH
[NpeKTOop 0TAeNa HOPMATUBHO-NMPABOro PEryMPoBaHNS
N obecneyeHNss KayecTBa
(ROMKHOCT)

Taksakn MusaTa

(nms)

/nognucek/

(nognwucek)

17 anpensa 2020 .

gaTa

M.IT.

PerncTtpaumoHHblin Ne1540
HOTAPVAJIbHOE CBUAETE/IbLCTBO

A, HuXKenognucasLLMIACA HOTapUyC, HacTOALMM CBUAETENbCTBYO, YTO rocnogunH Péasm HTO,
npeactaBuTesis  rocnoguHa Taksaku MUWATA, pupekTopa o0TAena HOPMaTWBHO-MPaBoro
perynnpoBaHns nogpasfeneHns 1M obecrevyeHUs KadectBa MeguUMHCKMX usgenmii KAHEKA
KopnopeiwH, KoTopbliA 6bI1 YyNOMHOMOYEH CTaBUTb MOAMUCbL Ha MpuiaraeMomMm AOKYMeHTe, B
MOEM MNPUCYTCTBUWN CcAenas 3asBfIeHMe, YTO Has3BaHHbIN Taksakn MPIATA npusHaeT, 4YTo OH
CO6CTBEHHOPYYHO NMPOCTaBW/ NOAMUCH Ha NPUIaraeMoM JOKYMEHTE, M YTO ero NoAnuch SBNSETCA
NOA/INHHOIA.

Jata: «08» mast 2020 roga

(W Tamn): /nognuce/
OCA, XngsoKu, HoTapuyc

(MeyaTh): ALMWHUCTPATUBHO-IOPUANYECKOE YrpaBeHne no oKpyr ToKMo
HOTAPWNYC
2-2-2 YTUCANBAWTE,
TUEOA-KY
TOKWMO, ANOHUNA
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/pparmeHT nevarw/

PernctpaumoHHbliin Ne1540, 2020 roga
HOTAPVAJIbHOE CBUAOETE/IbCTBO

Hactosawnm ygoctoBepsto, 4to rocrnoguH HTO, Péasu, npeacrasutens rocnognHa MUATA,
Taksakn, Hagnexawm o06pasoM YMNOSIHOMOYEHHOro MpuHUMNana, [AupekTopa O0TAena
HOPMAaTMBHO-MPaBOro PerympoBaHnsa U obecneyeHnss KayecTBa nogpasfeneHns MefuLnHCKNX
n3gennini «<KAHEKA KopriopeliLH», B MOEM NPUCYTCTBUW CLenan 3asiBfieHne, YTO Ha3BaHHbIN
npuHUMNan nNPU3HaeT, 4YT0 OH COBCTBEHHOPYYHO MPOCTaBW/ MOAMUCL HAa nNpuiaraemMom
[LOKYMEHTe.

Kocasi yuepTa npobena

(MevaTs): OCA, X1A30KKN, HOTapuyc

CosepLueHo «08» maa 2020 roga

B KOHTOpPE HVKENOAMNUCABLLEr0Cs HOoTapuyca, afgpec:
AnoHus, Tokuo, Tuéga-ky, CaiiBaii-Té, 2-2-2
AAMVHUCTPATUBHO-OPULNYECKOTO YNpaBieHNs

no oKpyry Tokuo, AnoHuns,

HoTtapuyc /noanwuce/

(MeuaTs): OCA, X1asoKun, HoTapuyc

HoTaprasibHasa KoOHTOpa
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MepeBo aHHOI0 TeKCTa BbINO/IHEH MEPEBOAUYNKANN0POBON MYTVHON ANEKCEEBHO

Poccuiickas ®Pepepauns

"opog MockBa
[BajuaTtb 1eBATOro Mas [iBe ThbiCA4YM ABajLaToro roga

A, Mwunesckas AHHa AHBapOBHa, BPeMEHHO MCMOoNHAKLWAA 0643aHHOCTM HOTapuyca ropofa
Mockebl [AypapeBa AnekcaHapa BnagumupoBuya, CBUAETENIBCTBYHO MOA/IMHHOCTL  MOAMMUCHU
nepesogynka Eroposoii AnnMHbI ANEKCEEBHBbI.

Moanuckb caenaHa B MOeM NMPUCYTCTBUMN.

JInyHoCTbL NoAnucasLUero JOKYMEHT yCTaHOB/EeHa.

3aperucTpupoBaHo B peectpe: Ne 77/178-H/77-2020-

B3bICKaHO rocyaapcTBeHHOM nownuHbl (no Tapudy): 100 py6. 00 Kon.

YnnayeHo 3a oKasaHue yCnyr npaBoBOro 1 TexHu4veckoro xapakrepa: 300 py6. 00 kor.

A. A. Munnesckas

Bcero npolwHypoBaHo, NpoHyMepoBaHo 1 CKpenJsie nmnct(-a,-0B).

BPWNO HoTapuyca:
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KOMNMus

[pnnoXxeHne K UHCTPYKLU MU MO NPUMEHEHUIO NS
Poccuinckon defepaumm Ha MeauLUMHCKOe naenuve/
Appendix to the instructions for use for the Russian

Federation for a medical device

KaTeTep 6an/10HHbIN AnnaTauMoHHbIN 015 YPECKOXHOM
TPaHC/IHOMUHa/IbHOWN KOPOHapHOW aHrnonnactuku (UTKA)

NEON/

Balloon dilatation catheter for percutaneous transluminal
coronary angioplasty (PTCA) NEON

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

«YTBEPXAAK» /| «<KAPPROVE»
KANEKA Corporation

Manager of Regulatory Affairs & Quality Assurance Team
{nonkHocTbosLLon}

Takeaki Mivata

(ii.wi/name)

T {nognuce/signature)
M .I1./Stamp

KANEKA CORPORATION



KOMm4

[MpunoXeHne K MHCTPYKLKUN MO NPUMEHEHWIO AN
Poccuiickon degepaumm Ha MeauumHCKoe nsnenuve/
Appendix to the instructions for use for the Russian

Federation for a medical device

KaTeTep 6an/10HHbIN AnnaTauMoHHbIA ONS YPECKOXHOM
TPaHC/IIOMUHA/IbHOWN KOpPOHapHoW aHrunonnactuku (UTKA)
NEON/

Balloon dilatation catheter for percutaneous transluminal
coronary angioplasty (PTCA) NEON

«YTBEPXAAHK» /| «kxAPPROVE»
KANEKA Corporation

Manager of Regulatory Affairs & Quality Assurance Team
(gon>kHocTB/position)

Takeaki Mivata

% (iLWi/name)

"7 (iwdnucb/signatwe)

M.IM. / Stamp

KANEKA CORPORATION
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HAMMEHOBAHVE MEAVLINHCKOIMO N3AESTINSY
NAME OF MEDICAL DEVICE

KateTep 06annoHHbIA AunaTauyuoHHbIA ANs
UYPECKOXHOA TpaHCIIOMUHaIbHON
KOpOHapHoW aHruvonnactukn (UTKA), B
BapuaHTax UCMOSTHEHUS:

1 Kartetep 6anfoHHbIA  gUNaTauUOHHbIN
ans UPECKOXHOIA TPaHC/IOMUHaNbHO
KOpOHapHoi aHrnonnactukn (UTKA) NEON B
cocTaBe:

1 Katetep 6annoHHbI AWNaTaLMOHHBIA Ans

YPECKOXXHOWA TPaHCOMUHANIbHOW
KOpoHapHoi  aHrmonnactukn  (UTKA)
NEON, c paboyeir pnvHoi 146 cm u

6annoHom: 2,25x10 mm; 2,5x10 mm; 2,75x10
MMm; 3,0x10 mm; 2,25x15 mm; 2,5x15 mMMm;
2,75x15 mm; 3,0x15 mm; 2,25%x20 mm; 2,5x20
MMm; 3,0x20 mm - 1 wrT.;

2. WHCTpyMeHT Ang npombiBaHusa - 11T,

3axum karetepa- 1wr,;

4. WHCTpYKLUMSA NO NPUMEHEHUIO - 1TT.

w

Balloon dilatation catheter for percutaneous
transluminal coronary angioplasty (PTCA),
in versions

I. Balloon dilatation catheter for percutaneous
transluminal coronary angioplasty (PTCA)
NEON:

1 Balloon dilatation catheter for percutaneous
transluminal coronary angioplasty (PTCA)
NEON with working length 146 cm and balloon:
2,25x10 mm; 2,5x10 mm 2,75x10 mm; 3,0x10
mm; 2,25x15 mm; 2,5x15 mm; 2,75x15 mm;
3,0x15 mm; 2,25x20 mm; 2,5x20 mm; 3,0x20
mm - 1pc;

2. Flushing Tool-1 L,

3. Catheter Clip- 1L

4. Instruction for use - 1 pc.

CBEAEHWA O NMPON3BOANTENE MEANUMNHCKOI O U3AENNA/
INFORMATION ABOUT MANUFACTURER OF MEDICAL DEVICE

PaspaboTunk/nponssoanTens;
KANEKA CORPORATION

2-3-18, Nakanoshima, Kita-ku,
OSAKA, 530-8288 JAPAN (AnoHwus)
TenedoH: +81-06-6226-5256
NHTepHeT-caiT: www.kaneka.co.ip/en/

Osaka-shi,

Ajpec MecTa Npon3BOACTBA MEeANLVNHCKOIO
N3Lenus,-

«KAHEKA KOPTHOPEMLLIH OCAKA MNAHT»
(KANEKA CORPORATION OSAKA PLANT)
5-1-1, Torikai-Nishi, Seltsu-shi, OSAKA, 566-
0072 JAPAN (AnoHwus)

TenedoH: +81-72-650-2600

WNHTepHeT-cainT: www.kaneka.co.jp/en/

YNONHOMOYEHHbIN NpeAcTaBUTENb B
Poccuiickoii defepaunn:

OO6LecTBO C OrpaHUYeHHON OTBETCTBEHHOCTLIO
"KapanHan Xenc Pawa"

000 "KapguHan Xenc Pawa"

Poccuitckas ®efepaums, 107078, r. Mockaa,

yn. Mawwu lMopbiBaesoii, 4.34, oduc 514
TenedoH: +7 495 139 31 42
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Designer/ Manufacturer;
KANEKA CORPORATION
2-3-18, Nakanoshima, Kita-ku,
OSAKA, 530-8288 JAPAN

Teh: +81-06-6226-5256

Web site: www.kaneka.co.ip/en/

Osaka-shi,

Addresses of manufacturing facility of
medical device:

KANEKA Corporation Osaka Plant

5-1-1, Torikai-Nishi, Settsu-shi, OSAKA, 566-
0072 JAPAN

Tel.: +81-72-650-2600

Web site: www.kaneka.co.jp/en/

Russian Federation Authorized
Representative:

Limited Liability Company "Cardinal Health
Russia"

Cardinal Health Russia, LLC

Russian Federation, 107078, Moscow,

Mashi Poryvaevoi street, 34, office 514

Phone: +7 495 139 31 42



HASHAYEHVE MEONUMHCKOI'O N3AENNA, YCTAHOBJ/IEHHOE
MPON3BOANTENEM/
INTENDED USE DEFINED BY THE MANUFACTURER

KateTep 6annoHHbIA  AMNaTaUuWOHHbIA  ANs
YPECKOXHOW TPaHCAOMUHANBHOM KOPOHAPHOA

aHr1MonIacTuKm (UTKA), B BapuaHTax
ncnonHeHus (ganee no Tekcty «Karetep»)
npeAHasHaueH ans pacLumpeHuns
CTEHO31POBaHHOIO yuacTka KOpPOHapHOM
apTepuM  Npu MPOBELEHUN  UYPECKOXHOWA
TPaHCIOMUHa/IbHOM KOpPOHapHOM

aHrunonnactuku (UTKA).

Balloon dilatation catheter for percutaneous
transluminal coronary angioplasty (PTCA), in
variants (hereinafter referred to as "Catheter") is
intended to expand the stenotic portion of the
coronary artery during percutaneous transluminal
coronary angioplasty (PTCA).

YCNOBUA MPUMEHEHWA, MOTEHUMANbHbBLIA MOTPEBEUNTENb/
CONDITIONS OF USE, POTENTIAL CUSTOMER

[aHHbli  KaTeTep MOXET UCMOob30BaTbCA
TOMbKO Bpayamu, MpoweawnMy  o0byyeHne
BbINO/IHEHWNIO UPECKOXHO
TPaHCNHOMUHa/ILHOM aHrMonIacTUKM. B

YCNOBUAX onepaumoHHbIX JITY.

The catheter may be used only by physicians
trained to perform percutaneous transluminal
angioplasty in the setting of surgery room of
medical and preventive treatment facility.

MOKA3AHNA KNMPUMEHEHWNIO/
INDICATIONS

[JaHHoe  u3genve  npefgHasHauyeHo AN
paclUMpeHns  CTEHO3MPOBAHHOTO  yyacTka
KOpPOHapHO  apTepuyM  NpyM  NPOBEAEHWU

UPECKOXHON TPaHC/IOMUHAIBHOW  KOPOHApHOi
aHrnonnactuku (UTKA).
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This product is intended to be used for dilating the
stenosis lesion in the coronary artery when
perfomting percutaneous transluminal coronary
angioplasty (PTCA)



MPOTUBOINOKASAHLLU1/
CONTRAINDICATIONS

1 TonbKo N5 OLHOKPATHOro npumeHeHus. He
ncnonbL3oBaTb  MOBTOPHO. He  nogsepratb
MOBTOPHONA obpaboTke n NMOBTOPHOW
cTepumn3aLnm.
2. [poTMBONOKAa3aHO MWCNOJb30BaHVe [aHHbIX
KOMMOHEHTOB A/ crefyroLmx rpynn
naLeHTOoB;
— NaLMeHTbl C He3alMLLeHHbIM NOpaXeHnem B
CTBO/IE /1eBOV KOPOHAPHOW apTepwu;

-NayMeHTbl CO CNa3sMoOM KOPOHapHOM apTepum
B OTCYTCTBME 3HAYMMOIO CTEHO3a.
3. He pacwwupsainte 6annoH [0 BeINYMHBI,
npeBbMjatoLLeli AnameTp KPOBEHOCHOrO cocyfa
BOIM3N CTEHOTMYECKOrO NoBPeXAeHNS.
(KpoBeHOCHbIN cocyf MOXET 6blTb NOBPEXJeH
W pa3opsaH.)
4. He pacwupsinte 6anioH [0  3HAYeHMA
[aBNeHns,  MNPEeBbILLAWEro  HOMMWHA/bHOe
[aBneHve pa3pbliBa. (BannoH MOXeT
pasopeaTtbCA, M (PparMeHTbl MOryT OCTaTbCs B
Tesle nauneHTa.)
5. 3anpeleHo CXMMaTb PYKOW KOMIMOHEHTI
CTEHTa U CUCTEMY [LOCTaBKMW CTEHTA.
6. Vicrnonb3oBaHue JaHHOro nsgenns
NPOTMBOMOKAa3aHo ans nauneHToB c
HEMepeHOCUMOCTBI0  aHTUTPOMOOLMTAPHOR 1
aHTMKOArynsHTHON Tepanuu.

1 For single use only. Do not reuse, reprocess
or resterilize.

2. These components are contraindicated in the
following patients:

- Patients with unprotected lesion in the left
coronary trunk

- Patients with coronary artery spasm in the
absence of significant stenosis

3. Do not inflate the balloon exceeding the
diameter of the blood vessel in the vicinity of
the stenotic lesion. (The blood vessel may be
damaged or ruptured.)

4. Do not inflate the balloon to a pressure
exceeding the rated burst pressure. (The balloon
may burst and the debris may remain inside the
body.)

5. The catheter is contraindicated for hand
crimping of stent components and as a stent
delivery system.

6. The product is contraindicated to patients
who cannot tolerate antiplatelet therapy and
anticoagulant therapy.

OMMCAHVME MEANUNHCKOI'O N3AENNA/
DESCRIPTION OF MEDICAL DEVICE

Crepxsab Kaxercfa (4KcranbBas 4acTb) i

[JycTanbHbIVi KAKOHeULLIX /

Lb

Catheter shaft (distal) CTtepxketo. KaTeTepa (MPOKCMMasIbHas HacTb)

Catheter shaft (proximal)

KoMneHcaTop HaTskeLuLL /
Strain relief

Mapk” r.'pdwlbl BBefeBEA

PeeTreHOKOHCTpacrHblli .Tapkep/
Radiopagae marker

Depth wa/sler

MpoKcuManbHbI

HaKOHEYHUK
Kaki.19/HuB

MopT npoBoftoa

Bannox/Balooww

u

/ Guidewire port

La: ahcpéHTMBHAB AnvHa; Lb: anvHa 6annoHa; Lc; AnameTp 6annoHa
La: effective length; Lb: balloon length: Lc: balloon diameter

-y
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KateTep nocTasnsetca B BUAe NPOBOAHUKOBOrO
KateTepa ¢ AvaMeTpom 6ansioHa 2,25-3,00 MM u
AMHO  6annoHa  10-20 wmm.  [Mpu  aTom
ahekTMBHAA O/MHA KaTeTepa (OT AUCTANbHOIO
HaKOHeYHMKa [0 KOMMeHcaTtopa HaTsXeHUs)
coctasnset 1460 mm.

KarteTep cocTouUT 13 cnegytowmx
KOMIMOHEHTOB:

HanonHsiembliAi  gvnaTaunoHHbIA  6anfoH,
yCTaHaB/IMBAEMbIA MeXAy AUCTaNbHbIM KOHLIOM
W OUCTa/IbHbIM HaKOHEYHUKOM TpyOKu. BannioH
npefHasHayeH A/1s paBHOMEPHOro paclUMpeHus
[0 OnpefeneHHOro auameTpa W AJIMHbE Npw
3aflaHHOM [aB/fieHuKn, obecneymBas Mpyu 3TOM
HarnofHeHNWe M CMyCcKaHWe B XOpOLIO
YCTaHOB/IEHHbIX Mpejenax npu onpeseseHHOM
[aBneHnn paspbisa.

PeHTreHOKOHTPaCTHbIN mMapkep,
NPOKCMMaIbHbIA M AUCTaNbHbIA  Mapkep
yKa3blBaeT COOTBETCTBEHHO Ha NPOKCUMaIbHbIN
M OUCTaNbHbIA KOHLUbl PaCLUMPAIOLLEN YacTu
6annoHa M nomoralT  AMarHocTupoBsaTtb
MosioXeHwe 6annoHa.
MpokcuMasbHbI HaKOHEYHUK,
HanosIHeHns 7 CrnycKaHus
CHabXXeHHOro pasbeMom Tuna J1oap.
CTepxeHb KaTeTepa, coefiHeH y
MPOKCUMa/IbHOTO KOHLA C KaHlonen, a ¢
AMCTANIbHOTO KOHLA C 6a110HOM.

MopT NpoBOAHWMKA, BHYTPEHHWIA MPOCBET ANA

ans
6annoHa,

NPOBOAHUKA.
KoMneHcaTop HaTshKeHUsi, Heobxoaum Ans
CHATWUS  HaTSHKEHMS,,  CKOHLEHTPUPOBAHHOIO

MeXnay BTYNKOW 1 TpyOKOI KaTeTepa
KaHtons, OXBaTbIBAOLL I COeANHUTESb-

HaKOHeYHMKa, MpUCcoeanHAWNIACA K Tpybke
KateTepa.

[OuncTanbHbIA HaKOHEYHMK, pacrofaraeTca ¢
[JNCTaNbHOW  CTOPOHbI  6annoHa, ob6neryaet
NPOBeAEHNE KaTeTepa K y4acTKy CTeHO03a 1 Yepe3
Hero.

The catheter is supplied as a conductor catheter
with a balloon diameter of 2.25-3.00 mra and a
balloon length of 10-20 ram. The effective
length of the catheter (from the distal tip to the
strain relief) is 1460 mm.

The catheter consists of the following
components:

Filled dilatation balloon is implemented
between distal end and distal tip of the tube.
Balloon is intended for equal distribution up to
a certain diameter and length at set pressure
ensuring filling and lowering within well-
established limits at a certain burst pressure.
Radiopaque markers, which are located on the
proximal and distal ends of the expanding part
of the balloon, help diagnose the position of the
balloon under fluoroscopy.

Depth markers, which are located at 90 cm (for
brachial) and 100 cm (for femoral) from the
distal tip, are used for estimating the position of
the catheter.

Proximal tip for expanding and lowering the
balloon, supplied with Luer type connector.

Catheter shaft is connected to proximal tip via
hub, and to distal tip via balloon shaft.
Guidewire port is an internal lumen for
guidewire.

Strain relief is necessary for relieving tension
between sleeve and catheter shaft.

HUB is surrounding the part connecting
proximal tip to catheter shaft.

Distal tip is located after distal portion of a
balloon, it facilitates moving catheter towards the
stenosis portion and through it.

YcTpoincTtso ans npombiBaHus / Flushing tool (Accessory)

HakounewxkKkk JSltoapa f-Ta spomMbiBaLu L /
Luer part for flushing

Bxof Ana npo.\»waHLW KaHana NpoBO/0YHOI0 MPOBOAMLLICA U CBEPTbIBaNNS oa-xTaka I
Entrx- for flushing guidewire lumen and balloon re wrapping
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WHCTpYMEHT g1 MpOMbIBAHUS WCMOJb3yeTcs
019 MPOMbIBAHWA  KaHana MPOBOJIOYHOrO
NMPOBOAHMKA [AaHHOro wusgenusd. B cnyuvae
Heo6X0AMMOCTN MOBTOPHOrO BBEAEHWs rocne
M3BNEYEHNs U3aenns 13 Tena navmeHTa 6anioH
MOXHO MOMECTUTb B  WHCTPYMEHT A/d
NPOMbIBaHWA B LieNiSiX CBEPTbIBAHUA 6asiioHa B
60nee KOMNaKTHYO (hopmy.

WHCTPYKLMKN NO NPUMEHEHWIO MHCTPYMEHTa AN
NpoMbIBaHWS CM. B pasgene Cnocob
npumeHeHnsa NyHKT 1Moarotoska, NOAMYHKT 3.

The flushing tool is used to flush the channel of
the guidewire of this product. If it is necessary
to reintroduce the product after its removal from
the body of the patient, the balloon can be
placed in a flushing tool in order to roll the
balloon into a more compact form.

For instructions on the flushing tool use, see
Application Method 1 Preparation, subparagraph
3.

3axxnm Katetepal/ Catheter dip

&

3aXMM KaTeTepa NPUMEHSETCA 415 CBA3bIBaHWSA
TPy6KM KaTeTepa AaHHOTO U3AeNus.

[aHHble MefUUMHCKME M3AeNnsa He cogepxkat
NeKapCTBEHHbIX npenapaToB n
(hapmaLeBTUYECKMX CYBCTaHLMIA.

The catheter clip is used to connect the catheter
tube of this product.

These medical products do not contain
medicines and pharmaceutical substances.

OMMCAHWME MPNHUNMOB, HA KOTOPbIX OCHOBAHA PABEOTA
MEANUNMHCKOIO N3AENNA, N X OCOBEHHOCTW/ PRINCIPLES OF
OPERATION OF MEDICAL DEVICE AND THEIR FEATURES

Mpn BbINOMHEHMN npouenyp UTKA, npoBogHUK
(mocTaBnsieTcs OTAENbHO), PACMOMOXEHHbIA BO
BHYTPEHHEM  NpPOCBeTe  KaTeTepa, CHauvana
NPOABUIraeTCcA B KPOBEHOCHbIA COCY[, NauueHTa 4o
Tex Nnop, Noka ANCTasibHbIA KOHeL, NPOBOAHMKA He
BOWAET B 06/1aCTb NOpaXKeHUs cocyfa, Aunatauuto
KOTOPOro HeobXxo4MMO BbINOSHUTL. 3aTeM AaHHoe
n3genve NpoABUraeTcs B OpraHM3M nawueHTa no
paHee BBeleHHOMY NMPOBOAHUKY A0 TeX nop, noka
Ga/iIoH  JaHHOTO m3fenus He 6yfeT npasu/ibHO
pacnonoXeH norepek nopaxeHus cocyga. lNocne
NnpaBuILHOIo No3nLMOHNPOBAHMS, [laHHOe
n3fenne PackpbIBAETCA XUAKOCTbIO 33 Of4UH WAx
HeCKONbKO pa3 [0 3afjaHHOro pasmepa npu
OTHOCWUTENIbHO  BbICOKOM  [JaBfIeHWM, TaK uTO
CTEHO3MPOBaHHbIA  CcOCyf  pacimpserca €
packpbiTMeM npoceeTa cocyaa. locne packpbiTus
6annoHa yepes pacLUMpPeHHbIA cocyq,
BO30OHOB/AETCS TOK KPOBW, W [aHHOe wu3penue
MOXHO YAaNnTb U3 HEro.
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During PTCA procedures, the guidewire
(supplied separately) located in the inner lumen of
the catheter is first advanced into the patient's
blood vessel until the distal end of the guidewire
enters the area of the vessel lesion, which
dilatation must be performed. This product is then
advanced to the patient through the previously
introduced guidewire until the balloon of this
product is correctly positioned across the vessel.
After correct positioning, this product is opened
with fluid one or more times to a predetermined
size at a relatively high pressure, so that the
stenotic vessel expands with the opening of the
vessel lumen. Once the balloon is opened through
the dilated vessel, the blood flow resumes, and
this product can be removed from it.



TEXHNYECKOE OINMMCAHVE MEAVNUVHCKOI O U3AENNA/
TECHNICAL DESCRIPTION OF THE MEDICAL DEVICE

[MepaveTpbl Parameters

HomuHansHoe gasneHune (HA) /

HomunHanbHoe gaBneHune pa3pbisa

(440)/Hotlnal pressure (NP) /
Nominal burst pressure (BP)
MakcuManbHbIi HaPY>KHbIA
[viaMeTp COBMECTMMOr0
MPOBO/IOYHOI0
nposoaHnKa/Maximum outer
diameter of a compatible
guidewire

CoBMeCTUMOCTb C
HanpasALLMM
karetepom/Compatibility with
the guide catheter
AheKTNBHAA fIMHA
katetepa/Effective catheter
length

[nameTp NpoKcUManbHoi
yactu/Diameter of the proximal
part

[JviameT-p auctanbHow
yactu/Diameter of distal part

MokpbiTe/Coating
Konnuectso

PEHTIEHO KOHTPACTHbIX
meTok/Number of radiopaque
labels

HessaHe VipeHndwika — [pamveTp
mogerm/ - Top/ Identifier 6anioHa (M)

KareTep

6 aTMm (HL)se atm. (NP)

NEON Catheter

14 atm (4,4)/14 atm. (BP)

0,36 MM(0,014)/0.36 mm (0.014™)

2,00 MM (s F)/2.00 mm (s F)

1460 mm/1460 mm

BHewHwid; 0,65 mm 2F (03,0 mm), 0,60 mm 1,8F (o 2,25 -
02,75 Mm) /External: 0.65 mm 2F (03.0 mm), 0.60 Mm

1.8F (2,25 -02.75 mm)
BHeluHwuia: 0,84 mm 2,5F (03,0 mm), 0,78 mm 2,3F (02,25 -
2,75 mm) /External; 0.84 mm 2.5F (03.0 mm), 0.78 Mm

2.3F (02,25 - 2.75 MMm)
MmapodunsHoe nokpbiTve TR2/Hydrophilic coating TR2

2:0T7 02,25 mm (06a KOHLIA CTEPXKHA GannoHa)/2 ; above
02.25 mm (both ends of balloon straight tube portion)

Modkel / Balloon
name diameter

(mm)

<Lc>
Neon BS-22510 2,25+0,22
Neon BS-23010  2,50+0,25
Neon BS-27510  2,75+0,27
Neon BS-30010  3.00+0,30
Neon BS-22515  2,25+0,22
Neon BS-25015  2,50+0,25
Neon BS-27515  2,75+0,27
Neon BS-30015  3,00+0,30
Neon BS-22520  2,25+0,22
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OwvHa  Sddpeki
GasvioHa BHasA
(Mm)/ L/MHa
Balloon (Mm) /
length Effective
(mm) length
<Lb> (mm)
<La>
10+2 1460+20
10+2 1460+20
1042 1460420
10+2 1460+20
15+2 1460+20
15+2 1460+20
15+2 1460+20
15+2 1460+20
2042 1460+20

Hapy>kHb I/ viaMeTp 060/104KM CTEPXKHA Karetepa/ Shaft

JvctansHan
yacTb (Pp/Mm)/
Distal
(Fr/mm)
2,3/0.78+0,02
2,3/0,78+0.02
2.3/0.78+0,02
2,5/0.84+0.02

2,3/0.78+0.02
2,3/0,78+0,02
2,3/0,780,02
2.5/0.84+0.02

2,3/0,78+0,02

outer diameter

MopT nposogHvka  IMpoKcuMayTbHasA

(Pp/mm) / Guidewire  HacTb (Pp/mm) /
port Proximeal
(Fr/mm) (Fr/mm)
2,3/0.78+0,02-0.04  1.8/0,60+0,06
2.3/0.78+0.02-0.04  1.8/0.60+0,06
2.3/0.78+0.02-0,04  1.8/0,60+0.06
2,5/0.84 or lessimn  2,0/0,65+0,06
MeHbLLe
2.3/0,78+0.02-0,04  1.8/0,60+0,06
2.3/0,78+0,02-0,04  1.8/0,60+0,06
2,3/0.78+0,02-0,04  1.8/0,60+0,06
2,5/0.84 or less/mm  2,0/0,65+0.06
MeHbLLe
2.3/0,78+0,02-0,04  1,8/0,60+0.06



Nen BSISOZO ’250+0.25  20+2
Nen BS-30020  3,00+0,30  20+2

Maccora6apuTHble XapaKTePUCTUKMN:

YrakoBKa:

["abapuTHbIe pa3Mepbl NOTPEOUTENLCKONA
ynakoskv NEON, A x LU x B, mm:

255 x 255 x 15

O6Las Macca M3aenns B yNakoBke, T
15

"abapuTHbIE pa3mepbl NOTPEOUTENLCKOWA
ynakoskn NEON NC, [ x LU x B, mm:
255 x 255 x 15

O6Luas Macca U3Lenns B yrakoBKe, T:
15

1460+20  2,3/0,7840,02  2.3/0.78+0,02-0,04  1,8/0,60+0,06
1460420  2,5/0,84+0.02  2,5/0,84 or lessiwm  2,0/0,65+0,06
MEHbLLEE

Weight and dimensions:

Packaging:

Packaging dimensions for NEON, 255 x 225
x 15, mm

Weight in packaging, 155 g

Packaging dimensions for NEON NC, 255 x

255 x 15, mm
Weight in packaging, 155 g

Tabnuuya cootBeTcTBMA/ Compliance chart

NEON

JvameTp 6arioHa, pacLLMPEHHOro peKOMeHOBaHHbIM [vameTp GasinoHa, pacLLMPEHHOTO MaKCUMa/bHO
naeneHviem pactvipermnst (NP) / Diameter of balloon AonycTuMbIM Aas/eHnem pacluimpenms (RBP) /
inflated by recommended inflation pressure (NP) Diameter ol balloon inlliUed by maximum

Oviavetp 6arvioHa  [JaBrieHve pacLLmMpeHis
/ Balloon

permissible iiiflalion pressure {RBPi

6annoHa/ Balloon Inflation Pressure

Diameter NP RBP
(mm) 7 K la/KPa 0.2 0.4 0,6 0,8 10 1.2 14
\%
ATM/atm 2 4 6 8 10 12 14
2,25 2,08 2.16 2,25 2,31 2,35 2,40 2.44
2,50 2,29 2.39 2,50 2,57 2,62 2,67 172
2,75 2,53 2,64 2,75 2,83 2,88 2,93 2.99
3,00 2,77 2,88 3,00 3,09 3,15 3,20 3,25
OunameTp 6annoHa/ NP RBP
Balloon Diameter
ot 2,25 o 4,00 mm/ 0,6 MIMa (6 Atm)/ 1,4 MMa (14 Atm)/
from 2,25 to 4,00 mm 0,6 MPa (6 atm) 1,4 MPa (14 atm)

Nominal Pressure (NP) and Rated Burst Pressure (RBP)
2. MakcrmasbHblin juameTp NpoBONOYHOro nposoHmka 0,36 mm (0,014 groiima)/
Maximum diameter of the guidewire 0,36 mm (0,014 inches)

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



MATEPUWAJIbI, N3 KOTOPbLIX N3ITOTOBJIEHO MEANUNHCKOE
N3OEJTME NI EITO OCHOBHbIE HACTW/
THE MATERIALS FROM WHICH IT IS MADE OR ITS MEDICAL DEVICE

L KomnoHeHT / Component

H Bar/oHHbIA
1 Karetep/

1 Balloon

1 catheter

BannoH / Balloon

PeHTreHOKOHTPACTHbIi
mapkep / Radiopaque
marker

MpoxoaHas TpyokKa
npoBogHuKa/
Guidewire passsage
tube

JucTtanbHaa yactb
Tpy6ku / Distal tube

CpefHss 4acTb TpyOKu
/ Middle tube

Core wire/CTep>KeHb

lMpokcumasibHasa 4acTb
Tpy6ku / Proximal tube
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BASIC PARTS
NcxopHbli matepuan /
Raw material

Cononumep HelnoHa
12/Nylon 12
copolymer
MnaTMHOMPUANEBBIi
cnnas / Platiniridium
alloy

Monuatunex/
Polyethylene

Cononumep HeinnoHa
12/Nylon 12
copolymer
Phthalocyanine
blve/dTanounaHuH
rony6oi

Titanium oxide/Okcng
TuTtaHa

Pigment violet
19/TTHrMeHT
(hnonetosbIin 19
Cononumep HelnoHa
12/Nylon 12
copolymer
Cononunmvep HelinoHa
12/Nylon 12
copolymer
Phthalocyanine
blue/®TanoymanmH
rony6oi

Pigment violet
19/TInrmeHT
(hmonetosblin 19

304 Stainless
Steel/HepxaBetowas
cTasnib 304
Hep>kasetowaa ctasb.
MonuteTpadTOpaTUIEH

Twn KOHTaKTa C
OpraHn3Mom
yenoseka / Type of
contact with human
body

HenocpeACTBEHHbI
KOHTaKT / Direct
contact
BeckoHTaKTHOe /
Non-contact

HenocpeACTBEHHbIM
KOHTaKT / Direct
contact
HenocpeACTBEHHbI
KOHTaKT / Direct
contact
HenocpeacTBEHHbIN
KOHTaKT / Direct
contact

HenocpeACTBEHHbI
KOHTaKT / Direct
contact
HenocpeACTBEHHbI
KOHTaKT / Direct
contact
HenocpeACTBEHHbI
KOHTaKT / Direct
contact
HenocpeAcTBEHHbIl
KOHTaKT / Direct
contact
HenocpeacTBeHHbIN
KOHTaKT / Direct
contact

HenocpeacTBeHHbIl
KoHTakr / Direct
contact
BeckoHTaKTHOe /
Non-contact

HenocpeacTBeHHbIM
KoHTaKT / Direct
contact

Mapka /
MpounssoanTens/
Brand/Manufcturer

ARKEMA/

YOKOWO CO.,
LTD.

Japan
Polyethylene
Corporation
ARKEMA

Dainichiseika
Color &
Chemicals
Mfg.Co.,Ltd.
Ishihara Sangyo
Kaisha, Ltd.

Brenntag Canada
Inc.

ARKEMA

ARKEMA

Dainichiseika
Color &
Chemicals
Mfg.Co.,Ltd.
Brenntag Canada
Inc.

Precision Wire
Components

Cregana Meical



CoefgnHnTeNbHAA
Tpy6ka A / Connecting
tube A
CoefgnHnTENbHAA
Tpy6ka B / Connecting
tube B

KomneHcaTop
HaTsHKeHusa / Strain
relief

Kanronsa / Hub

MokpbiTre / Coating

Knesuyee Bewiectso A
/ Adhesive A

Knesuee Bewectso B
/ Adhesive B

YCTPOICTBO A/1% NPOMbIBaHUA /

Flushing tool

3axxum ana katetepa/ Catheter clip

/ 316L Stainless steel,
Polytetrafluoroethylene
Cononmmep HeinoHa
12/Nylon 12
copolymer
Cononumep HelinoHa
12/Nylon 12
copolymer

Carbon black/YepHbiii
yrosib

Cononnmep HeinoHa
12 / Nylon 12
copolymer

Titanium oxide/Okcug
TUTaHa

Pigment violet
19/TurmeHT
(hmonetosbIii 19
Ctnpon-
O6yTaAneHOoBbI
cononumep / Styrene-
butadiene copolymer
Titanium oxide/Okcng
TUTaHa

MonuypeTaH,
MonnatuneHrnmkons /
Polyurethane,
Polyethylene glycol
MonnypetaH /
Polyurethane

LinaHoakpunat/
Cyanoacrylate
Monunponunex/
Polypropylene

MonunaupHbIii
anactomep / Polyester
elastomer

BeckoHTakTHOE /
Non-contact

HenocpeAcTBEHHbIl
KoHTakT / Direct
contact
HenocpeAcTBEHHbIl
KOHTaKT / Direct
contact
BeckoHTakTHoOe /
Non-contact

BeckoHTakTHOE /
Non-contact
BeckoHTairmoe /
Non-contact

BeckoHTakTHOE /
Non-contact

BeckoHTaKTHOe /
Non-contact
HenocpeAcTBEHHbIl
KOHTakKT / Direct
contact

HenocpeACTBEHHbI
KOHTaKT / Direct
contact
BecKoHTakTHOe/
Non-contact
KOCBEHHBbI
KOHTaKT / Indirect
contact
BeckoHTakTHOE/
Non-contact

ARKEMA

ARKEMA

Mitsubishi
Chemical
Corporation
ARKEMA

Ishihara Sangyo
Kaisha, Ltd.
Brenntag Canada
Inc.

Chevron Phillips
Chemical
Company LP

Ishihara Sangyo
Kaisha, Ltd.
KANEKA
Corporation

Sekisui Fuller Co.,
Ltd.

TOAGOSEI CO.,
LTD.

Prime Polymer
Co., Ltd.

Du Pont-Toray
Co., Ltd.

MATEPUVAJIbl YTIAKOBKW, BCTYI'IAI-OLLI,EI7I B KOHTAKT C USAEJTMEM/
PACKAGING MATERIAL WHICH COMES INTO DIRECT CONTACT WITH
MEDICAL DEVICE
YinakoBOYHb M MaTepvian BCTYTakoLLA B HEMOCPEACTBEHHL I KOHTaKTe MEAVILHCKM

vaferven

Packaging material which comes into direct contact with medical device
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{xomnoneHT / Component

NcxopHbiin matepuan /

Tun KoHTakTac  Mapka/

Raw material opraHnsMom Mpownsson
yenoseka / Type nTenb
of contact with /Brand
human
uman body /Manufact
urer
CTepunn3aumoHHsbIi MneHka / MonuaTtunex/ beckoHTakTHOe TOYOBO
naket / Sterilization Film nonuatuneHtepedtanat /  / Non-contact Co., Ltd.
bag Polyethylene polyethyle
ne terephthalate
CrepunbHas TaliBektOT3B / bBeckoHTaKTHOe Du Pont
bymara/ Tyvekl073B / Non-contact
Sterile paper
Hecywias Tpy6ka / Carrier tube Monuatunex / beckoHTakTHOe FORTE
Polyethylene / Non-contact GROW
MEDICA
LCo.,
Ltd.

MEPEYEHb MATEPUVAJIOB XX MUBOTHOI'O N (MN1N) HENTOBEYECKOIO
MPONCXOXAEHWA/ LIST OF MATERIALS OF ANIMAL AND (OR)
HUMAN ORIGIN

He copepXuT mMatepuanbl XXUBOTHOIO U (M)
4e/I0BEYECKOr0 MPOUCXOXKAEHNS.

It does not contain materials of animal and (or)
human origin.

MEPEYEHb JIEKAPCTBEHHbBIX CPEACTB/ LIST OF DRUGS AND/OR
PHARMACEUTICAL SUBSTANCES

[aHHble MefMLUHCKNE N3LeNNa He codepat
NeKapCTBEHHbIX NPenapaToB U
(hapmaLeBTUYECKNX CyOCTaHLWI

Medical Device doesn’t contain any drugs or
pharmaceutical substances.

Cnocob NPMMEHEHWA/
DEPLOYMENT METHOD

1 MoarotoBka

1) Cobniogas npaBuna acenTuKW, W3BNEKUTE
KaTteTep ©3 YMNakoBKW, OTAeNUTe 3aliUTHble
maTepuasibl, BK/IKOYas 3aLLMTHYIO 060/104KY
6annoHa. OCTOPOXHO BbIHbTE KaTeTep MU
yLOCTOBepbTECH B OTCYTCTBUM  [edheKTOB,
HanpymMep paspbIBOB.

2) YpanuTe BO3LyX W3 GanioHa W KaHana
paclimpeHns 6GansoHa B COOTBETCTBUU C
yKa3aHHbIMY fiafiee npoLeaypamu.

(@ MpucoeguHnTe YCTPOMCTBO Ans
pacLmpeHuns, 3anosiHeHHoe KOHTPACTHOM
cpenoii, PacTBOPEHHOIA B CTEPWU/ILHOM
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. Preparations

1) After aseptically removing this catheter from the
package container, detach the protective materials
such as a balloon protective sheath. Carefully
remove the catheter, and check that there are no
defects, such as a rupture.

2) Remove the air in the balloon and balloon
inflation lumen according to the following
procedures.

(a) Attach the inflation device filled with the
contrast media diluted with sterilized physiological
saline in the ratio of 1:1 (hereinafter, the inflation
fluid) onto the balloon inflation port (hereinafter, the



(h13110/10rMHECKOM PacTBOPE B COOTHOLLEHUN 1:1
(Danee >KMAKOCTb CUCTEMbI pacLUMpPeHuns), B
OTBEpCTVE AN pacliupeHus 6anioHa (panee
OTBEpPCTVe [1A pacLUMpeHns) u pasMecTuTe
JaHHbI KaTeTep AUCTaNbHbIM KOHLLOM BHM3.

(6) TMocne BO3geCTBMS  OTpULATENbHbLIM
[aBMeHeM C  MNOMOLLbK  YCTpOiCTBA  ANA
pacluMpeHVs B TeyeHwe npubnusntensHo 15
CEKYHL, MoCTeneHHo CTpaB/imBanTe
oTpuLaTe/IbHOE AaBfieHne, Mo3BONAS YKUAKOCTU
CUCTEMbl PACLUMPEHNA HANOMHWUTL 6annoH
KaHan pacwupeHus 6GannoHa W BbITECHWUTb
BO3AYX.

(8) MosTopute npoueaypy (6) A0 MOMHOrO
BbITECHEHUS BO34YyXa.

() OTCcoefMHUTE YCTPOMCTBO AN pacllMpeHuns
OT OTBEPCTUA ANS PaclIMpeHnsi U MOJSTHOCTbIO
yjanmMte  BO3LyX M3 yCTpoWcTBa AN
pacLUpeHus.

( CHoBa nopcoeAuMHUTE YCTPOWCTBO ANA
3aCLUIMPEHNS K OTBEPCTUIO 4719 PacLUVpeHus u
co3faire oTpuLaTesibHoe [aB/eHue.
Y6eavBlIMC, B TOM, 4TO BO3f4yx 6onee He
noctynaetT o6paTHO B  YCTPOMCTBO  ANS
3acLLUMpeHms, MOCTEMNEeHHO cTpaBuTe
oTpuuatesbHoe  fasfieHue.  (Ona  3Tanos
npoueaypbl (a)-(a) BMecTo YycTpolicTBa AN
3aCLUMPEHVS MOXXHO MCMO/b30BaTh LUNpWL,.)

(e) [do pacwupeHus norpysute 6annoH B
CTEPWMbHBIA  (PU3NONOTUYECKNA PacTBOP He
MeHee YeM Ha OfHY MUHYTY.

3) MpomoiiTe KaHan NPOBOIOYHOI0 NPOBOLHMUKA
C MOMOLLbIO WMHCTPYMeHTa AJ19 MPOMbIBaHUS B
COOTBETCTBUM CO CRefytoLeil npoueaypoil.

@ Habepute HY>XHOE KONNYecTBO
renapMHU3MpPoBaHHOIO (h1M3MONOrNYecKoro
3aCTBOpa B LUMPUL, M BCTaBbTe UHCTPYMEHT A/
MPOMbIBAHMS B HAKOHeYHWK Jlospa And
MPOMbIBaHUA.

(6) BcTaBbTe AucTalibHbIA KOHeL, M34enus BO
BXOA A/1 CBepTbiBaHMA 6GansioHa 4O MOMEHTa,
Korga usgenue BCTPETUT MPEnATCTBME BHYTPU
WNHCTPYMEHTA.

(8) MMpomoiiTe KaHan AN NPOBO/IOYHOIO
NpoBOAHMKA rernapyvHU3NpPOBaHHbIM
(hM3NONOTMYECKM  PacTBOPOM € MOMOLLbHO
LUMPMLA W 3aM0JIHUTe KaHan pacTBOPOM.

2. BBefeHve n yaaneHne 6an10HHOIO Katetepa
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inflation port), and place this catheter with the distal
tip facing downward.

(b)After applying the negative pressure using the
inflation device for approximately 15 seconds,
release the negative pressure gradually allowing the
inflation fluid to fill the balloon and the balloon
inflation lumen and to expel the air.

(c) Repeat the procedures (b) to expel the air
completely.

(d)
port and expel all the air in the inflation device.

(e) Reattach the inflation device to the inflation port
and apply negative pressure. After checking that the
air no longer returns to the inflation device, release
the negative pressure gradually, (a syringe can be
used in place of the inflation device for the
procedures (a)-(e).)

(f)Prior to inflation, immerse the balloon in
sterilized physiological saline for at least one
minute.

3) Flush the guidewire lumen by the Flushing tool
according to the following procedures.

(a)Withdraw appropriate amount of heparinized
saline into the syringe and connect the Flushing tool
to luer part for flushing.

(b)
balloon re-wrapping until the product come to a stop
inside the tool.

(c) Flush the guidewire lumen with heparinized
saline using the syringe and fill up the lumen with
the saline.

2. Insertion and removal of the balloon catheter

1) Insert this catheter along the guidewire advanced
to the distal end of the lesion. Use a guiding catheter
of e French or larger with the catheter. Under
fluoroscopy, advance the catheter to make the
radiopaque marker at the distal end of the catheter
reach the target site. Balloon should be deflated
during this procedure.

2) Determine the position of this balloon catheter
and screw the haemostatic valve tight enough to
prevent blood leakage. Be careful not to overtighten
the valve when tightening the valve. (This may
restrict the flow of contrast media into the inflation
lumen and slow down the inflation and deflation of
the balloon.)

3) Inflate the balloon to the appropriate pressure for
the lesion.

Reraove the inflation device from the inflation

Insert the distal tip of the product into entry for



1) NpoBeAnTe KaTeTep BAONb MPOBOAHMKA K
OVCT&/IbHOMY — KOHLly — o4ara  MOpPaXXeHus.
Wcnonb3yiite ans Katetepa NpoBOLHUKOBbIN
Katetep Kanunbpa e French wmm 6onblie. Mog
KOHTPO/IEM PEHTIEHOCKOMNWW MPOBEAUTE KaTeTep
TakuM 06pa3om, 4YTOObl PEeHTreHOKOHTpacTHas
METKa Ha IMCTaIbHOM KOHLe KaTteTepa

JocTvrna LeneBoro yyactka. Bo Bpems aToi
npoueaypbl 6an10H JOMKEH 6bITh CXKar.

2) Onpegenute  MNONOXEHWe  Ga/IOHHOrO
KaTeTepa 1 3aKpyTUTe remocTaTUyecKunii KnanaH
[OCTaTOMHO MJIOTHO, 4TOGbI NPefoTBPaTUTH
yTeuky Kposu. Creaute 3a TeM, 4YTOObI He
3aTAHYTb KnanaH C/IMLWKOM CUIbHO. (3TO MOXeT
HapyLUNTb TOK KOHTPACTHOW cpefbl B KaHan Ans
pacLUMpeHns W 3amefNnTb pacliMpeHve u
Cy>XeHue 6ansioHa.)

3) PacwmpbTe 6an10H A0 JOCTMXKEHUSA HY>KHOTO
3HaYeHUs [aB/ieHWUs B 3aBUCUMOCTM OT CBOWCTB
ouara nopaxxeHus.
4) Korga npouegypa 6yget
MOSIHOCTbID  COXMMUTE  GannoH
remMocTaTU4ecKuii KnanaH.

5) C NOMOLLbIO PEHTFEHOCKONMMM ybeamnTech, YTo
6a/ifIoH MOJSIHOCTBI0 BTAHYT B MPOBOLHUKOBbIA
KaTeTep, U U3BNEKNTe 3TOT KaTeTep.

3aBeplLeHa,
N ocnabbTe

3. 3ameHa kateTepa gna UTKA

1) OcnabbTe reMocTaTUYeCKUiA KnanaH.

2) OpHOW pykoW ypepXusaiTe NPOBOAHUK U
reMocTaTUyecKWin KnanaH, 4Tobbl He JOMYCTUTb
CMeLLEHNSA NPOBOAHMKA C HYXXHOI0 NONOXeHUS B
KOpOHapHoI apTepuun. [ipyroii pykon 3axsaTuTe
JepxaTtenb 6anfOHHOIO KaTeTepa W HauyHWUTE
BbITArMBaTb 3TOT KaTeTep U3 NPOBOAHWKOBOIO
KateTepa. B 310 BpeMs HeobXo4MMO CnefuTb 3a
MOJIOXKEHNEM MPOBO/IOYHOrO  MPOBOAHMKA
MocpesLCTBOM PEHTIEHOCKOMUMN.

3) MocTeneHHO M3BNeKainTe 6anOHHbIA KaTeTep
[0 Tex Mop, rnoka Ha NOBEPXHOCTU HE OKaXeTcs
ero OTBepCTMe NS NPOBOOYHOIO NPOBOAHMKA.
Y nepxwvBas MOJIOXeHNe MPOBOJIOYHOr O
NMPOBOAHMKA, MpoXoasAulero 4epe3 0651acTb
MOPaXXEHUSA KOPOHAPHOM apTepun, akKypaTHO
CHVMMUTe GasNOHHbIN KaTeTep C NPOBOAHMKA.

4) 3aKpoiTe reMocTaTUYeCcKuii KnanaH.

5) O3HaKkOMMBLUNCb C MH(OPMaLueld B IMCTKe-
BK/Mazbllle, NMOArOTOBbTe KaTeTep A/ ObICTPOA
CMEHbI 1 YCTAHOBUTE ero Ha MecTo.
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4) When the procedure is finished, deflate the
balloon completely and loosen the haemostatic
valve.

5) After checking that the balloon is completely
retracted into the guide catheter under fluoroscopy,
remove this catheter.

3. Exchanging PTCA catheter

1) Loosen the haemostatic valve.

2) Grasp the guidewire and the haemostatic valve
with one hand to prevent the dislocation of the
guidewire from the position in the coronary artery.
Grasp the handheld part of this balloon catheter with
another hand and start pulling this catheter out of the
guide catheter. The position of the guidewire should
be monitored under fluoroscopy during this
procedure.

3) Withdraw this balloon catheter gradually until its
guidewire port comes out. While maintaining the
position of the guidewire passing through the
coronary artery lesion, pull this balloon catheter
carefully out of the guidewire.

4) Close the haemostatic valve.

5) Referring to its package insert, prepare a rapid
exchange catheter and insert it in place.



NMPOBEPKA BEMOCOBMECTUMOCTW/
BIOCOMPATIBILITY TESTING

6ronornyeckyto 6e30MacHOCTb N3aennia
oueHmBann corfacHo EN 1SO10993-7. B xopge
BbIMO/IHEHNS OLLeHKM, npoBeseHbI
OMONOrMYeckMe  UCMbITaHUS,,  YKasaHHble B
cnegytowei  Tabnmue.  Bce  TecTbl  Ha
OGMOCOBMECTUMOCTb ~ YCMELWHO MPOBefEHblI  C
1CNOMb30BaHNEM paHee paspaboTaHHbIX
MOfJ€enein MmeroLme OfMHAKOBblE TEXHUYecKue
XapaKTepUCTUKM, 3a NCK/TIOYEHNEM
HaMMeHOBaHWA  MOAeNn U MapKUPOBKM
NCMosnb30BaIn B nepuog, pa3paboTKu.
Pe3ynbTaTbl  COOTBETCTBYHOLUMX  MCMbITaHWI
61onornyeckoin 6e3onacHOCT NokKasanu, 4To
JaHHoe  wu3genve  obnafjaet  [OCTATOYHOM
610COBMECTUMOCTLI.  TakuM  06pa3oMm  Obin
cfienaH BbIBOJ, 4YTO BCE PWUCKMW, CBA3aHHblE C
6ronornyeckon 0NacHOCTbLHO KateTepa,
ABNAOTCA NPUEMIEMbIMMU.

Biological safety of products was evaluated
according to EN 1SO10993-7. During the
evaluation, the biological tests listed in the
following table are carried out. All
biocompatibility tests were successfully carried
out using previously developed models with the
same technical characteristics, except for the
name of the model and the labeling used during
the development period. The results of the
relevant biological safety tests shown that this
product has sufficient biocompatibility. Thus, it
was concluded that all risks associated with the
biological hazard of the catheter are acceptable.

MEPbI MPEJOCTOPOXHOCTW/
PRECAUTIONS

CBA3AHHbIE C NMPOUEAYPAMMN

1 [o Hayana WCNonb3oBaHWUA BbLITECHWUTE BeCb
BO34yX M3 6annoHa v KaHana Ans paclunpeHus,
3aMeCTUB €ro XXMAKOCTbIO CUCTEMbI PacLUNpPeHns
(8 cnyyae HenonHoro yganeHus  BO3gyxa
KOHTPONMPOBaTb  COCTOAHWME  pacLUMpeHus
6annoHa nocpeAcTBOM PEHTreHocKonuu
HEBO3MOXXHO.)

2. Wcnonb3yiTe YKULKOCTb CUCTEMBI
pacluMpeHuns, 4tobbl pacwmpuTtb G6anioH. Ans
paclumpeHuns 6anioHa 3anpeLeHo Ucnosb3oBaTb
rasoobpasHble BeLLeCTBa, TaKue Kak BO3LyX.

3. Mepep pacwnpeHnem 06s3aTeNbHO NOrpy3nTe

6anioH B CTepu/bHbIA  (DU3NONOTNYECKNIA
pacTBOp He MeHee YeM Ha OfHY MUHYTY,
MOCKO/IbKY  HaTskeHue  GannoHa  MOXET
YMEHbLUMNTHCA.

4. He nepemellanite kateTep, noka 6anfioH B
KPOBEHOCHOM cocyge paclumpeH. (MepemeLleHmne
KaTeTepa C pacLUMpPeHHbIM 06anOHOM MOXET

NPUBECTM K MOBPEXAEHNO  KPOBEHOCHOrO
cocyda, paspbiBy 6annoHa  wavM - U3nomy
KaTteTepa.)

5. BBegeHve ¥ u3BnevyeHWe KateTepa crefyet
BbIMOJIHATL MEAJIEHHO, C OCTOPOXHOCTLIO. (ECnn
npouenypa BbIMOHAETCA C/IMLLIKOM ObICTPO, 3TO
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RELATED TO PROCEDURES

1 Prior to use, expel all the air in the balloon and
balloon inflation lumen and replace it with the
inflation fluid. (In case of incomplete air removal,
balloon inflation state can not be observed under
fluoroscopy.)

2. Use the inflation fluid to inflate the balloon. No
gaseous body such as air should be used for
inflation.

3. Always immerse the balloon in sterilized
physiological saline for at least one minute before
inflation as the strength of the balloon may
sometimes decrease.

4. Do not move this catheter while the balloon is
inflated in the blood vessel. (Moving the catheter
with the balloon inflated may lead to blood vessel
injury, balloon burst, and catheter breakage.)

5. The insertion and withdrawal of the catheter
should be performed slowly with caution. (If this
procedure is perfonned too fast, it may lead to
kinking of or damage to the catheter shaft.)

6. As for the medical devices used in conjunction
with this catheter, follow the package inserts of such
devices.

7. Proceed with care to prevent PTCA dilatation
catheter kinking and collapse when forming loops of
catheter.



IMOXET’ MPMBECTUN K 3a/I0MY WU MOBPEXIAEHUIO
TpybKM KaTeTepa.)
6. Ona nonyyeHns wmHgpopmauuu o pabote C
MEAULMHCKUMU  U3JeNUaAMU B codeTaHun C
JaHHbIM KaTeTepoM CrefynTe WHCTPYKLMAM,
NpeAcTaBNeHHbIM BMECTE C YNakKOBKOW AaHHbIX
n3aenvid.
7. [elicTByiiTe C OCTOPOXHOCTbHO, YTOObI He
[OMNyCTUTL 3a/10Ma UM CBOPAYMBaHUA KarteTepa
ana gunatauunm UTKA npu  opmupoBaHun
neTenb Karetepa.
8. [eicTBylite C OCTOPOXXHOCTbIO, UTOObI He
[ONyCTUTL 3a/10Ma UM CBOpPaYMBaHNA 060104KM
IcTepkHA KaTeTepa npu yganeHuu
KarteTepa.
9. Ecnm Heobxoaumo CHOBa BCTaBWUTb KaTeTep,
npeaBapuTesibHO npomMoviTe KaHan
MPOBOJIOYHOr0 NPOBOAHMKA.
10. 3akpenuTe KaTeTep ana gunataumm 41 KA ¢
i MOMOLLIbIO 3aKMMa KaTeTepa Ha 60/1ee XecTKoM,
NMPOKCUMaIbHOM KOHLEe. He ncnonb3yiTe 3aXum
| Ha rM6KoiA AnMcTanbHOM TPy6Ke nnm KateTepax, T.
K. 3TO MOXXeT NOBPeAUTL KaTeTep Ana gunataunu

UTKA.
MeguumHckne

BMECTE C  [laHHbIM

3aKnMa

nigenna, wncnosb3yemblie

KaTeTepomMm,  AO0J/DKHbI
ncnonb3oBarbCA B COOTBETCTBUMN c

NHCTPYKLUAMN, npesocTaB/ieHHbIMU ans
I kaxporo takoro nsgenus. (CM. MHCTPYKUMK NO
MPUMEHEHNIO CTEHTOBbIX W3L4eIMA B Cy4ae
‘ UCMO/Ib30BaHWA 419 NocTaunaralmm nocne
CTEHTUPOBaHMA.)

BO BPEMA NCIMOJIbSOBAHUA
1 [aHHbll KaTeTep MOXET MWCMo/b30BaTbCs

TOMIbKO ~ Bpayamu, npoweawuMm  0byyeHue
BbINO/IHEHWIO YPECKOXHOW TpaHCOMUHaNbHOM
aHrMoniacTuKu.

2. V3penue paspelleHo K KUCMNOJMb30BaHUIO Y
naumneHToB C 6ePeMEHHOCTLIO WY NOA03PEHNEM
Ha 6epemMeHHOCTb, TONbKO  ecnM  6blno
OMNpejeneHo, 4YTO MOSib3a OT JIEYEHUSA MOXET
MPEeBbICUTbL PUCK WUCMONb30BaHNA U3LeNus.

3. ToNbKO 418 OLHOKPATHOro npuMeHeHus. He

Mcnonb3oBaTb  NOBTOPHO. He  nopggepraTb
MOBTOPHO o0bpaboTke n NMOBTOPHOIA
ctepunmnzaumm.  TOBTOPHOE  MCMO/b30BaHWE,
MoBTOpHas  06paboTka  wnn MoBTOPHas

CTEPUAU3aLMNA MOTYT HapyLWTb CTPYKTYPHYIO
LieNOCTHOCTb YCTPOWCTBA U (MNK) MPMBECTU K
HeMCcnpaBHOCTM YCTPOICTBA, KOTOpas, B CBOHO
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8. Proceed with care to prevent shaft kinking and
collapse while removing the catheter clip.

9. If reinsertion of the catheter is necessary, flush the
guidewire lumen before insertion.

0 Secure the PTCA dilatation catheter with the
catheter clip at the stiffer, proximal end
Do not use the catheter clip on the flexible, ch?”lI
shaft or catheters, it may damage the PTCA
dilatation catheter.

11. Medical devices used with the product should be
operated in accordance with the instructions for use
of each individual device.

DURING USAGE u e

1 This catheter may be used only by physmans
skilled in percutaneous transluminal angioplasty.

2 The product should not be used in patients who ai
e pregnant or suspected for pregnancy unless it is
determined that the benefit to treat with the product
may exceed the risk to use the product.

3. For single use only. Do not reuse, reprocess or
resterilize. Reuse, reprocessing or resterilization
may compromise the structural integrity of the
device and/or lead to device failure which, in turn,
may result in patient injury, illness or death. Reuse,
reprocessing or resterilization may also create a risk
of contamination of the device and/or cause patient
infection or cross infection, including, but not
imited to, the transmission of infectious disease(s)
from one patient to another. Contamination of the
device may lead to injuiz, illness or death of the
patient. .

4. Do not use if the product or package is belleved
to be damaged.

5. Use immediately after the sterile package is
opened. Device is to be regarded as contaminated
waste after use.

6. Do not use agents containing organlc solvents or
oleaginous contrast media. Contact with these
agents may lead to damage of the catheter.

Since PTCA procedure may induce dangerous
complications, perform the procedure only after
having prepared for emergency coronary artery
bypass grafting (CABG).

8. Since serious complications might arise when
using this catheter, operation should be done in the
medical institution where emergency procedure can
be cxccuted™.

9. The physician in charge of the procedure should
determine the duration and number of balloon
inflations based on his/her past experieneg"—



ovepesb, MOXeT ’CTaTb MPUYMHON TPaBMbl,
6onesHn wnnu cmepTU naumeHta. [loBTOpHOe
NCMoMb30BaHWe, MOBTOpHas o06paboTka wunu
MOBTOPHasA CTepuIn3aLmsa TakXe MOryT co3gaTb
PUCK 3arpsisHeHWs ycTpoucTBa u (uUim) cTaTb
MPUYNHOA UHDULMPOBAHNSA WM NEPEKPECTHOrO
VH(ULMPOBAHMA MauueHTa, BKIKYasd, NMoMUMO
rnpoyero, nepegavy NHDEKLMOHHbBIX
3a00/MeBaHWA OT OAHOr0 MauueHTa Apyromy.
3arpssHeHne YCTpOMCTBA MOXeT MPUBECTU K
Tpasme, 60/1€3HN UM CMEPTU MauueHTa.

4. 3anpewjaetca MCNob30BaTh W3fenve, ecnu
M30enne NN ero ynakoBKa MoBPeXeHbl.

5 Wcnonb3oBatb cpa3ly Mocne  BCKPbITUA
CTEPUNbHON ynakoBkuW. [locne Mcnonb3oBaHUs
n3genve  [QO/MKHO — paccmarpusaTbCA  Kak
VNH(OULMPOBAHHbIE OTXOAbI.

6. J3anpeliaeTcs  WCMO/ib30BaTb  BELLECTBA,
cofepxkallive opraHM4yeckue pacTtBOpPUTENN WU
Mac/IFHUCTble KOHTpPacTHble BelecTa. KOHTaKT
C 3TVMMK BeLeCTBaMW MOXEeT TPUBECTU K
MoBpeXKAeHNIo KaTeTepa.

7. MockonbKy npouenypa YTKA MOXeT noBneyb

33 COOOM OMacHble OCMOXHEHWUS, HauyuMHalTe
npoBedeHMe  Mpouefypbl  TOMbKO nocne
MOArOTOBKM K  BbIMOMIHEHNIO  3KCTPEHHOrO

KOPOHApHOT O LLYHTMPOBaHUS.

8. MOCKOMbKY NpW MCMONb30BaHWUU AAaHHOIO
KaTeTepa

MOTYT  BO3HWKHYTb  Cepbe3Hble
OC/IOXKHEeHMs,  orepaTMBHOE  BMeLLIATeNbCTBO
cnegyeT  BbIMOMHATb B MeAULMHCKOM

yUYpexxgeHun, B KOTOPOM [OCTYMHO MPOBeAeHMne
peaHVMaLOHHbIX MEPONPUATUNA.

9. Bpauy, OTBETCTBEHHbIA 3a MpoBefeHMe
npoueaypbl, AO/MKEH ONpPeaenunTb AIMTENIbHOCTb

M  KONNYECTBO pacCLUMpPeHunid 6annoHOB  Ha
OCHOBaHWW CBOEro OMnbITa.
10. Toka 6annoHHbLIA KaTeTep BBeAeH B

KPOBEHOCHbIN COCYA, B Lensx npefoTepalleHus
CBEpPTbIBAHNA KPOBWM HEOOXOAMMO BbIMONHATb
WH(Y3NK0 renapyHU3MPOBaHHOIO CTEPU/IbHOMO
(hM3MONOrMYeCKOro pacTeopa.

11. laHHbIN KaTeTep MOXET ObITb BBEIEH TOMLKO
C MOMOLLbO  MPOBOMOYHOIO  MPOBOAHMKA.
(BBegeHue [aHHOro KaTeTepa 6e3
BCMOMOraTe/NlbHbIX CPeACTB MOXEeT NPUBECTU K
MOBPEXAEHUIO  COCYAWUCTOM  CTEHKM WM
npo6oAeHNI0 COCY0B.)

12. C 0CTOPOXHOCTbIO YNpaBnsnTe ABMKEHUEM
KaTeTepa B KPOBEHOCHOM cocCyfe, KOHTPOnupys
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10. Heparinized and sterilized physiological saline
should be infused for anti-coagulation while this
balloon catheter is inserted in the blood vessel.

11 This catheter can only be inserted with the use of
a guidewire.

(Insertion of this catheter alone may lead to damage
to the vascular wall or perforation of vessels.)

12. Operate the catheter carefully in the blood vessel
verifying the location and movement of its tip under
fluoroscopy.

13. Do not twist or turn this balloon catheter or the
guidewire during operation. (The catheter may be
tangled increasing the resistance.)

14. 1f abnormal or strong resistance is experienced
during the operation, the cause for such abnormality
or resistance should be verified and appropriate
measures should be performed before proceeding.
(If such abnormality or resistance is ignored and
excessive force is applied, it may lead to damage of
the vessels or to the catheter shaft breaking and
remaining inside the body).

15. During usage, the catheter shaft should be
replaced for any bend, break or kink. (If the cathetei
continues to be used and such occurrence is ignored,
the catheter shaft may be damaged and remain inside
body). .
16. If a great resistance is encountered during
insertion, movement, or pulling out of this catheter,
it should be verified that the guidewire is not
tangled. If so, the tangling of the guidewire should
be removed. (Since the guidewire lumen of this
catheter is short, the guidewire may wind around the
catheter shaft. In addition, while drawing this
catheter back into the guiding catheter inside
vessels, the wide-angle separation between the
catheter shaft and guidewire may occur. Under this
circumstance, a forced withdrawal may lead to
damage to the guidewire or catheter.)

17. A catheter with any sign indicating damage
should not be used.

18. Due to the lack of conductivity of twist forces,
the catheter shaft should not be twisted (If twisted,
the catheter shaft may be damaged and then remain
inside the body).

19. Challenging lesions such as calcified or tortuous
lesions may not be crossed with this catheter. The
physician in charge of the procedure should
deten-nine whether this catheter is applicable based
on his/her past experiences.



pacrofioKeHVe W HanpaBfeHWe ero KOHLEBOM
4acTU C MOMOLLbH PEHTFEHOCKOMUN.
13. He nepekpyuuBainTe n He MpoBopaynBaiite

Ga/NOHHbIA ~ KaTeTep WM MPOBOJIOYHbIN
NPOBOAHWK BO Bpems onepauun. (Katetep
MOXeT 3anyTaTbCs, uTo MoBbICUT

COMpPOTUB/IEHME.)

14. Ecnn B X0fe onepaTMBHOrO BMeLLiaTeNbCTBa
owyulaetcs HeobblYHOe nm CU/ibHOe
COMpoTWMB/EHWNe, CcfeflyeT YCTaHOBUTb  €ro
NPUUNHY W NPEeAnpPUHATL  COOTBETCTBYIOLLME
Mepbl 40 NPOJO/MKEHUA MaHunynauuun. (Ecnn

Takoe  OTKIOHEHME  OT  HOPMbl WK
CONPOTMBIEHNE WTHOPUPYIOTCS "
MPUKNaAbIBaeTCS  U3GLITOYUHOE ycuaue, 3TO

MOXeT NPUBECTU K MOBPEXEHNIO COCYL0B MK
NnonoMKe TPy6KM KaTeTepa, KOTOPbIA OCTaHETCS
BHYTpM Tesia nauueHTa.)

15. Bo Bpems ncnonb3oBaHUs Tpybka KateTepa
JO/MKHa OblTb 3aMEHEHa Mpyu O0GHAPYXXEHWK
Mo6bIX M3rMboB, TPELMH WAM  NEepPeKpyToB.
(Ecnn npourHopupoBaTb NOLOGHbIE SBNEHUSA U
MPOAO/DKUTL  UCMONb30BaHMe —KaTeTepa, 310
MOXET TMPMBECTM K MNOBPEXAEHUIO TPYOKM
KaTeTepa, B pe3y/nbTaTe 4ero OH OCTaHeTcs
BHYTPKM Tefa naumeHTa.)

16. Ecnn npu BBefeHWUMU, MNPOLBVKEHUN WU
N3B/IEYEHNN AAaHHOI0 KaTeTepa 06HapyXXnBaeTcs
3HaUMTENbHOE  COMPOTUB/IEHNE, HEOOXOAMMO
yb6eanTbCA, UYTO MNPOBOJSIOYHBIA MPOBOLHUK HE
sanytanca. Ecnm 3T0 MmeeT MecTo, cnepyer

pacnyTaTb MPOBO/IOYHBbIA MPOBOAHUK
(MockonbKy ~ KaHan A4S NPOBO/IOYHONO
MPOBOLHMKA [AHHOTO KaTeTepa KOPOTKWIA,

NMPOBOJIOYHbIA  NPOBOAHUK MOXET 00BUTbLCA
BOKpYr Tpybku kateTepa. Kpome TOro, npm
OTTArMBaHUN KaTeTepa Ha3aj B NPOBOAHWKOBbIV
KaTeTep BHYTpU cocyfa Tpybka KateTepa W
NPOBOMOYHbIA MPOBOJHWUK MOTFYT Pa3oATUCh Ha
60/nbLION yron. B gaHHOW cuTyaunm nssnedyeHune
C MNPVMEHEHUEM CU/Ibl MOXeT TNpPUBECTU K
NOBPEXEHNIO MPOBOSIOYHOIO NPOBOAHMKA UK
KarteTepa.)

17. He cnegyet wncnonb3oBaTb — KaTeTep
NMeLWNIA Kakne-nnbo NpusHaku NoBpexaeHns
18. Bcnencrtsme OTCYTCTBUA MPOBOAMMOCTM
KPYTALLEro MOMeHTa TPYOKy KaTeTepa Henb3s
nepekpyuuBatb, (B Ciaydae nepekpyTn Tpy6ka

KaTeTepa MOXeT OblTb  NOBpeXJeHa W,
cfefioBaTeNbHO,  OCTaB/ieHa  BHyTpU  Tena
nauueHTa.)
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20. Precautions should be taken to prevent any
damage to the catheter by the surgical knife or
scissors.

21. During the usage of this catheter, the
temperature, blood pressure, pulse, and respiration
of patients should be monitored. In case of any
abnormality, the procedure should be stopped or
appropriate measures taken based on the physician’s
judgment.

22. After use, dispose of product and packaging in
accordance with hospital, administrative and/or
relevant national regulations.

23. If any abnormalities are detected during inflation
of the balloon, apply negative pressure immediately
and interrupt the operation.

24. Do not immerse the catheter in hot water or
chemicals such as disinfectants [This may adversely
affect its function.]



HE [O0/DKEH MepecekaTb
YHaCTKM  CNOXHbIX  NOPaXKeHUN, TaKne Kak
KaﬂbLl'I/I(*)I/ILI,I/IpOBaHHbIe 30Hbl NNA WN3BUNNCTbIE

yacTn cocypa. OTBETCTBEHHbIN 3a Mpouesypy

MPUMEHEHNs JaHHOTOo 2y MTSH
KaTeTepa Ha OCHOBaHWM COBCTBEHHOIO O\ A
2 Heobxoammo cobnoaatb P
MpPefoCTOPOXXHOCTA B LEeNax npefoTBpaLLeHus
NMOBbIX NafpeXAeHNiA KaTeTepa XMPYPruyeckum
HOXKOM MJIN HOXHUL,AMW.

21 Mpn wncnonb3oBaHUM [aHHOrO KarteTepa

KeoOXoAMMO  CnefuMTb  3a  TemnepaTypon

apTepuanbHbIM ATTnwoboro
OblXaHnem naumeHTa. Mpy Hammuum W
OTK/IOHEHMS OT HOPMbl Mpoueaypy cnesyet
npepsatb WAN MPeLnpUHATL COOTBETCTBYHOLLN
Mepbl, OCHOBaHHbIE Ha pPeLLeHnn Bpaya.

22 T[locne WCMNONb30BaHUSA  YTUAU3MPYU

nwenve un ynakoBKy B COOTBETCTBUM C
60NbHUYKbN/N. AAMWUHNCTPATUBHb»

COOTBETCTBYHOLLVMY rocyzape

npu paclunpeHnn 6ansioHa 3aMeyeHbl

Kakune M0 OTYNeHN A OT HOPMbI, HEMEA/IEHHO
nfMmMeHnTe  OTpuuUaTenbHOe — AaBfieHMe U
r ™ ~ T ~ N BTropavyto Bogy uu
XUMUYECKNE pacTBopbI, ANAN_QANMOXKET
JesnHpuumpyowme  Bewectea. 1
OTpULLaTE/IbHO CKa3aTbCsA Ha ero paboumx
XapaKTepncTmKax.)

HEXXEJIATEJ/IbHbIE ABNELW"AOY "

_ _ _ _BUW
HexenaTtenbHble  SBMEHUA,

n3genunem, BKKOYAIOT, MOMUMO

- NH(APKT, BbI3BAHHbIA OKKMHO3MNEN AUCTANIbHbBIX
COCy0B M 60KOBOV BETBM;

- Ba3ocnasw;

- NOBPEeX/eHwve 3HA0Tenuns cocyos”

- OTC/IOKY BHYTpPEHHeiA f

- TMNOBTOPHYI OKK/O3UI0, MpoboseHne

M O X H b pp

AMHyecTXNbHY  CTEeHOKapAauio,
apTepuasibHoOro AasfeHuns.

- MHCYNIbT,

-LIOK,; 133l -
- peakL M0 Ha fieKapCcTBEHHbIE Npenaparsbl,
- peakLMIo Ha KOHTPacTHOe BELLECTBO,

- MOYEYHYI0 Hef0CTaTOYHOCTbL,

KonebaHus
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/\T/\/\

but are not limited to, . vesselsor
infarction caused by occlusion of distal vessels

side branch,

- vasospasm,

- stripping of vascular endothelium,

- dissection of vascular intima,

. re-occlusion, vascular perforation or rupture,
- unstable angina, blood pressure fluctuation,

- stroke,

- shock,

- reaction to drugs.

- reaction to contrast media,

- renal insufficiency.

- transient ischemia

nir embolism,




- thromboembolism,

- internal bleeding,
*BO3YLUHYIO 3MOONNIO;

- hematoma,
-TpomM603mM60ANIO, oA _ ™ AAAA
-BHYTPEHHEe KPOBOTEYEHWE; Ti%alceeven. ay
.rematomy; bypass -rge-y. X . " S e , ’hemorrhage.
~MH(EKLMIO W T. M. moryT crtatp reé-stenosis, “cardiac w v infarction,
oM, HexenatenbHble “ « “"/Aol WH " r:-nr,arrpey.T..
MPUYNHOIA 9KCTPEHHOW s hnp,a
KOpoHapHomy  “ "*“™™M” cTeHO3” TamnoHagbl and even death.
MMOKapga, MOBTOpPU .»»CTOEHHOW onepauumn
—_ _ = . /\
= .= = £Er;~.
s=,t.r:sr,J
nexoga
[77----- H8 Tpebyet not repairable. n device
S3HaHMWAa UHe
B cBA3K C NPUMEHEHMEM AaHLLITO
nennd yCcTaHOBTaN O HTHO "N ————--

MNbl MNP

TPEBOBAHWAJIOKO T MXAA

C Tpelbl  KelBgHEHY  TPebosaninT
LnayUnoKHOH

- during use, transportation and handhn,,
npu HeraTUBHOIO
Frrewus

, dncumentation, catheters o

"H\ u:noBeKa H OKPYXXaKOHryT
Cpeayy

METOAbl CTEPUTN3ALNLL

This medical device is supp A using
m;Mwiol1”épB ALl AN i “ fAom ? .S . |-~ A
ABA ’ém?/genaeoxide), WhtiC |§ A W for single
MpVMeHeHvem cTeomsbHOCTM FO™ e DONS * e fte pniduc. if there is any doubt
obecreumnBatoLLmii yp npegHasHaueHo
[aHHoe

NpUMeHeHNS about its sterility.

TONbKO  [HA H _,~a u uena. He
CTEpPUbHO, ecny yrnakoBKa T pil a

nCcnonb3ynte wu3genve, eram ecTb
yTatenoHo erocT ffigaSg'
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YCNoBUA TPAHCITOPTUPOBKWU, XPAHEHUA N SKCIMTYATALUWN/
STORAGE AND TRANSPORTATION CONDITIONS

Karetepbl mpmpyrm BCEMW  BUAaMu
TPaHCNopTa B KPbITbIX TPAHCMOPTHbLIX CPesCTBax
BCOOTBETCTBMM C NpaBUiamMmy MepPeBo3KN rpys3os,
[eCTBYIOLLMX Ha TPAHCMOopTe KaXaoro Buja.
KateTepbl Npu TpaHCNOPTMPOBAHWUW YCTONYUBBI
K BO3Je/CTBMIO KNMMATUYeCKMX (DaKTOpPOB Mpu
TemnepatypHom pexxume oT +15 go +40°C, npu
OTHOCUTE/IbHOW BNaXXHOCTW BO34yXa OT 20% [0
80% (6e3 KOHAeHCAUUW) W MeXaHUYeCKMX
BO3AENCTBUIN NpY BUOPALMOHHBLIX Harpyskax B
AnanasoHe yactot ot 10 go 55 'y, amnautyge
nepemetteHmsa 0,35 MM 1 yapHbIX Harpyskax c
MVKOBbIM ycKopeHnem [0g npu ANUTENbHOCTM
[eVCTBMS Y4apHOT0 YCKopeHus 16 Mmc.

XpaHuTb B MpOX/MagHOM TEMHOM CyXOM MecTe
npu TemnepaTtype ot +5°C go +30  wu3berarb
KOHTaKTOB C BOAOW W MPSIMbIM COJIHEYHbIM
CBETOM, CW/IbHbIX MepenasoB Temneparyp, npu
OTHOCUTENbHON BNXXHOCTM BO3AyXa OT 20% [0
80% (6e3 KoHAeHcauunn).

KateTepbl npu akcnjyatauuum YCTOWUMBBLI K
BO3[ENCTBMIO  KAMMATUYECKMX (DaKTOpOB ~ans
TemMnepaTtypHoro pexuma ot +32°C go +42°C u
BO3AEACTBUIO BMOMOrMYECKNX XXUAKOCTEN.

| Catheters are transported W all modes of

transport in covered vehicles in accordance with
the rules for the carriage of goods operating on
each type of transport.

Catheters during transportation are resistant to the
influence of climatic factors at a temperature
range from +15 to + 40 ° C, relative humidity
from 20% to 80% (without condensation) and
mechanical influences at vibration loads in the
frequency range from 10 to 55 Hz, amplitude
displacement of 0.35 mm and shock loads with a
peak acceleration of 10 g with a duration of shock
acceleration of 16 ms.

Store in a cool, dark dry place at a temperature ol
45 Jo +30 °, avoid contact with water and direct
sunlight, strong temperature changes, at relative
humidity of 20 to 80% (without condensation).
Catheters during operation are resistant to
climatic factors for a temperature range of +32 to
+ 42 ° C and biological fluids exposure

PUCKWN MPUMEHEHNA MEOAVNUWVNHCKOIO U3AE/NA/ RISKS OF
MEDICAL PRODUCT

[aHHoe wn3genve npeactaBnsieT coboil KateTep
ObICTPOro 06MmeHa Ans GanfoHHOW AunaTauun
ans YPECKOXHOWA TPaHCNHOMUHAIbHOW
KOpOHapHol aHrmonnactukn (YTKA). UTo6bl
OLUEHUTb COOTBETCTBME KaTeTepa OCHOBHbLIM
Tpe6oBaHMAM, NPOV3BOANTENIEM OblIn
npoesefieHbl  UcnblTaHWs  cooTteeTcTBuA  1SO
10555, oueHky cooTBetctBuA 1SO 11607 n
UCnbiTaHWe AN OnpegeneHns  TeXHUYECKMX
XapakTepucTuk u T. 4. B pe3synbtate kartetep
COOTBETCTBOBAN 3TUM cTaHdapTam 1SO.

Mpon3BoauTeNb CO34an BHYTPEHHIOK CUCTEMY

ynpaBfeHWs  puUCKamu,  COOTBETCTBYHOLLYHO
15014971:2007 wn EN 1S5S0 14974:2012. 3rta
CACTEMa  YMNpaBleHWs  puUCKaMu,  BKKOYas

ynpaB/ieHe puUcKamy B Xofe NPOW3BOACTBA U
MOCTPErncTpaLMoHHOro nepuoaa, onpeaeneHa B
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This product is a rapid-exchange catheter for
balloon dilatation for percutaneous transluminal
coronary angioplasty (PTCA). In order to assess
the compliance of the catheter with the mam
requirements, the manufacturer has tested
compliance with ISO 10555, 1SO11607
conformity assessment and performed a test to
determine technical characteristics, etc. As a
result, the catheter is conformed to these 1SO
standards.

The manufacturer has established an internal risk
management system that complies with
1IS014971: 2007 and EN 1S014974: 2012. This
risk management system, including risk
management during the production and post-
registration period, is defined in the risk



npoueaype ynpaBneHms prcKamu "
COOTBETCTBYHLUMX [OKYMEHTax. AHa/n3 pucka
Ana KaTeTepa Gbin NMPOBEfEH B COOTBETCTBUM C
3TUMM JOKYMEHTaMW.

B pamkax npoueaypbl Npou3BOAWUTENEM O6binK
onpeaenieHbl  OMACHOCTW,  CBsi3aHHble  C
CNONb30BaHMEM W npoueaypamn. OnacHoCTU C

HEMpPUEM/IEMbIM  YPOBHEM  pucka  6biiu
COKpalleHbl A0 NPUEM/IEMOTO YPOBHSA MyTeM
npoBeaeHus UCMbITaHWIA 7 ApYyrux

B3aMMOMpPUEMIEMbIX Mep.

B HacTosLLee BpeMs MPOM3BOAMTENb UCNONb3YET
MPOLELYPY  OLEHKM  CTEMeHU  TSHKeCTU
K/IMHWYECKMX PUCKOB MO LIKase OT NPUEM/IEMOTO
[0  HEernpuemnemoro. Mpu  BbISIBNEHUN
HEMPUEM/IEMbIX  YPOBHEA  MHAEKCA  PUCKOB
Tpe6oBanuCb Mepbl AN COKPALLEHNS PUCKOB. Ha

OCHOBaHUM aHanM3a OblM  BbISIBNEHbl 1
COKpallleHbl [0 NpPUEMNEMbIX YPOBHel Bce
YCTaHOBMEHHble 1 MpeABUAMMbIE  3apaHee

OMacHOCTY 1 COMYTCTBYHOLLME PUCKN

management procedure and relevant documents.
The risk analysis for the catheter was carried out
in accordance with these documents.

Within the procedure, the manufacturer has
identified the hazards associated with use and
procedures. Hazards with an unacceptable level
of risk have been reduced to an acceptable level
by testing and other mutually acceptable
measures.

Currently, the manufacturer uses a procedure to
assess the severity of clinical risks on a scale from
acceptable to non-acceptable risks. Measures
were required to reduce risks identifying
unacceptable levels of the risk. Based on the
analysis, all established and foreseeable risks and
associated risks were identified and reduced to
acceptable levels.

Mmapkuposkal/labeling

PaclungpoBKa CMMBO/I0B, YKa3aHHbIX HA MapKNUpPoOBKe / Explar}ation

BHumaHwme'./Caution

A

O3HaKOMbTECh C MHCTPYKLMEN
no npumeHeHuto/Consult
instructions for use

-

He ncnonb3oBaTb NOBTOPHO/
Do not re-use

He cTepununsoBaTb NOBTOPHO/
Do not resterilize

He vncnonb3oBaTtb Npu
noBpeXeHHo ynakoBke/ Do
not use if package is damaged

AnNnporeHHbIR/

* ®P ®

He pgonyckaTb BO3aeicTBUA
cofiHeyHoro ceeTa/Keep away
from sunlight

XpaHuTb B cyxoM mecTe/Keep
dry
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ofy Abob onjabelj™

OrpaHuyeHiie TemnepaTypbl/

I'ss Temperature limit
5'C
41T
STERILE EO Crepunusaums ¢
NPYIMeHeHEM OKMCU
aTuneHa/Sterilized using
ethylene oxide
3Hak CE-mark, cooTBeTCcTBME
npojyKunm TpeboBaHUAM
eBponericknx pernameHToB/
KatanoxHbIin Homep/
REF
Kog naptuu/
LOT
CepwiiHblii Homep/
SN

Vcnonb3oBath Ao/

MpownssoanTens/



WHdopmaLums 06

BbicTpasi cmeHa/Rapid
EC REP YNO/THOMOYEHHOM LL Exchange
npeactasutene 8 EC/
HomuHanbHoe faBneHve/
HomuHanbHoe gaBneHne Nominal Pressure
paspbiBa/Rated Burst Pressure
[OunameTp 6annoHa/Batloon
MecTo npoussogcTBa/ Diameter
" Manufacturing Site L
AhheKTMBHAA LNHA
finuna 6annowa/ Balloon <m> KateTepa/ Catheter Effective
Length Length
[Jasnexune/Pressure
MakcuMasbHbIA HapyXXHbI
[vameTp NpoBOAHNKa/
Maximum Guide Wire Outer
Diameter
3axuMm KateTepa/Catheter clip

VIHCTPYMEHT ANs NPOMbIBaHNA ﬂ'\

(c hyHKUMeli cBepTbIBAHUSA iM
6annoHa)/ Flushing tool (with

y na KOBKA/PACKAGING
-------- ' Dilatation catheters NEON/NEON NC for
Caretepbl  gunataumoHHsle  NEON A

UPECKOXXHOM TPaHC/IIOMUHA/IbHOW  KOPOHapHOM
aHrMonIacTnKK (UTKA) BbIMyCKaKTCA
CTEPUNbHBIMA B CTEPWbHON ynakoBke Tyven
KOTOpasd COOTBETCTBYeT TpeboBaHMsAM  1bwu
11607. KaTteTepbl HaxofgATcs B  3alMTHOM
060/104Ke TWNA «YNUTKa», W3rOTOBMIEHHOW K3
nonuMnponuieHa,  KoTopas  3awuuiaer  oT
BHELUHUX MeXaHU4YeCcKux BO3AeiCTBUM  Npu
TPaHCMOPTUPOBaHUW.  3arevyaTaHHble W3Lenus
BK/1a/ibIBalOTCS B KAPTOHHYK KOPOOKY BMecTe C
WHCTPYKLMEN N0 MPUMEHEHMIO.

Cpok coxpaHeHus CTEPUNbHOCTM
OTCYTCTBUM  MOBPEXAeHUA  um
YNakoBKM - 3 roja.

[Janee u3genusi B NOTpebUTENbCKOA YMNaKoBKe
MOMELLAT B  TPAHCMOPTHYK YMakoBKY U3
ropokapToHa, Ha KoTopble Mo 60kam wuau no
MepuMeTpy HaHOCUTCA KOHTPO/NbHas JeHTa.
Pa3vep TpaHCNOPTHOW ynakoBku - (710£3) X
(5704£3) X (395+3) mm. TpaHcnopTHas Kopobka
COAEPXUT [0 74 efuHWL, NPOLYKUUWA OLHOM
napTuu.

MakcrmasnbHas mMacca TPaHCMOPTHON YNakoBKK
-He 6onee 21 Kr.

rom

BCKPbITUA

percutaneous transluminal angioplasty

are produced sterile in a sterile packaging yve ,
that is complied with 1SO 11607. Catheters are
covered by protecting shell (type snail )
manufactured of polypropylene. This shel
orotects the device from all external mechanical
impacts during transportation. Sealed devices are
packed in a carton box together with the
instruction for use.

Sterility is valid for 3 years if package is not
opened or damaged.

Devices packed in carton boxes further are packed
in transportation package made of corrugated
board Transportation band is applied on the
perimeter and on the sides. Size of transportation
package is (710£3) x (570+3) x (395+£3) mm
Transportation package contains up to 74 units.
Maximum weight of 1 transportation package is
no more than 2 1 kg.

KOMIMJ/TEKTAUWMA/ SUPPLY
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Komnnekraums BCeX BapuvaHTOB WCMONHEHUA
COCTOMT U3;

e KarteTtep 6annoHHbIN - 1WT,;

*  VIHCTpyMeHT Ans npombIBaHMA - 11T,

e 3axum Katetepa- lwr,;

*  VHrTnyknus no npyMEHEeHuIo - 1 LWT.

The complete set of all variants consists of:
* Balloon catheter - 1pc.;

* Flushing tool - 1pc.;

* Catheter clip - 1pc,;

* Instruction for use - 1 pc.

FAPAHTUNHBIE OBA3SATE/IbCTBA/TYAKKAHTY STATEMENT A

MpoW3BOANTENs  FapaHTUPYeT — COOTBETCTBUE The manufacturer guarantees the compliance or
KayecTBa  MEAWLMHCKOIO  u3fgenusa  npwu

the quality of the medical device with the
COBMIOAEHMN  TPe6OBaHMil  SKCMNYATALMOHHOI requirements of the operational documentation.

CPOK rOGAHOCTW/SHELF LIFE

CPOK FOAHOCTM KaTeTepa COCTaBMseT 3 roga Shelf life of the catheter is 3 years. 1his proauct
[laHHOE M3AeNMe 3ampellaeTc MCMob3oBaTh should not be used after the expiry date indicated
nocie faTbl  OKOHYaHWA cpoka rogHoctu, On the package.

YKa3aHHOr0 Ha yrnakoBKe.

MNOPAAOK OCYWECTB/IEHNA YTUNNIAUNUN NN YHNYTOXEHWA
MEOVNUNHCKOIO N3OENTNA/ PROCEDURE FOR UTILIZATION OR
DISPOSAL OF MEDICAL DEVICE

N3penns, MMeBLLIME KOHTAKT C KPOBbHO W/Mnw
OPYTMM  BUONOTUYECKUMU  YKUAKOCTAMY,
noanexaT YTUAM3aUMU WWAN  YHUUTOXEHWIO
COrMaCHO C MpaBuamMn 06paLleHnst C ONacHbIMM

OTXOAaMW,  MPUHATbIMA B MeAMLMHCKOM
yupexaeHmu.
Heucnonb3oBaHHble un3genus (He MMeBLUUE

KOHTaKTa C KpOBbI n/unu ¢ 61MoNornyecknumu
XXUAKOCTAMK), B TOM YUC/E C UCTEKLIUM CPOKOM
rogHocTW,  Mognexar  ytuausauum — wu/uam
YHUYTOXXEHWUIO COrMIacHO C 06WuUMK npasmnamu
yTuaMsaumm,  NPUHATBIMA - B MEAULMHCKOM
yupexxaeHum

Devices that have contact with blood and/or other
body fluids must be disposed of and/or destroyed
in accordance with the rules for handling
hazardous waste adopted at a medical facility.

Unused products (not having contact with blood
and/or biological fluids), including those that
have expired, must be disposed of and/or
destroyed in accordance with the general disposal
rules adopted at a medical facility

MEPEYEHb MEXAYHAPOAHbIX HOPMATUBHBIX JOKYMEHTOB
KOTOPbIM COOTBETCTBYET MEANUMNHCKOE U3AENUE/
THE LIST OF NATIONAL AND INTERNATIONAL REGULATORY
DOCUMENTS/STANDARDS, WHICH MATCHES MEDICAL DEVICE

NeNo

Apumensemblii ctangapt f Applied standard

1 EN 1S013485: 2016 (1S013485; 2016), «MeAnUNHCKUe n3Lenns -

KayecTtBa -

TpeboBaHMs K HOpMaTtMBHOMY perynupoBaHuto» / ENJS0134«5 ZUio

(18013485:2016), “Medical devices - Quality management systems - Requiiements tor

regulatory purposes’
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Ebl T8OWTICrT012 (1SOI4971: 2007),
MeHe[>KMeHTa pucKa K MefuumHCKUM mnsgenmam» /[ EN ISO 497 . (
“Medical devices - Application of risk management to medical devices -
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«CTepunmsaumns  MeauUMHCKUX M3aennin. TpeboBaHMsa K
MeLVLNHCKUM U3LeNUaM KaTteropuu "crepuibHble”. Yacte 1 TpeboBaHus K cTepuaunsauunu
n3genuid.. / EN 556-1:2001 /AC:2006 »lm~ical
devices - Requirements for medical devices to be designated STER
PomiirfMnpnts: fnr terminally sterilized medical devices
I n ISOI 1607-1- 2009 (ISOI 1607-1: 2006) «¥YnakoBKa Ans TEPMUYECKN CTEPUNIN30BaHHbIX
MESIMNUHCKUX YCTPOMCTB YacTb 1; TpeboBaHMA K MaTepuanam, CTepuibHble GapbepHble
“ Mn /EN 1S011607-1:2009 (18011607-1:2006), “Packaging
for terminally sterilized medical devices - Part 1: Requirements for materials, sterile barner

CTEPUNMN3YEMbIX Ha 3aBepluarolleli CcTaguu MNPOU3BOACTBA. tdcf -I-I.'XT?)86/BH§”W*A
marepuanam, 6apbepHbIM CUCTEMAM CTEPUAN3ALMN U CUCTEMLL YMAaKOBK »
2-2006 (18011607-2:2006). “Packaging for terminally stenlized medical devi

4;.uHn1Inn requirements for forming, sealing and assembly processes--------- - rmTmi~O
PKI™-3nSQ4 1-1993 (180594-1'1986) «[leTann coefMHUTENbHbIE C KOHYCHOCTLIO 6 /0 (J1t03pa)

“ [FM 0Artarm8 “Graphical symbols for use w the labelling of med— ------------ —*
En Td i:2008 «/H®opmauwus, nocTasnseMas U3rotoBuTeneM ans

n3aennumns»
T 1 T “Tnfarmahnn suDolied bv the manufacturer with medical devices

Yacte 1 Knaccugmkauma 4ymctoTbl Bo3gyxa.. / 'SO'™ I+

yactb 2. Tpcb6oB™n” associated controlled

™ Specffications (or testing and monitoring to prove continued
Tel""Km IMs7 (ISO  11737-1:2006) «CTepunusaums MeLULMHCKUA
A3famin. M m kP onoT?h °To* "~ 7 T =T o (
“d r s

PartS: DCermtnatton o( a populafon o.
microorganisms on groducts
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AN N2009 (ISO 11737-2:2009),
BaNMAaUMmM MNPOLECCOB CTEPMUAM3aLNM» rnpthnds - Part 2- Tests of sterility

is«S5008(i5c62366~""
no NPUMEHWMOCTM K MefuUMHCKOM annapatype» / EN 623662 ~ ~ A A
-Merlical devices - Aoolicalion of usability engineering to medical device|
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Registration No.

notarial CEKT)XL E

I, the wundersigned Notary, do hereby certify
Ryoji rrOU an agent of Takeaki MIYATA, Manager of Regulatory
Affairs & Quality Assurance Team of KANEKA CORPORATION who has
been authoriaed to sign the attached document, has stated m my very
presence that said Takeaki MIYATA acknowledged himself to have signed

to attached document, and that his signature is true and genuine.

Dated: on this 30* day of September, 2020.

Tokyo £ 0 1 Affairs LLku
of ARY
2-2-2, UCHISAIWAICHO 8|.|J8|7|H4MA BsDtalm

CHIYODA-KU

TOKYO JAPAN «OTABY -
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<Homep, HaHeC&HHbI MeToAOM nepdopalmu: /HepazbopumnBoi
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«YTBEPXOAK»
«KAHEKA KopnopeWLwH»

PyKOBOAW Te/b OTAENa HOPMAaTUBHO-NPABOBOTO
perynupoBaHus 1 rpynnsl No 06ecneyeHnto KauecTsa
JO/MKHOCTb

Takeakun Musta

<iK)gnncaHo>
noanncob

M.

<ltramn: KAHEKA KOPTMOPEWLLIH>



PerncrpaynoHHbIii HoMep; 3205

HOTAPNAJIbHOE ¥YAOCTOBEPEHNE

A, HMWKenoanucaBLUWMIACS HOTApWyC, HacTOSLLMM YyAOCTOBepst, uTo Pépsm UTOHO,
foBepeHHoe uuo Takeakn MUWATA, PykosoauTtensa o0TAena HOPMaTMBHO-NPaBOBOro
PEryiupoBaHus W rpynnbl no obecneveHnto kayectBa «KAHEKA KOPMOPEWLLH»,
YMNO/IHOMOYEHHOr0 Ha nognucaHuve NPUMNaraemMoro AOoKyMeHTa, 3asaBW/l B MOEM MPUCYTCTBUM,

YyTO BbllleyKa3aHHbIi Takeakm MUWATA noaTteepaun (akT noagnucaHuMs UM npuiaraemoro
[LOKYMEHTa, 1 YTO ero nognuch ABnseTcs NOAVHHOMN.

[OatunposaHo; 30 ceHTA6ps 2020 roga.

<OBanbHast Mnevarb: <nopgnuncaHo>
ToKuiickoe opuanyeckoe 610po 2
e lopuaHiec CUPAXAMA KuéTaka
2-2-2, YTUCAMBAMW-TE HOTAPNYC
TUELA-KY

TOKWMO ANOHWNA>
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Poccuiickas ®epepauyms

Mopoa Mocksa.

JBaguatoro oksabpsa gBe TbiCAYN ABaALATOrO roja.

A [eitHeko Jliogmuna BanepveBHa, BPEMEHHO MUCNOMHAKOWaA 0643aHHOCTM HOTapuyca ropoga
MockBbl [pOKOWEHKOBOW EneHbl EBreHbeBHbl, CBUAETENbCTBYH MOANMHHOCTb
nepesofuvka KpannmHa [leHnca AnekcaHpoBuya.

Mopnwuck caenaHa B MOEM MPUCYTCTBUMN.

JlnyHocTb NognucasLwlero 4OKYMEHT YCTaHOB/EHA.

nognucu

3apeructpupoBaHo B peectpe: No 21/86-H/77-2020-

B3biCKaHO rocyapcTBeHHON nowinHbl (No Tapudy): 100 py6. 00 Kon.
YnnayeHo 3a 0KasaHue yCc/yr npaBoBOro M TexHM4yeckoro xapakrtepa: 300 py6. 00 kon.

MpOLIHYPOBaHO, MPOHYMEPOBAHO W CKPEMN/IeHO MeyaTbio
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KOIMNA

[MpnnoXxeHne K MHCTPYKLMU MO NPUMEHEHUIO ANS
Poccuinckon deagepaumm Ha MeanLMHCKoe uiaenne/
Appendix to the instructions for use for the Russian

Federation for a medical device

KaTeTep 6a/1M10HHbIA AMNnaTaunoHHbIA 419 YPECKOXHO
TPaHCNHOMUHa/IbHOM KOpOoHapHOoM aHruonnactukn (UTKA)
NEON NC/

Balloon dilatation catheter for percutaneous transluminal
coronary angioplasty (PTCA) NEON NC

«YTBEPXAOAK» | <cAPPROVE»
KANEKA Corporation

Manager of Regulatory Affairs & Quality Assurance Team

(momkHocTb/position)
; »% r~p’

Takeaki Mivata
(rwsa/naTe)

(nodnucb/signature)
M.M. / Stamp

KANEKA CORPORATION
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HAVMMEHOBAHWVME MEOVNUNHCKOIO U3AENNA/
NAME OF MEDICAL DEVICE

KateTep 6a/i/IOHHbIV AMNaTauyMoHHbIA ANS

UPECKOXKHOM TPaHCIIOMUHAbHOMN

KOpoHapHoW aHruonnactukn (UYTKA), B

BapuaHTax UCMOJSTHEHWS:

KateTep 6anfioHHbIA  AWNaTaLUUOHHBIA  Ans

UPECKOXXHOM TPaHCMIOMUHabHOW  KOPOHApPHOM

aHrunonnactukn (MTKA) NEON NC B cocTase:

1. Katetep 06anfiOHHbIA AUNATaUMOHHbLIA Ans
YPECKOXHO TPaHCNOMMUHANbHOW
KopoHapHoi aHrnonnactukn (UTKA) NEON
NC, ¢ pabouein annmHoi 146 cm 1 6annoHOM:
2,25x10 mm; 2,5x10 mmMm; 2,75x10 mm; 3,0x10
MMm; 3,25x10 mm; 3,5x10 mm; 3,75x10 mm;
4,0x10 mm; 4,25x10 mm; 4,5x10 mm; 2,25%15
MM; 2,5x15 mm; 2,75x15 mm; 3,0x15 mMm;
3,25x15 mmM; 3,5x15 mm; 3,75x15 mmMm; 4,0x15
MM; 4,25x15 mm; 4,5x15 mm; 2,5%x20 mm;
2,75x20 mm; 3,0x20 mm; 3,25x20 mm; 3,5x20
MM; 3,75%x20 Mm; 4,0x20 MM - 1w,

2. WHCTpYMeHT An8 NpoMblBaHMA - 1 WWiT.;

3. 3axum kateTepa- 1wr,;

4. VIHCTPYKLUMA MO NPUMeHeHuo - 1 wr.

Balloon dilatation catheter for percutaneous
transluminal coronary angioplasty (PTCA), in
versions

Balloon dilatation catheter for percutaneous
transluminal coronary angioplasty (PTCA)
NEON:

1 Balloon dilatation catheter for percutaneous
transluminal coronary angioplasty (PTCA)
NEON with working length 146 cm and
balloon: 2,25x10 mm; 2,5x10 mm; 2,75x10

mm; 3,0x10 mm; 3,25x10 mm; 3,5x10 mm;
3,75x10  mm; 4,0x10 mm; 4,25x10 mm;
45x10 mm; 2,25x15 mm; 2,5x15 mm;
2,75x15 mm; 3,0x15 mm; 3,25x15 mm;
3,5x15 mm; 3,75x15 mm; 4,0x15 mm;
4,25x15 mm; 4,5x15 mm; 2,5x20 mm;
2,75x20 mm; 3,0x20 mm; 3,25x20 mm;

3,5%20 mm; 3,75x20 mm; 4,0x20 mm - 1 L],
2. Flushing Tool - 1 L
3. Catheter Clip- 1 L
4. Instruction for use - 1pc.

CBE/ZIEHUS O MPOU3BOAUNTENE MEAULIMIHCKOIO U3AENNSA/
INFORMATION ABOUT MANUFACTURER OF MEDICAL DEVICE

Pa3paboTumK/Npon3BoaNTESb:
KANEKA CORPORATION

2-3-18, Nakanoshima, Kita-ku,
OSAKA, 530-8288 JAPAN (AnoHus)
TenethoH: +81-06-6226-5256
WHTepHeT-caliT: www.kaneka.co.ip/en/

Osaka-shi,

Afpec MecTa NpoOM3BOACTBA MeAULUHCKOro
nsgenma.'

«KAHEKA KOPMOPEWLLIH OCAKA MIAHT»
(KANEKA CORPORATION OSAKA PLANT)
5-1-1, Torikai-Nishi, Settsu-shi, OSAKA, 566-
0072 JAPAN (AnoHus)

TeneoH: +81-72-650-2600

WHTepHeT-cainT: www.kaneka.co.jp/en/

Y NOMHOMOYEHHbI npegcraBuUTeNb B
Poccuiickoin degepaunn:

O6LLEeCTBO C OrpaHNYEHHON OTBETCTBEHHOCTbIO
"KapguHan Xenc Pawa"

000 "KapguHan Xenc Pawwa"

Poccuiickas depepaunsa, 107078, r. Mockea,

yn. Mawwu MopbiBaeBoid, 4.34, oduc 514
TeneoH: +7 495 139 31 42
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Designer/ Manufacturer:
KANEKA CORPORATION
2-3-18, Nakanoshima, Kita-ku,
OSAKA, 530-8288 JAPAN

Tel.: +81-06-6226-5256

Web site: www.kaneka.co.ip/en/

Osaka-shi,

Addresses of manufacturing facility of medical
device:

KANEKA Corporation Osaka Plant

5-1-1, Torikai-Nishi, Settsu-shi, OSAKA, 566-
0072 JAPAN

Tel.: +81-72-650-2600

Web site: www.kaneka.co.jp/en/

Russian Federation Authorized
Representative:

Limited Liability Company "Cardinal
Russia™

Cardinal Health Russia, LLC

Russian Federation, 107078, Moscow,
Mashi Poryvaevoi street, 34, office 514
Phone: +7 495 139 31 42

Health



HASHAHEHVWE MEAVNUWNHCKOI O N3AEJ/INA, YCTAHOBJIEHHOE
MPON3BOANTENNEM/
INTENDED USE DEFINED BY THE MANUFACTURER

Katetep 6anfOHHbIA  AWNaTauMOHHbIA  ANs
UPECKOXHOM TPaHC/MIOMUHaNBLHOW KOPOHAPHOWA

aHrMonacTuKu (UTKA), B BapmaHTax
NCTONHEHMA  (Janee Mo TekcTy «Kartetep»)
npegHasHaueH ans pacLumpeHus
CTEHO3MPOBAHHOr 0 yuacTka KOpOHapHoi1
apTepuv  Npu  MNPOBELEHUM  YPECKOXHOM
TPaHCMOMWHANBHON KOPOHapHOIA

aHruonnactukn (UTKA).

Balloon dilatation catheter for percutaneous
transluminal coronaiy angioplasty (PTCA), in
variants (hereinafter referred to as "Catheter") is
intended to expand the stenotic portion of the
coronary artery during percutaneous transluminal
coronary angioplasty (PTCA).

YCTOBUA MPUMEHEHWA, MOTEHUMANBHbBIN MOTPEBUTENb/
CONDITIONS OF USE, POTENTIAL CUSTOMER

KateTep  MOXET  WMCMOMb30BaTbCA  TOMbKO
Bpayamu, NpoLLeALLINMU 0BYYeHNEe BbIMOMHEHMNIO
UPECKOXHOIA TPaHCNHOMUHA/IbHOW
aHrMoniacTkn B YCMOBMSX  OMEepPaLMOHHbIX
nny.

The catheter may be used only by physicians
trained to perform percutaneous transluminal
angioplasty in the setting of surgery room of
medical and preventive treatment facility.

MOKA3AHUA K MPUMEJHEHUNKOANDICATIONS

[JaHnHoe  wu3genve npegHasHayeHo
pacLUMpeHnss  CTeHO3MPOBaHHOIO yuacTka
KOPOHapHOW  apTepuu  MNpu  NPOBeSEHUM
UPECKOXHOW TPaHCIOMUHANbHOW KOPOHAPHOM

aHruonnactuku (UTKA).

Ans

This product is intended to be used for dilating the
stenosis lesion in the coronary artery when
performing percutaneous transluminal coronary
angioplasty (PTCA)

MPOTUBOTMOKA3AHNA/CONTRAINDICATIONS

1 Tonbko ANa O4HOKPaTHOro npumMeHeHus. He
ncnonb3oBatb  MOBTOPHO. He  nopsepratb
MOBTOPHOIA 06paboTke n NMOBTOPHOW
CTEpUIN3aLmn.

2. [poT1BOMOKa3aHOo WCMoMb30BaHWe [aHHbIX
KOMMOHEHTOB N8 CNefyroLwmx rpynn
MaLyeHToB:

— MauMeHTbl C He3awWLLEHHbIM MOPaXKeHNeM B
CTBO/IE NIEBOV KOPOHApHOI apTepuu;

— MauueHTbl Co CNasmMoM KOPOHApPHOW apTepuu
B OTCYTCTBME 3HAYMMOrO0 CTEHO3a.

3. He pacwwupsaitte 6anioH [0 BeUUUHBI,
MPeBbILLAOLLEA AMamMeTp KPOBEHOCHOrO cocyja
BOM3N CTEHOTMYECKOro MoBpPeXAeHus.
(KpoBeHOCHbIN cocyf, MOXET 6bITb MOBPeXAeH
Wm pa3opsaH.)

4. He pacwwupsinte 6annoH [0 3HAYeHMUA
[laBneHus, MpeBbILLaoLero  HOMWHaIbHOE
[laBneHue paspbIBa. (BannoH MOXeT

pasopBaTbCs, M (DparMeHTbl MOryT OCTaTbCA B
Tene naymeHTa.)
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1 For single use only. Do not reuse, reprocess or
resterilize.

2. These components are contraindicated in the
following patients:

- Patients with unprotected lesion in the left
coronary trunk

- Patients with coronary arteiy spasm in the
absence of significant stenosis

3. Do not inflate the balloon exceeding the
diameter of the blood vessel in the vicinity of the
stenotic lesion. (The blood vessel may be
damaged or ruptured.)

4. Do not inflate the balloon to a pressure
exceeding the rated burst pressure. (The balloon
may burst and the debris may remain inside the
body.)

5. The catheter is contraindicated for hand
crimping of stent components and as a stent
delivery system.



5. 3anpelleHo pXuUMaTb PYKOW KOMIMOHEHTbI
CTEeHTa 1 CUCTEMY [AOCTABKM CTEHTA.
6. Vicnonb3osaHue JaHHOro
MPOTMBOMNOKAa3aHo ans nauueHToB C
HenepeHOCUMOCTbI)  aHTUTPOMOOLINTAPHON 1
aHTUKOArynsHTHOM Tepanuu.

6. The product is contraindicated to patients
who cannot tolerate antiplatelet therapy and
n3genus anticoagulant therapy.

OMMCAHVE MEAVNUMNHCKOIO U3AENNA/
DESCRIPTION OF MEDICAL DEVICE

CTepxub KaTeTepa {4HCTaNbInMA YacTb) /

[HCTa. TbLLI.FAKaKeBEeUHHK/

Catheter shaft (distal)

CTepxxeHb KaTeTepa {4»0Kcloa. TbHast YacTb)/
Catheter shaft Iprosinial)

KomneHcaTcd A3T1hkewww /
Stratarelief__ _

rC

Mapkep r.T15umll BBefEUKA!

PeaTresBLUsACTPaCTHLIH MapKep /
Radiapiulae marker

Depth marker

MpokcuManbHbIA

XXakwona/XK-B HaKOHEYHUK

IMopT NpoBoAHaKa

Bapnet/BMoon

La

/ 6HMeTLre port

Lg: athpeHTMBHOA AnnHa; Lb: anvHa 6annoHa; La AuameTp 6annoHa
La: effective length; Lb: balloon length; Lc: balloon diameter

KateTep noctasnsetcs B BUAe NPOBOLHUKOBOIO
KaTeTepa C AuaMeTpoMm 6annoHa 2,25-4,50 Mm u
AfvHOW - GannoHa  10-20 mm.  Tpu  3aTtom
ahheKTUBHAA O/IMHa KaTeTepa (OT AMCTanbHOro
HaKOHeYHMKa [0 KOMMeHcaTopa HaTsHKeHUS)
cocTasnset 1460 mwm.
KateTtep cocTouT n3
KOMMOHEHTOB:
HanonHsemblin  gunaTauuoHHbIA  GannoH,
yCTaHaBNMBAEMbI MeXAy AMCTa/lbHbIM KOHL,OM
N ANCTaNbHbIM HAaKOHEYHUKOM TpyOKWu. BannoH
npeAHasHavyeH AN PaBHOMEPHOro pacllMpeHuns
[0 OnpefesieHHOro fmametpa W ANUHbI NpK
3a[laHHOM faBneHun, obecneumsas nNpu 3TOM
Hano/iHeHWe 1 CryCcKaHWe B XOPOLUO
YCTaHOB/IEHHbIX Mpefenax npu onpeaeneHHOM
[aBNneHnn paspblsa.

PEHTreHOKOHTPAaCTHbIN mapkep,
NPOKCUMANbHbIA 1N AWUCTa/bHbIA  MapKep
yKa3blBaeT COOTBETCTBEHHO Ha MPOKCUMa/bHbIi
W AUCTaNbHbIA  KOHUbI pacLUMpSAOWEeiRn vactu

cnepyroLmnx

6annoHa M NOMOralT  AMarHOCTUPOBATb
Nos0XKeHne 6as1/1o0Ha.

MpoKCMManbHbIN HAaKOHEYHMUK, ans
Hano/IHeHUS n CnyCKaHus bannoHa,

CHaG)XXeHHOro pasbLeMom Tvna J1oap.
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The catheter is supplied as a conductor catheter
with a balloon diameter of 2.25-4.50 mm and a
cylinder length of 10-20 mm. The effective length
of the catheter (from the distal tip to the strain
relief) is 1460 mm.

The catheter consists
components:

Filled dilatation balloon is implemented
between distal end and distal tip of the tube.
Balloon is intended for equal distribution up to a
certain diameter and length at set pressure
ensuring filling and lowering within well-
e.stablished limits at a certain burst pressure.
Radiopaque markers, which are located on the
proximal and distal ends of the expanding part of
the balloon, help diagnose the position of the
balloon under fluoroscopy.

Depth markers, which are located at 90 cm (for
brachial) and 100 cm (for femoral) from the distal
tip, are used for estimating the position of the
catheter.

of the following



CrepkeH]b KateTepa, COefMHeH y
MPOKCMMaSIbHOrO  KOHLA C KaHwnen, a ¢
AVCTa/IbHOrO KOHLA C 6a110HOM.

MopT NpOBOAHMKA, BHYTPEHHWI MPOCBET A4

MPOBOAHMKA.
KomneHcaTop HaTshKeHus, Heobxoaum ans
CHATUS  HaTSXKEHWUsl,  CKOHLEHTPUPOBAHHOIO

MeXay BTY/IKOW 1 TPy6KOW KaTeTepa

KaHtons, OXBaTbIBaOLLUIA COeMHUTENb-
HaKOHEYHMKa, MNPUCOEAVHSAOWNIACA K Tpyoke
KaTeTepa.

[uncTanbHbIi HAKOHEYHWK, pacnonaraeTcs c
OUCTaNbHOM  CTOPOHbLI  6annoHa, ob6nervaet
NpoBefeHVe KaTeTepa K y4acTKy CTeHO03a 1 Yepe3
Hero.

Proximal tip for expanding and lowering the
balloon, supplied with Luer type connector.
Catheter shaft is connected to proximal tip via
hub, and to distal tip via balloon shaft.
Guidewire port is an internal
guidewire.

Strain relief is necessary for relieving tension
between sleeve and catheter shaft.

HUB is surrounding the part connecting proximal
tip to catheter shaft.

Distal tip is located after distal portion of a
balloon, it facilitates moving catheter towards the
stenosis portion and through it.

lumen for

YcTpoiicTBo ana npombliBaHus / Flushing tool (Accessory)

HakoHe4HUK JTlo3pa Ana spo.irmeasaL /
Luer part for flashing

Bxog Ana npoaallalwil KaliMa NpoBO/IOYHOr0 MPOBOAHUKA U CBEPTbIBAHWA 0a.XTOHA i
Entry for flushing piwWewire lumen and balloon re-wrapping

VIHCTPYMEHT ANA NpOMbIBaHMUA WCMONb3yeTCA
4NA  MPOMbIBAHWS  KaHana  MpoBO/IOYHOr0
npoBoAHWKa faHHoOro wu3genusa. B cnydae
HeobX0A4MMOCTW MOBTOPHOIO BBELEHUA Moc/e
M3BMIEYEHUS U3LeNnd W3 Tena nauueHTta 6annoH
MOXHO  MNOMECTUTb B WHCTPYMEHT  An4
NMPOMbIBaHMA B LeNAxX CBepTbllaHus 6asinoHa B
60/1ee KOMMaKTHYIO (hopmy.

VIHCTpYKUUKX N0 NPUMEHEHUIO NHCTPYMEHTA ANA
NMpoMbIBaHWA CM. B pasgene Crnocob npyMeHeHns
NyHKT 1TlogrotoBka, NOAMYHKT 3.

The flushing tool is used to flush the channel of
the guidewire of this product. If it is necessary to
reintroduce the product after its removal from the
body of the patient, the balloon can be placed in a
flushing tool in order to roll the balloon into a
more compact form.

For instructions on the flushing tool use, see
Application Method 1 Preparation, subparagraph
3.

3axxum Katetepal/ Catheter clip

3aXnM KaTeTepa NMPUMEHSETCA ANA CBA3bIBAHUSA
TPYy6KM KaTeTepa AaHHOro n3genus.

[aHHble MeguUMHCKME W3[enus He CopepXat
NeKapCTBEHHbIX npenapaTtos 7
(hapmaLeBTMUYECKMX CyOCTaHLMA.

The catheter clip is used to connect the catheter

tube of this product.
These medical products do not contain medicines
and pharmaceutical substances.

OMMCAHWE NMPNHUMMOB, HA KOTOPbIX OCHOBAHA PABEOTA
MEANUMNHCKOIO N3AENNA, N X OCOBEHHOCTW/ PRINCIPLES OF
OPERATION OF MEDICAL DEVICE AND THEIR FEATURES
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[Mpwn BbINpHe MM npoueayp YTKA, npoBoAHMK
(noctaBnsieTca OTAENbHO), PaCMOfIOKEHHbIA BO
BHYTPEHHEM  MNpOCBETE  KaTeTepa, CHavana
NPOABUIaeTca B KPOBEHOCHbBIWA COCy[ nauueHTa
JO Tex nop, nMokKa AWUCTaNbHbIA  KOHeL,
NPOBOAHMKA He BOWAET B 06/1aCTb MOpaXKeHWs
cocyfia, Awunatauuio  KOTOporo Heo6XxoAnmo
BbIMNO/THUTB. 3aTtem JaHHoe nsgenve
NpoABWraeTcs B OpraHuW3M nauueHTa Nno paHee
BBElEHHOMY MPOBOAHWKY [0 Tex Mop, Moka
GannoH [aHHOro m3genus He 6yaeT MpaBUIbHO
pacnosnoXxeH nornepek nopaxexHus cocyga. Mocne
NpaBuIbHOrO  MO3WNLMOHUPOBAHWSA,  [aHHOe
U3Jenne packpbliBaeTCs XULKOCTbIO 33 OAWH UN
HECKONbKO pa3 [0 33faHHOro pasmepa npu

OTHOCWTENbHO BbLICOKOM [IaBNIEHUM, TaK uTO
CTEHO3MPOBaHHbIA  cocyq  pacluvpsieTcs  C
packpbiTMeM  mpocBeTa  cocyga.  [Mocne

PACKpPbITUS 6aNoHa Yepes PacLLUPEHHbI COCy/
BO30GHOBASAETCA TOK KPOBW, U [AaHHOe M3denue
MOXXHO Y/Ja/IUTh 13 HEro.

During PTCA procedures, the guidewire
(supplied separately) located in the inner lumen of
the catheter is First advanced into the patient's
blood vessel until the distal end of the guidewire
enters the area of the wvessel lesion, which
dilatation must be performed. This product is then
advanced to the patient through the previously
introduced guidewire until the balloon of this
product is correctly positioned across the vessel.
After correct positioning, this product is opened
with fluid one or more times to a predetermined
size at a relatively high pressure, so that the
stenotic vessel expands with the opening of the
vessel lumen. Once the balloon is opened through
the dilated vessel, the blood flow resumes, and
this product can be removed from it.

TEXHWYECKOE OMNMMCAHVE MEANUNHCKOI O U3OENNA/
TECHNICAL DESCRIPTION OF THE MEDICAL DEVICE

MapameTpbl/ Parameters

HomnHanbHoe paB.nenve (HA) /
HomunHanbHoe paBneHue paspbiBa
(844)/Nominal  pressure (NP) /
Nominal burst pressure (BP)

Hapy>XHbIi
COBMECTUMOr0

MakcrMasbHbIi
anameTp
MPOBO/IOYHOIO
nposogHuKa/Maximum outer
diameter of a compatible core wire
COBMECTUMOCTb C HamnpasAOLUM
kateTepom/Compatibility with the
guide catheter

ApdekTrnBHASA LNnHa
katetepa/Effective catheter length
OnamveTp NPOKCUMabHON

yactu/Diameter of the proximal part

12 atm(H/1)/12 atm (NP)

Katetep NEON MC/NEON NC Catheter
20 atm (04,25 - 4,50 mm), 22
atm (02,25 - 4,00 mm)
(fla)/20atm (04.25-4.50
mm), 22 atm (02.25 - 4.00
mm) (BP)

0,36 mm. (0,0147)/0.36 mm (0.014”)

2,00 mm (6 F)/2.00 mm (6 F)

1460 mm/1460 ram

BHewHwuiA; 0,70 mm 2,1F /External: 0.70 mm 2.1F)

BHewHwii: 0,86 mm 2.6F (02,25 - 03,25 mm), 0,90 mm 2.7F

OunameTp JNCTaNbHOW
yactu/Diameter of distal part
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(03,50 - 04,50 mm) /External; 0.86 mm 2.6F (02.25 - 03.25
Mm), 0.90 mm 2.7F (03.50 - 04.50 mm)



KonnyecTtso

PEHTIeNOKOHTPACTHBIX
metok/Number of radiopaque labels

HeseHe VoeHtdwka — [vavetp JnvHa
momerw  Top/ Identifier 6anioHa (Mv)  GarvioHa

MbcH /Balloon (Mm)/

nene diameter Balloon

(mm) length

<Lc> (mm)

<Lb>
NeonNC  BN-22510 2,25+0,22 1042
NeonNC  BN-25010 2,50+0.25  10+2
NeonNC  BN-27510 2,75#0,27 1042
NeonNC  BN-30010 3,00+0,30  10+2
NeonNC BN-32510 3.25+0,32  10+2
NeonNC BN-35010 3.50+0,35  10+2
NeonNC BN-37510 3,75+0,37  10+2
NeonNC  BN-40010  4,00+0,40  10+2
NeonNC BN-42510 4,25+0.42  10+2
NeonNC BN-45010 4,50+0.45  10+2
NeonNC BN-22515  2,25+0,22  15+2
Neon NC BN-25015 2,50+0,25  15+2
NeonNC BN-27515  2,75+0,27  15+2
NeonNC BN-30015 3,00+0,30  15+2
NeonNC BN-32515 3,25+0,32  15+2
NeonNC BN-35015 3,50+0,35  15+2
Neon NC BN-37515  3,75+0,37  15+2
Neon NC  BN-40015 4,00+0,40  15+2
NeonNC BN-42515 4,25+0,42  15+2
Neon NC BN-45015 4,50+0,45  15+2
Neon NC BN-25020 2,50+0.25  20+2
NeonNC BN-27520 2,75+0,27  20+2
Neon NC BN-30020 3.00+0,30  20+2
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2; o1 02,25 mm (06a KoHUa cTepxxHA 6annoHa)/2: above 02.25

mm (both ends of balloon straight tube portion)

SpcpexTn
BHast
[/Ha
(Mw) /
Effective
length
(mm)
<La>
1460+20
1460+20
1460+20
1460+20
1460£20
1460£20
1460+20
1460420
1460+20
1460420
1460+20
1460+20
1460+20
1460+20
1460420
1460+20
1460+20
1460+20
1460+20
1460+20
1460+20
1460+20

1460+20

Hapy)xHb I AyiaveTp 000/104KV CTepkHA KaTeTepa/ Shaft

JvctanbHas
yacTb (Pp/mm)/
Distal
(Fr/mm)

2.6,'0,86+0.02
2,6/0,86+0,02

2,6/0,86+0,02
2.6/0,86+0,02
2.6/0,860,02
2,7/0,90+0,02
2,7/0.90+0,02
2,7/0,90+0,02
2,7/0.90+0,02
2,7/0,90+0,02
2,6/0,86+0,02
2,6/0.86+0,02
2,6/0.86+0,02
2,6/0,86+0,02
2,6/0,86+0,02
2,7/0,90+0,02
2.7/0,90+0,02
2,7/0,90+0.02
2,7/0,90+0.02
2,7/0.90+0,02
2,6/0,86+0,02
2,6/0,86+0,02

2.6/0,86+0,02

outer diameter

[MopT NpoBoagHVKA
(Pp/Mv) / Guidewire
port
(Fr/mm)

2,6/0,88
2,6/0,88 or less/mm
MeHbLLEE
2,6/0.88 or less/iiniJ
MeHbLLEE
2.6/0,88 or less/wm
MeHbLLE
2,6/0,88 or less/mm
MeHbLLEE
2,9/0,98 or le.ss’mm
MeHbLLE
2,9/0,98 or less/itnin
MeHbLLe
2,9/0,98 or less/vm
MeHbLLEE
2,9/0,98 or less/m
MeHbLLe
2,9/0,98 or iess/iinn
MeHbLLE
2,6/0,88 or less/mm
MeHbLLEE
2,6/0,88 or less/mm
MeHbLLEE
2,6/0,88 or less/wm
MeHbLLEE
2,6/0,88 or iess/Hm
MeHbLLE
2,6/0,88 or less/wH
MeHbLLE
2,9/0,98 or less/mm
MeHbLLE
2,9/0,98 or less/ur)
MeHbLLE
2,9/0,98 or leusinm
MeHbLLE
2,9/0,98 or less/vm
MeHbLLE
2,9/0,98 or lessHN
MeHbLLEe
2,6/0,88 or less/vnn
MeHbLLEE
2,6/0,88 or less/nmm
MeHbLLEe
2,6/0,88 or less/mm
MeHbLLE

[MpokcyvasisHas
yacTb (Pp/mm) /
Proximel
(Fr/mm)

2,1/0.70+0.06
2,1/0,70+0,06

2,1/0.70+0.06
2,1/0,70+0.06
2,1/0.70+0,06
2,1/0,70+0,06
2,1/0,70+0,06
2,1/0,70+0,06
2,1/0,70+0.06
2,1/0,70+0,06
2,1/0,70+0,06
2,1/0,70+0,06
2,1/0,70+0,06
2,1/0,70+0,06
2,1/0,70+0,06
2,1/0,70+0,06
2,1/0,70+0,06
2,1/0,70+0,06
2,1/0,70+0,06
2.1/0,70+0.06
2.1/0,70+0,06
2,1/0.70+0.06

2,1/0,70+0,06



NnNC  BN-32520 3,25+0,32°  20+2 1460+20  2,6/0,86+0,02  2.6/0,88 or less/ym  2.1/0.70+0,06

NeonNC BN-35020  3,50+0,35  20+2 1460+20  2,7/0,90+0,02 g%?g%g or lessiwm  2,1/0,70+0,06

NeonNC  BN-37520 3,75#0,37  20+2 1460+20  2,7/0,90+0.02 gg;gl-gg or lessiwm  2,1/0,70+0,06

NeonNC  BN-40020 4,00+0,40  20+2 1460+20  2,7/0.90+0,02 g%?(t)%g or lessiwm  2,1/0,70+0,06
MeHbLLE

Weight and dimensions:

Ynakoska: Packaging:

[abapuTHble  pa3Mepbl  MOTPEBUTENLCKON Packaging dimensions for NEON, 255 x 225
ynakosky NEON, [ x L x B, mm: x 15, mm

255 x 255 x 15 Weight in packaging, 155 g

O6Lwas Macca nsfenvs B ynakoBske, T

155 Packaging dimensions for NEON NC, 255 x
abapuTHble  pa3mepbl  MOTPEOMTENbCKOWA 255 x 15, mm

ynakoskn NEON NC, A x LU x B, mm: Weight in packaging, 155 g

255 x 255 x 15

O6Luan Macca u3genvs B ynakoBke, T:

155

Tabnuua cootBeTcTBUS/ Compliance chart

[Oyvavetp Ga/UIoHa, PaCLLIIPEHHOrO [unameTp OXTNOHA. PaCLUMPEHHOrO0 MaKCUMaibHO
PeKOMEHI0BaHHbIM AaBrieHvem pactumperns (NP) / [OMYyCTUMbIM ~ flaBnieHneM  pacwumpedus  (KBP) /
Diareter of balloon inflated by recommended Diameter ol'balvmn inilatcd by maximuiii pemiissible
inflation pressure (NP) inllatiun pressure (RBP)
[yavetp 6arvioHa [JasneHve pacLumpeHus 6anioHa / Balloon Inflation Pressure
/Balloon Diameter NP
(mmy/ KlakPa 203 405 608 811 1013 1216 1419 1621 1824
(Mm ATM/am 2 4 6 8 10 12 14 16 18
2,25 1,94 1,99 207 214 220 225 229 233 235 2.38
2,50 221 2,27 235 240 246 250 254 258 262 2,66
2,75 2,37 2,43 251 260 268 275 282 287 291 2,94
3,00 2,63 2,70 277 286 293 300 305 309 313 3,16
325 2,87 2,96 305 313 320 325 330 334 337 340 1
350 3,08 317 326 336 344 350 356 361 3,65 3,68
3,75 3,29 3,39 349 359 368 375 381 38 39 3,94
4,00 3,50 3,61 372 383 392 400 406 411 415 4,20
4,25 3,67 383 397 409 417 425 431 436 441
4,50 3,86 4,04 420 431 441 450 456 462 467
OunameTp 6annoHa/ NP RBP
Balloon Diameter
ot 2,25 10 4,00 mm/ 2.2 Mna (22 Atm)/
from 2,25 to 4,00 mm 12 Mna (12 Atm)/ 2.2 MPa (22 atm)
> 4,25 mm/ 1.2 MPa (12 atm) 2.0 Mna (20 Atm)/
> 4,25 mm 2.0 MPa (20 atm)

1. HomuHanbHoe gasneHne (NP) n HomMMHanbHoe fasneHue paspbisa (RBP)/
Nominal Pressure (NP) and Rated Burst Pressure (RBP)
2. MakcumMasbHbIi imameTp npoBonoYHoro nposogHuka 0,36 mm (0,014 aroima)/
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Maximum diameter of the guidewire 0,36 mm (0,014 inches)

MATEPWAJIbI, N3 KOTOPbLIX N3ITOTOBJIEHO MEANUMHCKOE
N3OETME NI EFO OCHOBHBIE HACTW/
THE MATERIALS FROM WHICH IT IS MADE OR ITS MEDICAL DEVICE

KomnoHeHT / Component

BannoHHbIA
Karetep /
Balloon
catheter

Bannon / Balloon

PeHTreHOKOHTPaCTHbIl
mapkep / Radiopaque

marker

MpoxoaHas Tpybka
NMPOBOAHMKA /
Guidewire  passsage
tube

JucTtanbHas yacTb

Tpy6ku / Distal tube

CpepHsas yacTb TPyOKu
/ Middle tube

Core wire/CTtep»eHb
lMpokcnmasibHas 4acTb

Tpy6kn / Proximal tube

CoeanHuTenbHas
Tpy6ka A / Connecting
tube A
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BASIC PARTS

WcxopHblii maTepuan /
Raw material

HelnoHa
12

Cononumep
12 / Nylon
copolymer
MnaTMHOMPUANEBLI
cnnas / Platiniridiura
alloy

Monuatunex /

Polyethylene
Cononumvep  HelinoHa
12/ Nylon 12
copolymer

Phthalocyanine
blue/®TanounaHmH
ronyb6oi

Titanium oxide/Okcug

TMTaHa

Pigment violet
19/MnrmeHT
(hmoneToBbIA 19
Pigment Yellow
95/FIUTMEHT  XKenTblid
95

Cononnmvep  HelinoHa
12/ Nylon 12
copolymer
CononMmep  HeinoHa
12 / Nylon 12
copolymer
Hep>kaBelowaa ctasib

304 /304 Stainless steel
Hep>xasetollaa crasb.
MonuteTpadTopaTuneH
/ 316L Stainless steel,
Polytetrafluoroethylene

Cononvmep  HeinoHa
12/ Nylon 12
copolymer

Twun KOHTaKTa ¢
opraHM3mom
yenoseka / Type of
contact with human
body
HenocpeacTBeHHbIT
KOHTakT [/ Direct

contact
BeckoHTaKTHOe /
Non-contact

HenocpeAcTBEHHbIV

KOHTakT [/ Direct
contact
HenocpeACTBEHHbIM
KoHTator / Direct
contact
HenocpeACTBEHHbI
KoHTakT [/ Direct
contact

HenocpefCTBEHHbIA

KOHTakT [/ Direct
contact
HenocpeAcTBEHHbIl
KOHTakT [/ Direct
contact
HenocpeACTBEHHbI
KOHTakT /[ Direct
contact
HenocpeacTBeHHbIl
KOHTakT [/ Direct
contact
HenocpefCTBEHHbIV
KOHTakT / Direct
contact

beckoHTakTHOE [/
Non-contact
HenocpefCTBEHHbIA
KoHTakT / Direct
contact

BecKoHTakTHOe /
Non-contact

Mapka
/MpounssoguTens/
Brand/
Manufacturer

ARKEMA

YOKOWO CO.,
LTD.

Japan
Polyethylene
Corporation
ARKEMA

Dainichiseika
Color &
Chemicals
Mfg.Co.,Ltd.
Ishihara Sangyo
Kaisha, Ltd.

Brenntag Canada
Inc.

BASF Japan Ltd.

ARKEMA

ARKEMA

Precision  Wire

Components
Cregana Meical

ARKEMA



YCTpPORCTBO
Flushing tool

CoefnHuMTENbHAA
Tpy6ka B / Connecting
tube B

KomneHcaTop
HaTsHKeHus /
relief

Strain

KaHtonsa / Hub

MokpsbiTre / Coating

Knesee BewecTtso A /
Adhesive A

Knesuee Bewectso B/
Adhesive B
AN npombiBaHus /[

3axum ana karetepa / Catheter clip

Cononnumep  HeiinoHa
12/ Nylon 12
copolymer

Carbon black/YepHblii
yronb

Cononvmep  HeinoHa
12 / Nylon 12
copolymer

Pigment Yellow
95/TIUTMEHT  XKenTblii
95

Titanium oxide/Okcng
TUTaHa

Ctupon-
6yTaaMeHoBbIN
cononumep / Styrene-
butadiene copolymer
Phthalocyanine
blue/®TanounaHuH
rony6ov
Pigment violet
19/TurmeHT
(hmnonetosblin 19
MonuypeTaH,
MonuatuneHrnukons /
Polyurethane,
Polyethylene glycol
MonuypetaH /
Polyurethane

Linanoakpunar /
Cyanoacrylate
Monunponwunex /
Polypropylene

MonnagmpHbIn
anactomep / Polyester
elastomer

HenocpefcTBeHHbIV

KoHTakT [/ Direct
contact
HenocpeACTBEHHbI
KoHTakT [/ Direct
contact

BecKoHTaKTHOE /
Non-contact

BeckoHTaKTHOe /
Non-contact

beckoHTakTHOE  /
Non-contact
beckoHTakTHoe [/
Non-contact

BecKoHTaKTHOE /
Non-contact

BeckoHTaKTHOE /
Non-contact

HenocpeAcTBEHHbI
KoHTakt / Direct
contact

HenocpeacTBeHHbIN
KoHTakT [/ Direct
contact
beckoHTakTHOEe [
Non-contact
KOCBEHHBbI
KOHTaKT /
contact
BecKoHTaKTHOe /
Non-contact

Indirect

ARKEMA

Mitsubishi
Chemical
Corporation
ARKEMA

BASF Japan Ltd.

Ishihara Sangyo
Kaisha, Ltd.
Chevron Phillips
Chemical
Company LP

Dainichiseika
Color &
Chemicals
Mfg.Co.,Ltd.
Brenntag Canada
Inc.

KANEKA
Corporation

Sekisui Fuller

Co., Ltd.

TOAGOSEI
CO,, LTD.

Prime  Polymer
Co., Ltd.

Du Pont-Toray
Co., Ltd.

MATEPUA/bI YNMAKOBKW, BCTYMAKLWEN C KOHTAKT C U3AENVEM/
PACKAGING MATERIAL WHICH COMES INTO DIRECT CONTACT WITH

MEDICAL DEVICE

YNakoBO4YHbIA MaTepuan BXOAALLMIA B HENOCPEACTBEHHbIA KOHTAKT C MEAULUHCKUM n3genvem/
Packaging material which comes into direct contact with medical device
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KomnoHeH3! / Component VcxopHblii matepuan / Tvn KoHTaktac  Mapka/
Raw material OpraHM3mMom Mpoun3ssosa
yenoseka / Type nTenb
of contact with /Brand
human body /Manufact
urer
CTepunun3aLMoHHbIN MneHkal/ Monuatunen/ BeckoHTakTHOe TOYOBO
naket / Sterilization Film nonuatuneHtepetanar /  / Non-contact Co., Ltd.
bag Polyethylene polyethyle
ne terephthalate
CrepunbHas TaiiBek1073B / beckoHTakTHOe Du Pont
bymara / Tyvekl073B / Non-contact
Sterile paper
Hecyuwias Tpy6ka / Carrier tube Monnatunex/ BeckoHTaKTHOE FORTE
Polyethylene / Non-contact GROW
MEDICA
L Co.,
Ltd.

MEPEYEHb MATEPUAJIOB XKXUBOTHOIO U (NJ1N) HEJTOBEYECKOI O
MPONCXOXAEHUA/ LIST OF MATERIALS OF ANIMAL AND (OR)
HUMAN ORIGIN

He cofepXuT martepuanbl XXUBOTHOrO u (MUnw)
4e/I0BEYECKOr0 MPOUCXOXKAEHUS.

It does not contain materials of animal and (or)
human origin.

MEPEYEHb IEKAPCTBEHHbBIX CPEACTB/ LIST OF DRUGS AND/OR

PHARMACEUTICAL SUBSTANCES
[aHHble MeaMuUMHCKMe u3genna He cofepaT Medical Device doesn’t contain any drugs or

NEeKapCTBEHHbIX npenapaToB "
(hapmaL,eBTMYeCKNX cybcTaHuuii

pharmaceutical substances.

Crnocob NMPMMEHEHWA/DEPLOYMENT METHOD

1. MogroTtosBka

1) Cobniogas npaswuna acenTuUKW, W3BNEKUTE
KaTeTep W3 YMakoBKW, OTAENWTE 3aliUTHbIe
maTtepuanbl, BK/IKOYaa 3awUTHYO 060/104KY
6annoHa. OCTOPOXHO BblHbTe KaTeTep MU
YAOCTOBEpPbTECH B OTCYTCTBUM  AedeKToB,
Hanpumep paspbIBOB.

2) YpanuTe BO3AyX W3 6annoHa W KaHana
pacluuMpeHus 6annoHa B COOTBETCTBUUM €
yKasaHHbIMW [anee npouesypamu.

(@ MpucoegnHuTe YCTPOWCTBO ons
pacLipeHns. 3aro/iHeHHoe KOHTPACTHOM
cpegoin, pacTBOPEHHOIA B CTEPWUIbHOM
(PM3M0/I0TMYECKOM PAcTBOPE B COOTHOLLEHUN 1:1
(nanee XMAKOCTb CUCTEMbl pacLUMPeHns), B
OTBEpPCTUE ANA pacwmpeHns 6GannoHa (ganee
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1. Preparations

1) After aseptically removing this catheter from the
package container, detach the protective materials
such as a balloon protective sheath. Carefully
remove the catheter, and check that there are no
defects, such as a rupture.

2)Remove the air in the balloon and balloon
inflation lumen according to the following
procedures.

(@) Attach the inflation device filled with the
contrast media diluted with sterilized physiological
saline in the ratio of 1:1 (hereinafter, the inflation
fluid) onto the balloon inflation port (hereinafter, the
inflation port), and place this catheter with the distal
tip facing downward.

(b)

inflation device for approximately 15 seconds.

After applying the negative pressure using the



otBepcTne A.'ta!l pacrMpeHus) ¥ pasmecTuTe
[aHHbIi KaTeTep AUCTa/IbHbIM KOHLLOM BHU3.

(6) Mocne BO3g4eCTBMS  OTpULLATENIbHBM
[aBNeHneM C MNOMOLWbLI YCTpoOWCTBa A4
pacluMpeHns B TedyeHue npuéansmTensHo 15
CeKyH[, NOCTENeHHO cTpaBnuBanTe
oTpuUaTeNnbHOE AaBneHue, MO3BONMAS XUAKOCTM
CUCTEMbl PaCLUMPEHUS HAMNOMHWUTL 6GanfoH K
KaHan paclwupeHus 6annoHa M BbITECHUTb
BO3AYX.

(8) MosTopute npoueaypy (6) [0 nonHoro
BbITECHEHUSA BO3AYyXa.

(r) OTcoeanHWTe YCTPOIMCTBO ANS pacllMpeHuns
OT OTBEPCTUA [ANS PacLUMPEHUs U MONHOCTbIO
yjamte  BO3AyX M3 ycTpoicTBa  AnA
pacLLMpeHus.

(1) CHoBa nogcoeaMHUTe YCTPOWCTBO [AN4
pacLLUMpeHns K OTBEPCTUIO 415 pacLUMpPeHuns ©
cosgavite oTpuLaTesibHoe [aBneHme.
YbeamBluMcb B TOM, 4TO BO3AyX 060/ee He
noctynaetr 0o6paTHO B  YCTPOICTBO AN
pacLUMpeHmns, NOCTENEeHHO CTpaBuTe
oTpuuatenbHoe  fasneHune.  (Ona  3Tanos
npoueaypsl (a)-(4) BMECTO YCTPOCTBA ANs
pacLUMpPeHns MOXXHO MCNONb30BaThb LUMNPULL.)

(&) Oo pacwmpeHns norpy3ute 6annoH B
CTEPU/IbHBLIA  (PM3NONOTMYECKNIA  pacTBoOp  He
MEHee Yem Ha OfHY MUHYTY.

3) MpomoiiTe KaHan NPOBONOYHOr0 NPOBOAHMUKA
C NOMOLLbID MHCTPYMEHTa A5 MPOMbIBaHUA B
COOTBETCTBMM CO CeaytoLei npoueaypoi.

@ Habepute HY>XHOe KO/INYEeCTBO
renapvH1U3MpoBaHHOro (hM3M0NI0TNYECKOTO
pacTsopa B LUMPWL, U BCTaBbTE MHCTPYMEHT A/
MPOMbIBaHWS B HAKOHeYHWK Jlospa A4
MPOMbIBaHUS.

(6) BcTaBbTe AMCTanbHbIA KOHEL M3genus BO
BXOf, 4Ns CBepTbiBaHMS 6GanioHa A0 MOMEHTAa,
Korga usgenue BCTPETUT MPensaTCTBUME BHYTPM

WHCTPYMEHTA.
(8) MpomoiiTe kaHan Ans  MPOBOJIOYHOIO
NpOBOAHMUKA rernapvHU3NpPOBaHHbIM

(M3MONOTMYECKUM  PacTBOPOM C  MOMOLLbIO
WNp1La 1 3anosiHMTe KaHaa pacTBOPOM.

2. BsegeHne wn  ypaneHue  6an/10HHOIO
KaTteTepa

1) lMposeauTe KateTep BAOMb MNPOBOAHMKA K
AUCTaNbHOMY  KOHLY — o4yara  MOpaKeHWs.

Vcnonb3yitTe ans Katetepa NPOBOAHUKOBbI
KateTep kKanubpa e French wnnu 6onbwe. [Mopg
KOHTPO/IEM PEHTrEHOCKONUM NPOBeAMTe KaTeTep
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release the negative pressure gradually allowing the
inflation fluid to fill the balloon and the balloon
inflation lumen and to expel the air.

(c) Repeat the procedures (b) to expel the air
completely.

(d) Reraove the inflation device from the inflation
port and expel all the air in the inflation device.

(e) Reattach the inflation device to the inflation port
and apply negative pressure. After checking that the
air no longer returns to the inflation device, release
the negative pressure gradually, (a syringe can be
used in place of the inflation device for the
procedures (a)-(e).)

(f) Prior to inflation, immerse the balloon in
sterilized physiological saline for at least one
minute.

3) Flush the guidewire lumen by the Flushing tool
according to the following procedures.

(a) Withdraw appropriate amount of heparinized
saline into the syringe and connect the Flushing tool
to luer part for flushing.

(b) Insert the distal tip of the product into entry for
balloon

re-wrapping until the product come to a stop inside
the tool.

(c) Flush the guidewire lumen with heparinized
saline using the syringe and fill up the lumen with
the saline.

2. Insertion and removal of the balloon catheter
Dinsert this catheter along the guidewire advanced
to the distal end of the lesion. Use a guiding catheter
of 6 French or larger with the catheter. Under
fluoroscopy, advance the catheter to make the
radiopaque marker at the distal end of the catheter
reach the target site. Balloon should be deflated
during this procedure.

2) Determine the position of this balloon catheter
and screw the hemostatic valve tight enough to
prevent blood leakage. Be careful not to overtighten
the valve when tightening the valve. (This may
restrict the flow of contrast media into the inflation
lumen and slow down the inflation and deflation of
the balloon.)

3) Inflate the balloon to the appropriate pressure for
the lesion.

4) When the procedure is finished, deflate the
balloon completely and loosen the hemostatic valve.
5) After checking that the balloon is completely
retracted into the guide catheter under fluoroscopy,
remove this catheter.



TakuM Ospa3(*M" 4TOObl PEHTreHOKOHTPAaCcTHas
METKa Ha AMCTa/lbHOM KOHLe KaTeTepa

JocTurna Lenesoro yyactka. Bo Bpems 3Toi
npoueaypbl 6a110H JO/MKEH ObITb CXKar.

2) Onpepenute  MNONOXeHWe  6Ga/IOHHOrO
KaTeTepa 1 3aKpyTWUTe reMocTaTUYeckuii KnanaH
[OCTaTOYHO MNOTHO, 4TOObI MpPefoTBPaTUTb
yTeuky Kposu. CneguTte 3a Tem, 4TOObl He
3aTAHYTb KanaH CMLWKOM CUMbHO. (3TO MOXET
HapYLUUTb TOK KOHTPACTHON cpefbl B KaHan An1s
paclUMpeHns W 3amef/INTb paclUUpeHne W
Cy>KeHue b6ansioHa.)

3) PaclwumnpbTe 6anoH 40 AOCTVXKEHUA HYXXHOTO
3HauyeHUs [aBneHns B 3aBUCUMOCTW OT CBOWCTB
ouara nopaxeHus.

4) Korga npouesypa 6yget
MOSIHOCTLIO  COXMWUTE  BGaNiNIoOH U
reMocTaTMyecKuii KnarnaH.

5) C nOMOLLbH0 peHTreHOCKoNUK ybeaunTech, 4To
Ga//IOH MOSTHOCTBIO BTAHYT B MPOBOLHUKOBbIVA
KaTeTep, U U3BJIEKNTE 3TOT KaTeTep.

3aBepLleHa,
ocnabbTe

3. 3ameHa KaTteTepa ana UTKA

1) OcnabbTe remocTaTUYeCKUiA KnanaH.

2) OfHON pYKOWN yphep>XuBainTe NPOBOLHMK U
reMoCTaTU4ecKuin KnanaH, 4tobbl He 4ONYCTUTH
CMELLeHMA NPOBOAHMKA C HYXXHOIO NOMOXEHUS B
KOpOHapHOW apTepuu. [lpyroil pykoli 3axsaTute
Jepxatenb 6anNoOHHOrO KaTeTepa M HayHuTe
BbITArMBaTb 3TOT KaTeTep M3 MPOBOAHMKOBOIO
KaTeTepa. B 3T0 BpeMsi HEOO6X0AMMO CneanThb 3a
MOMOXEHNEM  MPOBOSIOYHOFO  MPOBOAHMKA
nocpeaCcTBOM PEHTrEHOCKONUN.

3) MocTeneHHO M3BeKaliTe 6aNIOHHBIN KaTeTep
[0 Tex nop, NOKa Ha MOBEPXHOCTU HE OKaXXeTcs
ero OTBEPCTUE ANSi NPOBOJIOYHOIO MPOBOAHUKA.
Y pepxmBas NoNoXeHue MPOBONIOYHOIO
NMPOBOAHUKA, MPOXOAALWero 4epe3 061acTb
MOPaXKeHNs KOPOHApPHOW apTepun, akKypaTHO
CHUMWTE GaINIOHHBIV KaTeTep C MPOBOAHMKA.

4) 3akporiTe reMocTaTU4YeCcKuii KnanaH.

5) O3HaKOMMBLUMNCL C MH(OPMaLein B NUCTKe-
BKNafbllle, MOArOTOBbTE KaTeTep A.TS ObICTPOA
CMeHbI 11 YCTaHOBWTE ero Ha MecTo.

3. Exchanging PTCA catheter

1)Loosen the hemostatic valve.

2) Grasp the guidewire and the hemostatic valve with
one hand to prevent the dislocation of the guidewire
from the position in the coronary artery. Grasp the
handheld part of this balloon catheter with another
hand and start pulling this catheter out of the guide
catheter, The position of the guidewire should be
monitored under fluoroscopy during this procedure.
3) Withdraw this balloon catheter gradually until its
guidewire port comes out. While maintaining the
position of the guidewire passing through the
coronary artery lesion, pull this balloon catheter
carefully out of the guidewire.

4) Close the hemostatic valve.

5) Referring to its package insert, prepare a rapid
exchange catheter and imsert it in place.

MPOBEPKA BMOCOBMECTUMOCTW/
BIOCOMPATIBILITY TESTING

Buonornueckyto  6e30MacHOCTb n3aenwnii
oueHmBann cornacHo EN 1SO 10993-7. B xopge
BbIMO/IHEHWS OLLeHKMU, npoBefeHbI
O6MONOrMyeckMe  UCMbITaHUS, yKa3aHHble B
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Biological safety of products was evaluated

according to EN 1SO10993-7. During the
evaluation, the biological tests listed in the
following table are carried out. All



cnepyrouweid  1labnuue. ' Bce
6MOCOBMECTMMOCTb  YCMELHO MpOBefAeHbl €
NCMOo/b30BaHNEM paHee pa3paboTaHHbIX
Mofenein MMeroLMe OAMHAKOBbIE TeXHMYecKue
XapaKTepuCTUKK, 3a NCK/TIOYEHNEM
HaMMeHOBaHUS Moaenu N  MapKMpPOBKU
NCMonb30BaIN B nepuog  paspaboTku.
Pe3ynbTaTbl  COOTBETCTBYHOLLMX  MCMbITaHWI
61onornyeckom 6e30nacHOCTMNOKa3ann, 4to
JaHHOoe  u3genue  06MafgaeT  JOCTaTOYHOM
610COBMECTUMOCTbI.  Takum  06pasom  6bin
CenaH BbIBOA, UTO BCE PWUCKM, CBA3aHHbIE C
610N0rNYECKOon OMacHOCTbIO KaTeTepa,
ABNAOTCA NPUEMNEMBIMMU.

TeCThbl Ha

biocompatibility tests were successfully carried
out using previously developed models with the
same technical characteristics, except for the
name of the model and the labeling used during
the development period. The results of the
relevant biological safety tests shown that this
product has sufficient biocompatibility. Thus, it
was concluded that all risks associated with the
biological hazard of the catheter are acceptable.

MEPbI MPEAOCTOPOXHOCTW/
PRECAUTIONS

CBA3AHHBIE C MNMPOLUEAYPAMU

1 [o Hayana MCnosb30BaHUA BbLITECHUTE BeCb
BO34yX M3 6annoHa v KaHana Afa paclunpeHuns,
3aMeCTMB ero XUAKOCTbH CUCTEMbI pPacLUVpeHns
(8 cnyyae HemosHOrO yAaneHWs  BO3fdyXxa
KOHTPO/IMPOBaTb  COCTOSIHME  PaCLUMPEHUS
6annoHa nocpescTBOM peHTreHocKonuu
HEBO3MOXHO.)

2. Vcnonb3yiite YXXNAKOCTb CUCTEMbI
pacluMpeHmns, 4YTobbl pacwunpuTb 6G6annoH. Ans
paclumpeHusa 6anioHa 3anpeLeHo 1Cnosb30BaTh
rasoobpasHble BeLLeCTBa, Takme Kak BO34yX.

3. Mepep paclumpeHreM 0653aTeNlbHO NOrpy3nTe

6annoH B CTepUbHbIA  (DU3NONOTNYECKMNiA
pacTBOpP HEe MeHee YeM Ha OfHY MUHYTY,
MOCKO/IbKY  HaTskeHue  BGasizioHa  MOXET
YMEHbLUNTBCS.

4. He nepemeljainTte kaTeTep, noka 6annoH B
KPOBEHOCHOM cocyfe paclumpeH. (MepemelleHune
KaTeTepa C paclVpeHHbIM 6GafiIOHOM MOXeT

NPUBECTN K MOBPEXAEHUIO  KPOBEHOCHOIO
cocyda, paspbiBy 6annoHa WM U3NOMY
KaTeTepa.)

5. BBefeHne n uM3BeYeHWe KaTeTepa crefyer
BbINOMHATb MEAJIEHHO, C OCTOPOXHOCTLIO. (Ecnn
npoveaypa BbINOMHAETCA CAULWKOM BbICTPO, 3TO
MOXXET MPUBECTU K 3a/10My WU MOBPEXAEHUIO
Tpy6KM KaTeTepa.)

6. Ana nonyvyeHms uHgopmaumm o paboTe C
MEAUUUHCKAMWU  U3JeNIMAMM B COYETAHUU C
JAHHbIM  KaTeTepoM CnefyiTte WHCTPYKUMAM,
npeAcTaBNeHHbIM BMeCTe C YNakKOBKOW [aHHbIX
n3aenui.
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RELATED TO PROCEDURES

1 Prior to use, expel all the air in the balloon and
balloon inflation lumen and replace it with the
inflation fluid. (In case of incomplete air removal,
balloon inflation state cannot be observed under
fluoroscopy.)

2. Use the inflation fluid to inflate the balloon. No
gaseous body .such as air should be used for
inflation.

3. Always immerse the balloon in sterilized
physiological saline for at least one minute before
inflation as the strength of the balloon may
sometimes decrease.

4. Do not move this catheter while the balloon is
inflated in the blood vessel. (Moving the catheter
with the balloon inflated may lead to blood vessel
injury, balloon burst, and catheter breakage.)

5. The insertion and withdrawal of the catheter
should be performed slowly with caution. (If this
procedure is performed too fast, it may lead to
kinking of or damage to the catheter shaft.)

6. As for the medical devices used in conjunction
with this catheter, follow the package inserts of such
devices.

7. Proceed with care to prevent PTCA dilatation
catheter kinking and collapse when forming loops of
catheter.

8. Proceed with care to prevent shaft kinking and
collapse while removing the catheter clip.

9. Ifreinsertion of the catheter is necessary, flush the
guidewire lumen before insertion.

0. Secure the PTCA dilatation catheter with the
catheter clip at the  stiffer, proximal end.
Do not use the catheter clip on the flexible, distal



7. [elicTilyiire C OCTOPOXHOCTbK, 4TOObI He
[OnyCTUTbL 3a/10Ma WM CBOpPaYMBaHUA KateTepa
o guvnatauumn YTKA npy hopMmpoBaHuu
neTesib KateTepa.

8. [leficTByinTe C OCTOPOXHOCTb, 4TOGbI He
[OMyCTUTb 3a/10Ma UM CBOPayYnBaHusa 060/104KM
CTEPXKHA KaTeTepa nMpuv YAANEHUN 3aKMMa
KareTepa.

9. Ecm Heo6XoAMMO CHOBa BCTaBMTb KaTeTep,
npeABapuTenbHO npomoinTe KaHas
MPOBO/IOYHOTO MPOBOAHMKA.

10. 3acpenuTe KaTeTep ana gmnataumm UTKA c
MOMOLLbHO 3aXKMMa KaTeTepa Ha 60/1ee XXeCTKOM,
MPOKCMMaIbHOM KOHLe. He ucnonb3ayiite 3aXmm
Ha rmbKoM AncTanbHON TpybKe nnu Katetepax, T.
k. 370 MOXXET MOBpPeANTL KateTep ANns gunarauum
UTKA.

11. MeguumHcKme u3fenns, KUCMNonb3yemble

BMeCcte C  [AaHHbIM KaTeTepoM,  AOJDKHbI
MnCcno/sb3oBaTbCA B COOTBETCTBUNA c
MHCTPYKUNAMMN, npeaocTaB/e€HHbIMA angd

Kakgoro Takoro m3genuns. (CMm. MHCTPYKLMK NO
MPUMEHEHNIO CTEHTOBbIX W3LeNNA B Cry4ae
1CMOJb30BaHWA ANA NocTaunaralum nocne
CTEHTUPOBaHMA.)

BO BPEM#A NCIMOJIb3OBAHNA

|. [daHHbI KaTeTep MOXET MCMNO/b30BaTbCA
TOMIbKO  Bpayamy, npoweawnMy  obyyeHwue
BbIMOMIHEHNIO YPECKOXHOIW TPaHCNHOMUHAILHOW
aHrMonnacTuKm.

2. V3penve paspelleHo K WCMoJSib30BaHUO Y
naLMeHToB ¢ 6EPEMEHHOCTbLIO UM NOAO03PEHNEM
Ha  6epeMeHHOCTb, TO/ILKO ecnn  6bIn10
OMpefiefIeHo, 4TO MOofib3a OT JIeYEHUS MOXKET
MPeBbICUTb PUCK MUCMONb30BAHUA U3LENNS.

3. To/IbKO 419 O4HOKPATHOro npumeHeHusa. He

ncrnonb3oBaTb  MOBTOpPHO. He  nopsepratb
MOBTOPHOIA obpaboTke n MOBTOPHOIA
cTepunm3aymmn. TMOBTOPHOE  UCMO/b30BaHMe,
MoBTOpPHass  06paboTka  wnn MOBTOpPHas

cTepunn3aums MOryT HapywuTb CTPYKTYPHYIO
LieNIOCTHOCTh yCTpoicTBa U (MAK) MPMBECTM K
HeMUCnpaBHOCTN YCTPOWCTBA, KOTOpas, B CBOIO
oyepedb, MOXeT cTaTb MPUYUHON TpaBMbl,
60Me3HN MM cMmepTU nayueHta. [MOBTOpHOE
MCNoNb30BaHWe, TMOBTOpPHas o06paboTka wn
MOBTOPHAsA CTEPU/IN3ALNA TaKXe MOryT co3aartb
PUCK 3arpsisHeHUs ycTpolcTBa U (Mn) cTathb
NPUYNHON UHPULMPOBAHNA U NEPEKPECTHOrO
NHOUUMPOBAHNA NauMeHTa, BKIOYas, MOMUMO
npoyero, nepegavy NHDEKLUMOHHBIX
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shaft or catheters,
dilatation catheter.
11. Medical devices used with the product should be
operated in accordance with the instructions for use
of each individual device.

it may damage the PTCA

DURING USAGE

1 This catheter may be used only by physicians
skilled in percutaneous transluminal angioplasty.

2. The product should not be used in patients who ar
e pregnant or suspected for pregnancy unless it is
determined that the benefit to treat with the product
may exceed the risk to use the product.

3. For single use only. Do not reuse, reprocess or
resterilize. Reuse, reprocessing or resterilization
may compromise the structural integrity of the
device and/or lead to device failure which, in turn,
may result in patient injury, illness or death. Reuse,
reprocessing or resterilization may also create a risk
of contamination of the device and/or cause patient
infection or cross infection, including, but not
limited to, the transmission of infectious disease(s)
from one patient to another. Contamination of the
device may lead to injury, illness or death of the
patient.

4. Do not use if the product or package is believed
to be damaged.

5. Use immediately after the sterile package is
opened. Device is to be regarded as contaminated
waste after use.

6. Do not use agents containing organic solvents or
oleaginous contrast media. Contact with these
agents may lead to damage of the catheter.

7. Since PTCA procedure may induce dangerous
complications, perform the procedure only after
having prepared for emergency coronary artery
bypass grafting (CABG).

8. Since serious complications might arise when
using this catheter, operation should be done in the
medical institution where emergency procedure can
be executed.

9. The physician in charge of the procedure should
determine the duration and number of balloon
inflations based on his/her past experiences.

10. Heparinized and sterilized physiological saline
should be infused for anti-coagulation while this
balloon catheter is inserted in the blood vessel.

11. This catheter can only be inserted with the use of
a guidewire.

(Insertion of this catheter alone may lead to damage
to the vascular wall or perforation of vessels.)



3abonesa'iinii: or O4HOro “auueHTa ApPYromy.
3arps3HeHVe YCTpOMCTBa MOXeT MpUBECTU K
Tpasme, 60/1€3HU UM CMEPTU NaLMeHTa.

4. 3anpellaeTcd WCMNoNbL30BaTb U3genve, ecnu
n3genve U ero ynakoBKa rMoBpexeHbl.

5. Wcnonb3oBaTb cpasy Mocfie  BCKPbITUA
CTEPU/IbHON ynakoBKW. [locnie MCrosib30BaHUs

n3genve  JOMKHO  paccMaTpuBaTbCsl  Kak
VH(ULMPOBaHHBIE 0TXOAbI.
6. 3anpeLlaeTcs WCMONb30BaTb  BELUECTBa,

COepXKalline opraHuyeckue pacTBopuTenu Wu
Mac/nAHUCTble KOHTPaCcTHble BewecTBa. KOHTaKT
C 3TUMWM BELUeCTBAMM MOXET TMpuBeCTU K
MOBPEXAEHWNIO KaTeTepa.

7. Mockonbky npouenypa YTKA MOXeT nosneyb

33 Cc000li onacHble OCNOXHEeHWs, HauuHanTe
npoBejeHve  npouegypbl  TONbKO nocne
MOAFOTOBKA K  BbIMO/IHEHWUIO  3KCTPEHHOrO

KOPOHapHOTO LLYYHTUPOBaHMS.
8. [OCKONbKY NpW MCMOMb30BaHWN [AaHHOTO

KaTeTepa  MOFYT  BO3HWUKHYTb  Cepbe3Hble
OC/IOXKHEHMs,  onepaTWBHOE  BMeELLATeNbCTBO
cneayet BbIMONHATb B MeAWLMHCKOM

YUpeXAeHN, B KOTOPOM JOCTYMHO NpoBefeHune
peaHVMaLNOHHbIX MepPONpPUSATUIA.

9. Bpau, OTBETCTBEHHbI 3a NpOBeAeHue
npouesypb!, AO/MKEH ONPeaeUTb AIUTENbHOCTb
N KONMYECTBO pacluMpeHuidi  6GanfioHOB  Ha
OCHOBaHMW CBOErO OMbITa.

10. TMoka 6annoHHbLIA KaTeTep BBeAeH B
KPOBEHOCHbIW COCYf, B Lensx npefoTBpalleHus
CBEPTbIBaHMS KPOBWM HEO6XOLUMO BbLUIOSHATb
MH(Y3UI0 TenapuHU3NPOBAHHOTO CTEPUSIbHOTrO
(h13nonormyeckoro pacTeopa.

11. laHHbI KaTeTep MOXET 6bITb BBEAEH TOIbKO
C MOMOLWb  NPOBOMOYHOIO  NPOBOLHMKA.
(BBepgeHwue [aHHOro KaTeTepa 6e3
BCMOMOraTe/lbHbIX CPeACTB MOXeT MPUBeCcTU K
NOBPEXIEHUIO  COCYAWUCTOM  CTEHKM WM
npoboJeHNI0 COCYy/0B.)

12. C OCTOPOXHOCTbIO YNpaBnsanTe ABVKEHNEM
KaTeTepa B KPOBEHOCHOM COCyAe, KOHTpOAupys
pacnosioKeHne W HanpasneHVe €ero KOHLEBOW
4acT¥ C NMOMOLLbIO PEHTTEeHOCKOMNUN.

13. He nepekpyuuBaiite U He NpoBopaymBaiTe

Ga/NoOHHbIA ~ KaTeTep WM MPOBOJIOYHbIN
MPOBOAHWK BO Bpems onepauuun. (KaTeTep
MOXeT 3anyTaTbCs, uTo MoBbICUT

COMPOTUB/EHME.)

14. Ecnn B x0fe onepaTMBHOrO BMeELLATENLCTBA
owlyLiaeTcs HeobblYHOE nnu CUsibHoe
COMPOTMBNEHNE, CMeAyeT  YCTaHOBWUTb  €ro
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12. Operate the catheter carefully in the blood ves.sel
verifying the location and movement of its tip under
fluoroscopy.

13. Do not twist or turn this balloon catheter or the
guidewire during operation. (The catheter may be
tangled increasing the resistance.)

14. If abnonnal or strong resistance is experienced
during the operation, the cause for such abnormality
or resistance should be verified and appropriate
measures should be performed before proceeding.
(If such abnormality or resistance is ignored and
excessive force is applied, it may lead to damage of
the vessels or to the catheter shaft breaking and
remaining inside the body).

15. During usage, the catheter shaft should be
replaced for any bend, break or kink. (1fthe catheter
continues to be used and such occurrence is ignored,
the catheter shaft may be damaged and remain inside
body).

16. If a great resistance is encountered during
insertion, movement, or pulling out of this catheter,
it should be verified that the guidewire is not
tangled. If so, the tangling of the guidewire should
be removed. (Since the guidewire lumen of this
catheter is short, the guidewire may wind around the
catheter shaft. In addition, while drawing this
catheter back into the guiding catheter inside
vessels, the wide-angle separation between the
catheter shaft and guidewire may occur. Under this
circumstance, a forced withdrawal may lead to
damage to the guidewire or catheter.)

17. A catheter with any sign indicating damage
.should not be used.

18. Due to the lack of conductivity of twist forces,
the catheter shaft should not be twisted (If twisted,
the catheter shaft may be damaged and then remain
inside the body).

19. Challenging lesions such as calcified or tortuous
lesions may not be crossed with this catheter. The
physician in charge of the procedure should
determine whether this catheter is applicable based
on his/her past experiences.

20. Precautions should be taken to prevent any
damage to the catheter by the surgical knife or
scissors.

21. During the usage of this catheter, the
temperature, blood pressure, pulse, and respiration
of patients should be monitored. In case of any
abnormality, the procedure should be stopped or



NPUYMHY; 1 ;MPEeAnp,MHATL COOTBETCTBYtoWMe appropriate measures taken based on the physician’s
Mepbl 40 MPOAOMKEHUs MaHunynsuun. (Ecnm  judgment.

Takoe OTK/IOHEHne oT HOPMbI unn  22. After use, dispose of product and packaging in
COMPOTUB/NEHME NrHOpPUpYyHTCA " accordance with hospital, administrative and/or
NpUKNagbiBaeTca M36bITOYHOE ycunue, ato relevant national regulations.

MOXeT NpUBECTM K moBpexaeHnto cocygos un  23. Ifany abnormalities are detected during inflation
nonomke Tpy6ku KaTeTepa, koTopblii octaHetca Of the balloon, apply negative pressure immediately
BHYTPW Tena nauyuexTa.) and interrupt the operation.

15. Bo Bpems MCMonb3oBaHMsA Tpy6ka kateTepa 24. Do not immerse the catheter in hot water or
[O/KHa 6biTb 3amMeHeHa npu o6Hapyxenun chemicals such as disinfectants [This may adversely
no6bix  n3rméos, TpewwmH wiu nepekpytos. affect its function.]

(Echn npourHopupoBaTth MOAOOHbIE ABNEHUS Y

MPOAO/KUTL  UCMONb30BaHWE KaTeTepa, 310

MOXET TMPUBECTU K [OBPEXAEHUIO TPYy6OKM

KaTteTepa, B pe3y/bTaTe Yero OH OCTaHeTCH

BHYTpM Tefa naumeHTa.)

16. Ecnn npv BBefeHUW, NPOABMXEHUW WAN

M3BMIEYEHNV AAHHOMO KaTeTepa 06HapyXunBaeTcs

3HauuTeNlbHOe  COMPOTWBNEHWE, HEOO6XOANMO

ybeanTbCs, UYTO MPOBOJIOYHBIA MPOBOLHUK He

sanyTtanca. Ecnm 31O vMmMeeT MecTo, cnepyet

pacnyTtarb MPOBOJIOYHbIA NMPOBOJHNIK.

(MockonbKy ~ KaHam  Ans MPOBOJIOYHOTO

NMPOBOAHMKA [AHHOr0 KaTeTepa KOPOTKMA,

MPOBO/MOYHbIA  MPOBOAHWK MOXET 06BUTbCA

BOKpYr TpyOku KaTeTepa. Kpome Toro, npu

OTTATMBaHUN KaTeTepa Hasaf B MPOBOLHWUKOBbIN

KateTep BHYTpM cocyja Tpybka kaTteTtepa W

MPOBOJIOYHBIA NPOBOAHWK MOTYT PasonMTUCL Ha

60MbLLON yron. B gaHHOI cuTyauunn UsBneyeHne

C MNPUMMEHEHMEM CW/bl MOXET TMpuBECTU K

MOBPEXJEHWIO MPOBOIOYHOIO MPOBOAHMKA WK

KaTeTepa.)
17. He cnegyeT wucnonb3oBaTb  Kartetep,
* VMEIOLLMIA Kakune-nnmbo NpusHakn NoBpeXaeHus.

18. Bcrnefctene OTCYTCTBMA MPOBOLAUMOCTU
KpYTALWEro MOMeHTa TPyOKy KaTeTepa Henb3s
nepekpyumsatb, (B c/yyae nepekpyta Tpybka
KaTeTepa MOXeT ObITb  MOBpeXaeHa W,
cnegoBaTtefibHO,  OCTaBfeHa  BHYTpM  Tena
nawueHTa.)

19. [aHHbIi KaTeTep He [O/DKEH MepecekaTb
Yy4aCTKN  C/IOXKHbIX MOPAXEHWUIA, Takme Kak
KafbLM(MLMPOBaHHbIE 30HbI WU W3BUIUCTbIE
yactu cocyga. OTBETCTBEHHbIV 3a npouesypy
Bpay  [JO/DKEH  ONpejenvuTb  BO3MOXHOCTb
NPUMEHEHNSA JaHHOIO

KaTeTepa Ha OCHOBaHWW COOGCTBEHHOrO OMbITA.
20. Heobxoanmo cobnogatb Mepbl
NPeAoCTOPOXHOCTM B LENAX MnpeaoTBpalleHns
No6bIX NOBPEXAEHNIA KaTeTepa XNPYPruyecKum
HOXOM VN HOXHULAMMU.
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21. Mpu: ucno.mb3oBaHUM [aHHOTO KaTeTepa
HeobXoAMMO  cnefuTb  3a  TemnepaTypoun,
apTepuasibHbIM  [AB/IEHWEM,  MYNbCOM U
OblXaHneM nauueHTa. [pu Haanuum nN60ro
OTK/IOHEHVS OT HOPMbI MpoLUeaypy creayet
npepsatb WAN MPEANPUHATL COOTBETCTBYHOLLME
Mepbl, OCHOBaHHbIE Ha peLleHnn Bpaya.

22. Tlocne MCNOMb30BaHUS  YTUIM3UPYIHTE
n3gennMe U yNakoBkKy B COOTBETCTBMM C
60/IbHNYHBIMK, aAMUHUCTPATUBHLIMU U (MN)
COOTBETCTBYIOLLNMM rocyiapCTBEHHbIMM
HOpMamW.

23. Ecnm npu pacuimpeHnmn 6ansioHa 3ameydeHsl
Kakune-mbo OTK/IOHEHUS OT HOPMbl, HEMEeIEHHO
NnpYMeHuTe  OTpuULaTteslbHOe  [aBneHne K
npepBeuTe MpoLesypy.

24. He norpy»kaliTe KaTeTep B ropsa4yto Bo4y W
XVIMUYecKue pacTBopbl, Hanpvimep, B
JesvHuumpylowme BeulectBa. (3TO  MOXeT
OTpULATENIbHO CKa3aTbCA Ha ero paboumnx
XapaKTepucTmkax.)

HEXXEJIATEJ/IbHbIE ABNEHWNA/ ADVERSE EVENTS

HexenaTenbHble  ABNeHus, cessaHHble ¢ Adverse events related to the product include.

U3aenveM, BKIKOUAKOT, MOMUMO MPOYEro: but are not limited to.

- MH(APKT, BbI3BaHHbI/ OKKHO3MEN AUCTaNbHBIX infarction caused by occlusion of distal vessels or
COCY/I0B 11 GOKOBOIA BETBU; side branch.

- Basocnasm; - vasospasm.

- NOBPEX/eHME IHA0TEINSA COCY/IOB; - stripping of vascular endothelium,

- 0TCnOliKy BHYTpeHHeli cocyamcToit o6onouky; - dissection of vascular intima.

- MOBTOPHYIO OKK/IO3MIO, NpoGoAeHne wuan - re-occlusion, vascular perforation or rupture.
pa3pbIB COCY/a; - unstable angina, blood pressure fluctuation.

- HecTabu/bHyl CTEeHOKapauto, KoneGaHus - Stroke,

apTepuasibHOro LaB/eHNs; - shock.

- UHCYNbT; - reaction to drugs,

-LLIOK; - reaction to contrast media.

- peaKLMo Ha NeKapCTBeHHbIe MpenapaThl; - renal insufficiency.

- PeaKLmMio Ha KOHTPACTHOE BELLECTBO; - transient ischemia.

- MOYEUHYH HE[0CTATOUYHOCTb; - air embolism,

- PEXOALLYI0 ULLEMUIO; - thromboembolism.

- BO3AYLLHYH 3MB0NNIO; - internal bleeding.

- TPOM603MB0NNIO; - hematoma,

- BHYTPEHHEE KPOBOTEUEHMUE; - infection, etc.

- remaTomy; These adverse events may cause emergent coronary
- MIHEEKLMI0 U T. . bypass surgeiy, myocardial infarct ion.

3TM HexenaTenbHble SBNEHWS MoryT craTb [e-stenosis, —cardiac tamponade, hemorrhage.
MPUYNHOVA 3KCTPEHHO onepaLum no emergent brain surgery for cerebral infarction.
KOPOHapHOMY LIYHTUPOBAHMIO, WHpapkTa formation of vessel fistula, aneurysm, arrhythmia.
MUOKapAa, MOBTOPHOrO CTeHo3a, TammoHagbl and even death.

ceoaua, KpoBOM3NUAHUA, IKCTPEHHON onepauum
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Ha ronoBHOM: Mb3re B CBA3M C WLLIEMUYECKUM
WHCYNbTOM, (hOpPMUPOBaAHUS (PUCTYNbI cocyaa,

TEXHWNYECKOE OBC/TY>XUBAHUWE/ MAINTENANCE

aHeBPU3MbI, apuUTMUN W [aXKe CMEepTeNbHOro
ncxopa.
WN3penne He TpebyeT TEXHUYECKOT O

06CNYXXMBaHUSA 1 HE NOANEXUT PEMOHTY.
B CBSi3U C NPUMEHEHMEM JaHHOTO MeANLMHCKOro
N3AeNNs yCTaHOBKA 1 MOHTaX He TpebyeTcs.

The product does not require maintenance and is
not repairable.

In connection with the use of this medical deyice
installation and installation is not required

TPEBOBAHUA MO OXPAHE OKPY>XAIOLLE CPE/bI MNP
NMPUMEHEHVN MEAVNUMNHCKOIO N3OAENMNA/ENVIRONMENT
PROTECTION REOUIREMENT

C yyeToMm BbIMOMHEHNS TpeboBaHMi
3KCMNyaTaUMOHHOW [OKyMeHTauun Katetepbl
nMpu  MCMONb30BaHWM, TPAHCMOPTUPOBKA 1
XPaHEHWN  He  O0Kas3blBalOT  HEraTMBHOIO
BO3AENCTBMA Ha YeNoBeKa W OKPY>KaHLLyH

ceeay.

Taking into account the requirements of
operational documentation, catheters do not have
a negative impact on humans and the environment
during use, transportation and handling

METOAbl CTEPUAN3ALNW/
STERILIZATION METHODS

[aHHOoe MeAMUMHCKOe un3fenne nocTaBnseTcs
CTEPUSIbHbBIM, c NCMo/b30BaHNEM
NOATBEPXAEHHOTO MeToga (cTepunmsaums C
NPUMEHEHNEM 3TWNEHOKCKAA),
obecneunBaroLii YpOBEHb CTEPUNBHOCTM 10-6.
[aHHOe MeaMUMHCKOoe M3genve npefHa3HavyeHo
TONbKO AN OAHOKPATHOrO  MPUMEHEHWS,
CTEPUNLHO, ECM YMaKOBKa 3aKpbiTa 1 uena. He
NCMONb3yiTe W3feNne, €cnnm ecTb COMHEHMS
KacaTe/IbHO ero CTepu/ibHOCTU.

This medical device is supplied in the sterile form
using a confirmed method (sterilization using
ethyleneoxide), which provides a sterility level of
10-6. This medical product is intended for single
use only, it is sterile if the package is closed and
intact. Do not use the product if there is any doubt
about its sterility.

YCNOBUA TPAHCIOPTUPOBKWN, XPAHEHUNA N SKCIMNNYATALNWN/
STORAGE AND TRANSPORTATION CONDITIONS

KateTepbl TpaHCnoOpTUPYIOT BCEMW  BUAaMM
TPaHCMNopPTa B KPbITbIX TPAHCMOPTHBLIX CPeACTBaX
B COOTBETCTBMW C MpaBuiaMmn Nnepeso3Kun rpysos,
[eiCTBYIOLMNX Ha TPAHCNOPTE KaXJ0ro Buaa.

KarteTepbl npy TpaHCNOPTMPOBAHUN YCTONYUBSI
K BO3[ENCTBUIO K/IMMaTUYeCKNX (PaKTopos npwu
TeMnepaTypHoM pexume oT +15 go +40°C, npu
OTHOCUTENIbHOM BMIAXKHOCTM BO3Ayxa OT 20% [0
80% (6e3 KOHAeHcauuWW) W  MEXaHWYEeCKuX
BO3LEeNCTBMIA Npy BMOPaLMOHHBLIX Harpyskax B
AnanasoHe 4acToT OT 10 A0 55 U, amnanTyge
nepemeteHns 0,35 MM M yaapHbIX Harpyskax c
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Catheters are transported by all modes of
transport in covered vehicles in accordance with
the rules for the carriage of goods operating on
each type of transport.

Catheters during transportation are resistant to the
influence of climatic factors at a temperature
range from +15 to + 40 ° C, relative humidity
from 20% to 80% (without condensation) and
mechanical influences at vibration loads in the
frequency range from 10 to 55 Hz, amplitude
displacement of 0.35 mm and shock loads with a
peak acceleration of 10 g with a duration of shock
acceleration of 16 ms.



M/KOBbM yeft.opeHveM' 1Og npu 4nnTeNibHOCTH
[eiicTBUSA YAapHOro yckopeHus 16 mMc.

XpaHUTb B MPOXNagHOM TEMHOM CYXOM MecCTe
npu Temnepatype ot +5°C go +30  m3beraTb
KOHTAKTOB C BOAOM MW MPAMbIM CO/HEYHbIM
CBETOM, CW/IbHbIX MepenagoB Temnepatyp, Mpw
OTHOCWTENbHOW BNaXKHOCTM BO3AyXa OT 20 A0
80% (6e3 KoHAeHCauuw).

KateTepbl npu 3KchnayaTayumnm YCTOMYMBBLI K
BO3JENCTBMIO KIMMATUYeCKMX (HhakTopoB [Ans
TemnepaTtypHoro pexuma ot +32°C go +42 C n
BO3/ECTBMIO BMOMOMMYECKNX XIUAKOCTEN.

Store in a cool, dark dry place at a temperature of
+5 to +30 °, avoid contact with water and direct
sunlight, strong temperature changes, at relative
humidity of 20 to 80% (without condensation).
Catheters during operation are resistant to
climatic factors for a temperature range of +32 to
+42 * C and biological fluids exposure

PUCKW MPUMEHEHNA MEOAVNUWNHCKOIO N3AEJTNA/ RISKS OF

MEDICAL PRODUCT

[aHHoe un3genvie npencTaBnseT cob60i KateTep
)bICTPOr0 0OMeHa Ans 6annoHHON AunaTauumm
ans YPECKOXXHOWA TPaHCNHOMUHA/IbHOW
KOpoHapHol aHrmonnactmkn (YTKA). UToObl
OLEeHUTb COOTBETCTBME KaTeTepa OCHOBHbIM
TpeboBaHUsAM, Npou3BOANTENEM ObInn
nposefeHbl  UCNbITaHUA  cooTsBeTcTBus  I1SO
10555, oueHKy cooTetcTBMa [1SO11607 n
NCMbITaHWe AN ONpefeneHns  TeXHUYECKUX
XapakTepucTuk v T. A. B pesynbTtate Katetep
COOTBETCTBOBaN 3TMM cTaHAapTam 1SO.

MpounsBoauTeNb CO34aN BHYTPEHHIOKD CUCTEMY

yrnpaBneHns  pUCKamu,  COOTBETCTBYIOLLYHO
1ISO14971:2007 n EN 1SO 14974:2012. 3Ta
cucTeMa  ynpaBfeHMs  puUcKamu,  BK/toYas

ynpaBneHne puckamy B XOAe MPOW3BOACTBA U
MOCTPErncTpaLMoHHOro neproja, onpeaeneHa B
npoueaype ynpasneHus prcKamu 7
COOTBETCTBYHOLMX JOKYMEHTaX. AHa/nM3 pucka
AN KateTepa Gbln NpPOBeAEH B COOTBETCTBUU C
3TUMU LOKYMEHTaMU.

B pamkax npoueaypbl Npou3BoguTeNnieM GbLUm
onpefieneHbl  OMAcHOCTM,  CBfi3aHHble  C
MCMONb30BaHKEM M npolesypamy. OnacHoOCTH ¢
HEMpMeMIEMbIM  YPOBHEM  pucka  6biau
COKpalleHbl [0 NPUEMIEMOrO YPOBHS MyTeM
npoBeAeHNs UCMbITaHWA 7 Apyrmx
B3aMMOMpPUEMIEMbIX Mep.

B HacTosLLee BpeMst NPOM3BOAUTENb UCMONb3YeT
npouesypy  OUEHKM  CTEMeHW  TSHKECTU
KNMHUYECKNX PUCKOB MO LUKase OT NPUEM/IEMOTO
[0 Henpuemnemoro. Mpu  BbISBNEHUN
HEMPUEMNIEMbIX  YPOBHEW  MHAEKCa PUCKOB
TpeboBanMCb Mepbl 151 COKpaLLLEHNs pUCKOB. Ha
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This product is a rapid-exchange catheter for
balloon dilatation for percutaneous transluminal
coronary angioplasty (PTCA). In order to assess
the compliance of the catheter with the main
requirements, the manufacturer has tested
compliance with 1SO 10555, 1SO 11607
conformity assessment and performed a test to
determine technical characteristics, etc. As a
result, the catheter is conformed to these ISO
standards.

The manufacturer has established an internal risk
management system that complies with
ISO 14971: 2007 and EN 1SO 14974: 2012. This
risk management system, including risk
management during the production and post-
registration period, is defined in the risk
management procedure and relevant documents.
The risk analysis for the catheter was carried out
in accordance with these documents.

Within the procedure, the manufacturer has
identified the hazards associated with use and
procedures. Hazards with an unacceptable level
of risk have been reduced to an acceptable level
by testing and other mutually acceptable
measures.

Currently, the manufacturer uses a procedure to
assess the severity of clinical risks on a scale from
acceptable to non-acceptable risks. Measures
were required to reduce risks identifying
unacceptable levels of the risk. Based on the
analysis, all established and foreseeable risks and



OCHOBaHM aHanm3a' OblIN  BbISIB/EHSI
COKpalleHbl [0 MPUEMEMbIX YPOBHEN
YCTaHOB/IEHHbIE 1 NpPeABUAMMbIE  3apaHee
OMacHOCTW 1 COMYTCTBYHOLLME PUCKK.

n associated risks were identified and reduced to
Bce acceptable levels.

mapkuposkal/labeling
PaclungpoBKa CMMBOJI0B, YKa3aHHbIX Ha MapKNpoBKe / Explanatlon of symbols on labeling;

BHUMaHnel/Caution

O3HaKOMbTECh C MHCTPYKLMel
no NpuMeHeHno/Con3aunii
instructions for u.se

He ucnonb3oBaTb NOBTOPHO/
Do not re-use

He cTepunusoBaTb NOBTOPHO/
Do not resterilize

He ncnonb3oBaTh Npw
noBpexaeHHo ynakoBke/ Do
not use if package is damaged

AnNNporeHHbIA/

He fonyckaTtb BO3aelicTBUA
co/iHeyHoro ceeTa/Keep away
from sunlight
XpaHuTb B Cyxom MecTe/Keep
dry

TUX® & P

WHdopmauumsa 06

OrpaHuyeHue TemnepaTtypbl/

86T Temperature limit
5C
41T
STEBILE EO Crepunusaumsa c

NpYIMeHeHeM OKUCH
aTuneHa/Sterilized using
ethylene oxide
3Hak CE-mark, cooTBeTCTBME
nNpojyKunn TpeboBaHNAM
eBponericknx pernameHToB/
KatanoxHsblii Homep/

CE€

=
Kog naptuun/
LOT
CepuiiHblii Homep/
SN p p

Vicnonb3oBaTth Ao/

MpoussoguTens/

Mil

EC REP YMOMHOMOYEHHOM BbicTpast cmeHa/Rapid
npegcTaBuTene B EC/ Exchange
HomurHasbHoe faBneHne HomuyHanbHoe faBneHve/
pa3pbiBa/Rated Burst Pressure rmT Nominal Pressure
MecTo npousBoacTea/ [OunameTp 6annoHa/Baltoon
Manufacturing Site Diameter
[nuHa 6annoHa/ Balloon AhdeKTBHAA ANNHA
<X XN Length <T> KaTeTepa/ Catheter Effective
Length
MakKcuManbHbIN HapyXHbIi [JaBneHune/Pressure
AvameTp NpoBOAHWKaA/
Maximum Guide Wire Outer
Diameter
VIHCTPYMEHT AN NPOMbIBaHUA A 3axum Katetepa/Catheterclip
(c dhyHKLMeli cBEpTbIBAHUSA
6annoHa)/ Flushing tool (with
re-wrapping function)
BannoHHbI kaTeTep/Balloon
catheter
YIMNAKOBKA/PACKAGING
Katetepbl  aunataumoHHble  NEON  ans Dilatation catheters NEON/NEON NC for
UPECKOXHOW TpaHCIOMUHANLHON KopoHapHoii  percutaneous transluminal angioplasty (PTCA)
aHroniacTuKky (UTKA) BbinyckatoTca are produced sterile in a sterile packaging Tyvek,
CTepUNbHLIMKU B CTepunbHOI ynakoBke Tyvek, that is complied with 1ISO 11607. Catheters are
KoTopas CcooTBeTCTBYeT TpeboBaHuam SO covered by protecting shell (type *“snail”)
11607. KateTepbl Haxogatca B 3awuTHoit manufactured of polypropylene. This shell
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060/104KE TMMA’' «yNWUTKaM, W3rOTOBNEHHOW W3
NoNMNPONWUIeHa,  KOTopas  3awuwaer  oT
BHELLIHUX MeXaHWYeCKMX BO3AEWCTBUI  MNpu
TPaHCNOPTMPOBaHUN. 3anevyaTaHHble WU34enns
BK/1aJbIBAOTCA B KAPTOHHYIO KOPO6KY BMecTe C
WHCTPYKUMEN NO MPYMEHEHWIO.
Cpok COXpaHeHus CTEPUNILHOCTU npu
OTCYTCTBUM  MOBPEXAEHWUS WM BCKPbITUA
yNaKoBKM - 3 roja.
[anee unsgenns B NOTPebGUTENbCKOM YNaKoOBKe
NOMeLWalnT B TPAHCMOPTHYK YMNakKOBKY U3
roppokapToHa, Ha KOTOpble MO 60KaM uaM no
NepuMeTpy HaHOCWUTCH  KOHTPO/IbHAsA fleHTa.
Pasmep TpaHCNOPTHON ynakoBku - (710+3) X
(570+3) X (395%£3) mm. TpaHCNoOpTHas Kopobka
COAEPXUT [0 74 efuHUL NPOAYKUUW OAHOW
napTumn.
MakcumanbHas Macca TPaHCMNOPTHON YNaKoBKWM
He 6o/iee 21 Kr.

protects the device from all external mechanical
impacts during transportation. Sealed devices are
packed in a carton box together with the
instruction for use.

Sterility is valid for 3 years if package is not
opened or damaged.

Devices packed in carton boxes further are packed
in transportation package made of corrugated
board. Transportation band is applied on the
perimeter and on the sides. Size of transportation
package is (710£3) x (570+3) x (395+3) ram.
Transportation package contains up to 74 units.
Maximum weight of 1 transportation package is
no more than 21 Kkg.

KOMIMNEKTAUWMA/ SUPPLY

KomnnekTauma BCeX BapvaHTOB WCMOMHEHNA
COCTOUT U3:

e KareTep 6anNoOHHbIA - 1LT.;

e VIHCTpYMeHT 4719 NpOMbIBaHWNA - 1 LWUT.;

e 3aKMMm KaTeTepa-1luwm,;

*  VIHCTPYKUMA MO NPUMEHEHWNIO - 1 LuIT.

The complete set of all variants consists of;
» Balloon catheter - 1pc.;

* Flushing tool - 1pc.;

* Catheter clip- 1pc,;

* Instruction for use - 1pc.

FAPAHTUMHBLIE OBA3ATE/ILCTBAAVARRANTY STATEMENT

Mpoun3BoauTeNb  rapaHTUPYeT  COOTBETCTBUE
KauecTBa  MEAMLWMHCKOTO  M3[enns  npw
cobnofeHnn  TpeboBaHWA - IKCM/TyaTaLiOHHOM
AOKYMEHTaLWN.

The manufacturer guarantees the compliance of
the quality of the medical device with the
requirements of the operational documentation.

CPOK FrOAHOCIIMWSHELF LIFE

Cpok rofgHocT/ Kartetepa cocraenger 3 roga.

Shelf life of the catheter is 3 years. This product

[aHHoe wu3aenve 3anpellaeTtcs wmcnonb3oBaTh Sshould not be used after the expiry date indicated

nocne pAatbl OKOHYaHWA CpPOKa
YKa3aHHOro Ha yrnakoBKe.

rOfIHOCTH,

on the package.

NOPAAOK OCYLLUECTBJ/IEHNA YTUTN3ALUNN NN YHNYTOXXEHNA
MEAVNUMNHCKOI O UN3AE/TNA/ PROCEDURE FOR UTILIZATION OR
DISPOSAL OF MEDICAL DEVICE

M3gennsd, MmeBLLME KOHTaKT C KPOBbLIO nnn
opyrumn 61ONOrNYECKNMN XNAKOCTAMMN,

nognexar YTUAU3AUUWM W/VAK  YHUYTOXKEHUIO

COr/lacHo C MpaBuiaMu 06paLieHUst ¢ ONacHbIMM
0TXOA4aMW, MPUHATBIMA B MeAWULUHCKOM
YUpPEXAEHNN.
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Devices that have contact with blood and/or other
body fluids must be disposed of and/or destroyed
in accordance with the rules for handling
hazardous waste adopted at a medical facility.



Heucnonii.30BaHHble .M34enns  (He  UMeBLME
KOHTaKTa C KPOBbHK W/MNK C GMONOTMYECKUMU
XWUAKOCTAMM), B TOM YMC/Ee C UCTEKLIVM CPOKOM
ro4HOCTW,  MoAnexar  yTuausauuum  u/unm
YHWUYTOXEHMIO COrNacHo ¢ O6LMMK NpaBuIamMu

Unused products (not having contact with blood
and/or biological fluids), including those that
have expired, must be disposed of and/or
destroyed in accordance with the general disposal
rules adopted at a medical facility

YyTUNU3aLMKN,  NPUHATBIMU B MEAMLIMHCKOM
yupexaeHuu.

NEPEYEHb MEXXAYHAPOOHLIX HOPMATVBHbIX JOKYMEHTOB,
KOTOPbIM COOTBETCTBYET MEAVNUMNHCKOE N3AESTNE/
THE LIST OF NATIONAL AND INTERNATIONAL REGULATORY

No MpuMeHsemblli cTaHaapT / Applied standard

n/n/

No.

1 ENI1S013485; 2016 (1SO 13485:2016), «MeanumnHckue ngenms - CUCTeMbl MEHEIPKMEHTA
KayectBa - TpeboBaHWA K HOpMaTMBHOMY perynupoBaHuio» / EN 18013485:2016
(18013485:2016), “Medical devices - Quality management systems - Requirements for
regulatory purposes”

5 EN 18014971: 2012 (ISO14971: 2007), «W3penus weanumHckue. [pumeHeHne
MeHEeMKMEHTA pUcka K MeanuuHCKUM n3genuam» /[ EN 18014971:2012 (18014971:2007),
“Medical devices - Application of risk management to medical devices"

3 18010555-1:2013, «BHyTpucocyamuctble Katetepbl. Karetepbl cTepusibHble 0LHOPa30BOro
npvmeHeHmns. Yacte 1 O6ume TpebosaHms» /18010555-1:2013, “Intravascular catheters -
Sterile and single-use catheters - Part 1: General requirements;”

4 18010555-4:2013, «BHyTpucocyauctble Katetepbl. KateTepbl CTepubHble 04HOPa30BOro
npuMeHeHns. Yactb 4: KateTepbl 6annoHHon gunataumu» /  18010555-4.2013,
“Intravascular catheters —s terile and single-use catheters - Part4: Balloon dilatation catheters

5 EN 18010993-1:2009 / AC:2010 (18010993-1:2009), «OugeHKa 61M010rM4ecKoro AeicTBns
MeANLMHCKUX n3genunid. YacTb 1 OueHKa v UCCNefoBaHNA B paMKax MeHe[)XMeHTa pucKa»
/ EN 18010993-1:2009 /AC:2010 (18010993-1:2009), “Biological evaluation of medical
devices - Part 1 Evaluation and testing within a risk management process”

6 EN 18010993-4:2009 (18010993-4:2002, skntoyvas Amdl; 2006), «bronoruyeckas oLeHKa
MeLNLMHCKUX n3gennin. YacTb 4. Bblbop MCMbITaHUIA, OTHOCALLMXCA K B3aVMOJENCTBUIO C
Kposbto» / EN 18010993-4:2009 (18010993-4:2002, including Amdl:2006), “Biological
evaluation of medical devices - Part 4: selection of tests for interactions with blood”

7 EN 18010993-5:2009 (18010993-5:2009), «OueHka 6MOMOrMYECKOro AENCTBUS
MeAULIMHCKUX n3aenmin. YacTb 5. MiccneaoBaHmst Ha UMTOTOKCUYHOCTbL: METOAb! in vitroy» /
EN 18010993-5:2009 (18010993-5:2009), “Biological evaluation of medical devices - Part
5: Tests for in vitro cytotoxicity”

8 EN 18010993-7:2008 / AC:2009 (18010993-7:2008), «Bbuonoruyeckas oOLEHKa
MeAVUMHCKNX m3pennii. Yactb 7. OcCTaTO4yHOE COfepXKaHue ITWIEHOKCMAa nocne
crepunmsaumm» [/ EN 18010993-7:2008 /AC:2009 (18010993-7:2008), Biological
eyaluation of medical devices - Part 7: Ethylene oxide sterilization residuals”

9 18010993-10:2010. «bronornyeckas oueHkKa MeagmumnHekux nsgenuii. Yacts 10. Mpobbl Ha
pasjpaxeHne W annepruyeckyro peakumio 3amegsieHHoro Tuna» / 18010993-10:2010,
“Riolooical evaluation of medical devices - Part 10: Tests for initation and skin sensitization

10 EN 18010993-11:2009 (18010993-11:2006), «OLeHKa 6MONOTMYECKOr0 [AeiCTBUA
Ve TVHCKAX m3genuid.  Yactb 11 WccnegoBaHus  OOLLETOKCUYECKOTO  AeNCTBUS» /[
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EN 1SO 10993-11:2009 (18010993-11:2006), “Biological evaluation of medical devices -
Part 11: Tests for systemic toxicity”

EN 1S010993-12: 2012 (1SO10993-12: 2012), «OueHKa 6MONOrMYECKOro [AencTens
MeLMUUHCKUX m3genuid. Yactb 12. Mogrotoska 06pasuoB v CnpaBoYHble MaTepuanbl» /
EN 15010993-12:2012 (18010993-12:2012), “Biological evaluation of medical devices - Part
12: Sample preparation and reference materials”

EN 18010993-18:2009 (18010993-18:2005), «OugeHKa 6MONOrNYeCcKOro [AencTeus
MeLUUUHCKNX n3genuid. Yactb 18. MccnegoBaHme XMMUYECKUX CBOMCTB MaTepmanos» /
EN 18010993-18:2009 (18010993-18:2005), “Biological evaluation of medical devices - Pait
18: Chemical characterization of materials”

18011135:2014 «CTepunmsayms MeAuULMHCKON NPOAYyKUUN. DTuneHokeus. TpeboBaHMs
K pa3paboTke, BanMjauuMm W TeKyLeMy KOHTPO/KO npouecca CTepunusauuu
MeLUUNHCKNX n3genunin» /18011135:2014, “Sterilization of health-care products. Ethylene
oxide. Requirements for the development, validation and routine control of a sterilization
process for medical devices”

EN 18011138-2:2009 (18011138-2:2006) «CTepunusaums MeAULIMHCKON NPOAYKLUUN.
buonornyeckne wmHamkatopbl. Yacte 2. buonormyeckme WMHAMKATOPbI AN METOLOB
cTepunmsaummM  okcumgom atuneHa» [/ EN  18011138-2:2009 (18011138-2:2006),
“Sterilization ofhealth care products - Biological indicators - Part 2: Biological indicators for
ethylene oxide sterilization processes”

EN 556-1:2001 /AC:2006, «Ctepunusaunsi MegUUMHCKUX wu3genuidi. TpeboBaHMs K
MeAVLMHCKAM  U3[eNuaM  Kateropuu  “cTepunbHble™. Yacte 1 TpeboBaHusa K
CTepUIM3aUmMy ynakoBaHHbIX MeAuLMHCKUX wusgenuii» [/ EN 556-1:2001 /AC:2006,
“Sterilization of medical devices - Requirements for medical devices to be designated
"STERILE" - Part 1 Requirements for terminally sterilized medical devices”

EN 18011607-1: 2009 (18011607-1: 2006) «YnakoBka Ana TepMUYECKU
CTEPU/IN30BAHHbIX MeAULMHCKMUX YCTPONCTB. YacTb 1 TpeboBaHWA K Martepuanam,
CTepu/bHble GapbepHble CUCTEMbI M YNakKoBO4YHble cuctembl» / EN 18011607-1:2009
(18011607-1:2006), “Packaging for terminally sterilized medical devices - Part L
Requirements for materials, sterile banier systems and packaging systems”

EN 18011607-2:2006 (18011607-2:2006) «YnakoBKa MeLULUHCKUX  WU3AENNN,
CTepUIM3yeMblX Ha 3aBepluaroliein crtagum npoussogctea. Yactb 1. TpeboBaHua K
maTepuanam, 6apbepHbIM CUCTEMaM CTepuiv3auum M cucTemMam ynakosku» / EN
18011607-2:2006 (18011607-2:2006), “Packaging for terminally sterilized medical devices
- Part 2: Validation requirements for forming, sealing and assembly processes”

EN 20594-1:1993 (180594-1:1986) «[eTann COeAWHMUTENbHbIE C KOHYCHOCTbIO 6 %
(JTroapa) ons WnNpuues, Urn U 4pyroro MeauLMHCKoOro obopyaosaHusa. Yacte 1 O6uine
Tpe6oBaHua» / EN 20594-1:1993 (180594-1:1986), “Conical fittings with a 6% (Luer) taper
for syringes, needles and certain other medical equipment - Part 1. General requirements”
180594-2:1998 «[leTanu coefnHUTESIbHbIE C KOHYCHOCTbIO 6 % (J1t03pa) Ans LWnpuLes,
Urn v Apyroro MeauLMHCKOro obopypoBaHus. Yactb 2. JTl03POBCKME HAKOHEUHWUKU» |
1S0594-2:1998, “Conical fittings with e % (Luer) taper for syringes, needles and certain other
medical equipment -- Pait 2: Lock fittings”

EN 980:2008 «[I'pathmueckune CMUMBONbI, UCMOMb3yeMble MPU MapKUPOBKE MeAULUHCKUX
nsgenunin» / EN 980:2008, “Graphical symbols for use in the labelling of medical devices”
EN 1041:2008 «WHopmaumns, noctasnsgemas W3rotoBuTesneM Ansa MeaULUHCKUX
n3penuin» / EN 1041:2008, “Information supplied by the manufacturer with medical devices”
ISO 14644-1:1999 «YuncTble NOMeLLEHNSA M CBA3AHHBIE C HAMU KOHTPOUPYEMbIE CPEAb.
Yactb 1 Knaccugukaums ymctoTbl Bo3gyxa» / 18014644-1:1999, “Cleanrooms and
associated controlled environments. - Part 1. Classification of air cleanliness”
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1S0.14644-2:2000 «4YunCTble NMOMeLLeHNs M CBA3aHHbIE C HUMW KOHTPOAUpPYeMble Ccpeibl.
Yactb 2. TpeboBaHMA K KOHTPOMKO M MOHUTOPWUHTY 4719 MOATBEPXKAEHUS NMOCTOAHHOIO
cootBeTcTBMA 1S014644-1» / 18014644-2:2000, “Qeanrooms and associated controlled
environments. - Part 2: Specifications for testing and monitoring to prove continued
compliance with 18014644-1"

EN 1S011737-1:2006/AC:2009 (ISO 11737-1:2006) «CTtepunusaumsa MeanLUHCKNX
ngennii.  Mukpobunonornyeckme  metoabl. Yactb | OueHka  nonynsumm
MUKPOOPraHM3moB Ha npogykuum» /[ EN 18011737-1:2006/AC:2009 (1SO 11737-1:2006),
“Sterilization of medical devices - Microbiological methods - Part 1 Deteraiination of a
population of microorganisms on products”

EN 18011737-2:2009 (ISO 11737-2:2009) «CTtepunusauns MeLULUHCKUX W3LeNniA.
Mukpobuonormyeckme metodbl. Yactb 2. VcnbiTaHMS Ha CTEPUNBHOCTb, MPOBOAUMbIE
npu Banugaumy npoueccos ctepunusauymm» / EN 1S011737-2:2009 (ISO 11737-2:2009),
“Sterilization of medical devices - Microbiological methods - Part 2: Tests of sterility
performed in the definition, validation and maintenance of a sterilization process”

EN 62366:2008 (IEC 62366:2007) «AnnapaTypa MeauumHckas. lKcnonb3oBaHue
TEXHONOTUA MO MPUMEHUMOCTU K MeAuuMHCKOW annapatype» / EN 62366:2008 (1EC
62366:2007), “Medical devices - Application of usability engineering to medical devices”
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Registration No. ~.i-OV

MnTARIAT r.F.RTIFICATE

I, the undersigned Notary, do hereby certify that
Ryoji ITOU an agent of Takeak. MIYATA, Manager of Regulatory
Affairs & QuaUty Assurance Team of KANEKA CORPORATION who has
been authorized to sign the attached document, has stated in my very
presence that said Takeaki MIYATA acknowledged himself to have signed

the attached document, and that his signature is true and genume.

Dated: on this 30" day of September, 2020.

BAI Affairs Bim«

2-2-2, UCHISAIWAICHO SHIBAI—IAIVIAByUﬁ']lia
CHIYODA-KU

TOKYO JAPAN NOTARY
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Registration No. ~A06

NOTARIAL CERTIFICATE

I, the wundersigned Notary, do hereby certify that
Ryoji ITOU an agent of Takeaki MIYATA, Manager of Regulatory
Affairs & Quality Assurance Team of KANEKA CORPORATION who has
been authorized to sign the attached document, has stated in my very
presence that said Takeaki MIYATA acknowledged himself to have signed

the attached document, and that his signature is true and genuine.

Dated; on this 30" day of September, 2020.

LLI Affairs | breau

2-2-2, UCHISAIWAICHO
CHIYODA-KU SHIBAHAMA Kiyotakt
JOKYO JAPAN

NOTARY
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<Homep, HaHeCEHHbIN MeTOA0M nepopauun: /Hepazbopunso/>
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«YTBEPXJAKO»
«KAHEKA KopropeiLuH»

PykoBoauTenb 0TAena HoOpMaTUBHO-NPaBOBOro
perympoBaHus 1 rpynnbi o 06ecneveHnIo Kavectea
[O/M>KHOCTb
Takeakn MusTta
2\ 3]
<nognwuncaHo>

noanncb

M.

<lWTamn: KAHEKA KOPMOPENLLIH>



PeructpaunoHHblin Homep: 3206

HOTAPUNAJIbHOE YOCTOBEPEHVE

A, HWKenognucaBLIWICS HOTapuyc, HacToAWMM YypocTosepsat, 4To Pégsm UNTOIO,
foBepeHHoe uuo Takeakm MUWATA, Pykosogutensa oTgena HOPMaTUBHO-NPMOBOr0
perynupoBaHua u rpynnel no o6ecnedeHnto kKadvectBa «KAHEKA KOPIMOPEWLUH»,
YMOJIHOMOYEHHOr0 Ha nojnucaHue NMpuaaraemMoro AOKyMeHTa, 3asBui B MOEM MPUCYTCTBUM,
4yTO BbllleyKa3aHHbI Takeakn MWATA noateepaun ¢akT noanucaHWs UM MpUIaraemoro
JOKYMEHTa, U YTO ero nognucb ABASETCA NOAJMHHOWA.

[atnposaHo: 30 ceHTA6psA 2020 roga.

<OBasbHasi neyarts: <nognwnucaHo>
Tokuiickoe 1opuanyeckoe 610po 5
e lopugcs CUPAXAMA KnéTaka
2-2-2, YTUCANBAN-TE HOTAPNYC
TUELA-KY
TOKNO ANOHNA>
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BbIMOJIHEH
nepeeogTkoMm KpaT ThbiM [leHncom AnekcaHLpOBUYEM

Poccniickan defepaups

Mopog MockBa.

[BafLIATOr0 OKA0PS! 1BE ThICAHM ABAALIATONO roa

L r z T
’ O/TenbcTBYO  NOANMHHOCTL  MOAMNUCHK

r . Iz
nepesogyumka KpannuHa JeHunca AnekcaHapoBuya.

Mognuch chenaHa B Moem NpUCyTCTBUK
JInYHOCTbL NoANUCaBLLEr0 JOKYMEHT YCTaHOB/EHA.

3aperncTpuposaHo B peectpe: Ne 21/86-H/77-2020- M J

Y ™ 32 maaink Y npasosoro v TexHneckoro ek 300 py6, 00 kon.

N.B. [IeNHeNo  repgopag nevars
HoTapuyca r.MockBsbl

MpoLWwHYpoBaHO, MPOHYMEPOBAHO N CKPENeHo nevatblo *NncT(-a,-0B).
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