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Appendix forthe Instruction for use

Onyx Liquid Embolic System (IES) (hereafter referred to as «Onyx LES»)
1. Name of medical device
Onyx Liquid Embolic System (LES), versions:
l.
1. Onyx Liquid Embolic System (LESK model 105-7000-060, contains:
Onyx-18 LES {6% EVOH) In a sterile vial (1.5 ml) -1 pc.;
DMSO inasterile vial (1.5 ml)-1 pc.;
Onyx LES delivery syringe sterile (1 ml)- 2 pcs.;
DMSO syringe sterile (1 ml)-1 pc.;
Instruction for use for Onyx Liquid Embolic System (LES).
2. Onyx Syringe-Catheter Interface Adapter, model 103-1207 (If needed), contains:
Adapter-20pcs.;
Instruction for use for Onyx Syringe-Catheter Interface Adapter-1 pc.

1. Onyx Liquid Embolic System (LES), model 105-7000-080, contains:

Onyx-34 LES (8% EVOH) in asterile vial (1.5 ml)-1 pc.:

DMSO in asterile vial (1.5 ml)-1 pc.;

Onyx LES delivery syringe sterile (1 ml)- 2 pcs.;

DMSO syringe sterile (1 ml)-1 pc.;

Instruction for use for Onyx Liquid Embolic System (LES).

2. Onyx Syringe-Catheter Interface Adapter, model 103-1207 (If needed), contains:
Adapter-20 pcs.;

Instruction for use for Onyx Syringe-Catheter Interface Adapter-1 pc.

1. Onyx Liquid Embolic System (LES), model 105-70CHO-065, contains:

Onyx-20 LES (6.5% EVOH) in a sterile vial (1.5 ml)- 1pc.;

DMSO in asterile vial (1.5m I)-1pc.;

Onyx LES delivery syringe sterile (1 ml) - 2 pcs.;

DMSO syringe sterile (1 ml)-1 pc.;

Instruction for use for Onyx Liquid Embolic System (LES).

2. Onyx Syringe-Catheter interface Adapter, model 103-1207 (if needed), contains:
Adapter-20 pcs.;

instruction for use for Onyx Syringe-Catheter Interface Adapter-1 pc.

2. With respectto authorized representative ofthe nuinufacturer ofthe medicai device
-full and» ifavaiiabte, abbreviated name, inciuding company name, legal form ofthe
iegal entity, address (location), telephone numbers and (ifavailable)) e-mail address of
the legal entity

Authorized representative ofthe Manufacturer:

LLC «Medtronic»

Medtronic, LLC, 123112, Moscow, Presnenskaya Nab., b.lO, floors, office ill, room 41

Tel.: (495) 580-73-77,
Fax: (495)580-73-78,
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www.medtronic.m
3. Technical characteristics ofthe medical device
The main parameters and characteristics of MD

~Name iCharacteristic yl eoe o
Onyx LES nominal volume

delivery sterile maximum "dead" space volume
syringe overall syringe length

size ofthe syringe atthe widest part
nominal syringe outer diameter

nominal syringe Inner diameter

value of scale division

volume between graduation tines with
numbers

syringe barrel length

plunger length

plunger emergence length

silicon piston length

Luer connector taper rate
DMSO delivery nominalvolume

sterile syringe  maximum "dead" space volume
overall syringe length
size ofthe syringe at the widest part
nominal syringe outer diameter
nominal syringe inner diameter
value of scale division
volume between graduation lines with
numbers

syringe barrel length

plunger length

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

c
]
>

3 2

33333333

33

33333333

33 ¥

33333333

53

3333

1

<0.142
161.62+0.254
29.21+0.254
9.9+0.13
4.95-5.05

0.025
0.1

86.487 +0.254

90.17+0.254

14.65610.254

6.73110.127

6
1

<0.07
116.332+0.254
79.2110.254
9.910.25
4.95-5.05

0.025
0.1

86.61410.254

90.1710.254



Onyx liquid
embolic in a
sterile vial

DMSO solution
in a sterile vial

plungeremergence length

silicon piston length

Luerconnector taper rate

volume

nominal liquid viscosity

EVOH concentration

Density

recommended solution injection speed

maximum solution injection speed

continuous shakingtime

maximum material expansion (37 *C)
time of remaining ofembolized area

The minimum vessel

size,

In which

embolic liquid must be able to penetrate

volume

DMSO concentration inthe solution
recommended solution injection speed

maximum solution injection speed

Viscosity
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ml
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cSt

18.288+0.254
6.731*0.127
6

1.6+/-0.1
16.82*1.68 (Onyx 18),

20.34%2.03 (Onyx 20).

31.46*3.15 (Onyx 34),
6.0 (Onyx 18),

6.5 (Onyx 20).

a.0(0Onyx34)
1.72 £0.1 (Onyx 18).

1.72 £0.1 (Onyx 20),

1.71 +0.1 (Onyx 34)
0.16

0.3

20

<5

>12

150

1.6+0.1
99.9
50.16

0.3

1.43*0.01



Density g/| 1.10
m i

4. Information onthe presence Inthe medical device of a medicinal product for human
use, human and/or animal materials
Not Applicable

5. Information on the procedure of installation, adjustment, calibration and other
_actions necessary to put the medical device into operation
Not Applicable

6. List of national standards applied by the manufacturer
Available upon customer request.

7»Procedure and conditions for the disposal or destruction of a medical device

This productdoes not harmthe environment or human health If It would be right to exploit,
transport, store and utilize.

The system should be disposed per institutional guidelines and In accordance with the local
regulations.

After using the product it refers to the epidemiologically safe waste (Class A according to
Russia Sanitary Regulations and Standards 2.1.7.2790). Wastes that do not have contact
with the patient's body fluids and Infectious patients.
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MpunoxeHne K UHCTPYKLUMW MO MPUMEHEHUIO
Cuctema xngkas améonusupytowiaa Onyx (LES) (ganee no TEKCTY MOXeT YNOMUHATbLCA
Kak «Onyx LES»)

1. HanmeHOBaHMe MeAVLVHCKOr 0 U3fenus
Cuctema xugkasa améonusupyrouwias Onyx (LES), BapuaHTbl UCNOSTHEHUS:
l.
1. Cuctema xugkas amoonumsmpytowan Onyx (LES), mogens 105-7000-060, B cocTaBe:

- Martepuan am6onusunpyrowmii Onyx-18 LES (6% 3BC) B ctepunbHom thnakoHe (1,5
M) - 1wT.;

- PactBoputens AMCO B cTepusibHOM hnakoHe (1,5 mn)-1 wr.;

- Wnpwy ctepunbHblili ansa goctaskn Onyx LES (1 mn)- 2 wT,;

- lWnpwuy ctepunbHbii gna AMCO (1 mn)-1 wr.;

- NHCTPYKUMA NO NPUMEHEHMI0 AN XKMAKON ambonmnaupyoweii cuctembl Onyx LES -
1wr.
2. Apantep Onyx ¢ wuHTepdelicom wnpuu-katetep, wmogen 103-1207 (npwu
Heob6XxoaMmocTu), B cocTaBe:

-ApanTtep-20 wr.;

- MHCTpyKuma no npyumeHeHuto Ana agantepa Onyx ¢ uHTepdencom Wwnpul-katetep
-1 wr.

Il.
1. Cuctema xugkaa ambonusupywwas (LES) Onyx, mogens 105-7000-080, B cocTaBe;

- MaTtepunan am6onumsnpyrowmin Onyx-34 LES (8% 3BC) B cTepunbHOM thnakoHe (1,5
M)-1 wr.;

- PactBoputens AMCO B cTepunbHom dhiakoHe (1,5 mi)-1 wrT.;

- Wnpwuy cTepunbHblii gnga goctasku Onyx LES (1 mn)- 2 wt.;

- Wnpwy ctepunbHblii gna AMCO (I mn)-1 wr.;

- MHCTpyKUMA Mo NpMMeHeHMI0 418 XM AKO M am6onnanpyowein cuctemol Onyx LES -
lwr.
2. Apantep Onyx ¢ wHTepdeiicom wnpuy-katetep, Mogens 103-1207 (npu
Heob6xo4MMOCTH), B COCTaBe:

-ApganTtep-20 Wr.;

- MHcTpykuma no npumeHeHuto ang agantepa Onyx ¢ uHTepdencom wnpuu-katetep
-1 wr.

M.
1. Cuctema xungkasa améonusmpyrowas (LES) Onyx, mogesns 105-7000-065, B cocTaBe:

- Matepunan ambonusupyrowmin Onyx-20 LES (6,5% 3BC) B cTepUIbHOM (hriakoHe
A,5mn)-1wT.;

- PactBoputens AMCO B cTepunbHOM hnakoHe (1,5 mn)-1 wT.;

- Wnpwuy, cTepunbHblii gna goctaBkn Onyx LES (1 mn) - 2 wt.;

- Wnpwuy ctepunbHbin ana AMCO (I mn) -1 wr.;

- MHCTpYKUMA NO NPUMEHEHNI0 AN XXNAKO R ambonunaunpytowei cuctembl Onyx LES -
1wr.
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2, Apantep Onyx ¢ wHTepdpelicom wnpuu-katetep, mogenb 103-1207 (npw
Heob6xo4MMOoCTK), B COCTaBe:

-Apgantep- 20 wr,;

- MHcTpykuua no npumeHeHuto g agantepa Onyx c nHTepdelicom Wwnpuu-katetep
- Lwr.

2. BOTHOLWEHWM YNMTOTHOMOYEHHOTO NpeacTaBuTensa npon3soanTtens (M3roToBmTessA)
MeAVLMHCKOr 0 n3aenns ~ nNoJsiHoe U (B cilyyae ecnv UMeeTCsl) CoKpalleHHoe
HaumMeHoBaHue, B TOM Yncne houpMeHHOe HauMeHOBaHWe, opraHnM3ayMoHHO-NPaBoOBYIO
dhopmy ropuamMyecKoro nua, agpec (Mecto HaxoxXaeHus), aTak xxe Homepa TesiedOHOB
1 (B cny4yae ec/iv nMeeTcs) aApec 3/IEKTPOHHOW NMOYTbI FOPUANYECKOTO Ninua
YNONHOMOUYEHHbIM NpeacTaBuTeslb NPONU3BoANTENSA

OO0 «MeaTPOHUNK»

123112, r. MockBa. NpecHeHckas Hab.. 4.10, aT7.9,nom. LU kom. 41

Ten.(495)580-73-77,

Pakc(495) 580-73-78,

www.medtronic.ru

3. TexHunYyeckue xapakTepucTukm MegmumMHCKOro n3genms

HavnmeHoBaH ;i En.  3HaveHune

ue N3M.

Wnpwuy, HomuHasbHbIR 06BLEM M 1

CTEPUbHBIN MakcumanbHoe «MEpTBOE» M/ <0,142

ANs AOCTABKM MPOCTPaHCTBO

XNAKOCTH O6uwasn AnuHa wnpuuya MM 161,62+0,254

9MOGO/IM3ANPYI0  Pa3vep LWINPWLA B CaMOil LUMPOKON MM 29,21+0,254

el Onyx yacTu
HoMVHasnbHbI  BHEWHWA  gnameTp MM 9.9+043
wnpuua
HoMuHanbHbIA BHYTPEHHUIA AnameTp MM 4,95-5,05
wnpuua
LleHa geneHnsa wkanbl M 0,025
BmecTnmocTb Mexay NUHUAMN  MN 0,1
rpafyvpoBKM € Yncnamm
OnuvHa unnuugpa wnpuua MM 86,487 +0,254
JnvHa wTtoka MM 90,17+0,254
JnvHa BbicTynaHua Wroka MM 14,656+0.254
JNvHa pe3nHoBOro nopLiHA MM 6,731+0,127
KoHycHOCTb pa3béma Tnna fdyep % 6

Wnpwny HoMWHa bHbIN 06BEM M 1

CTEPUJIbHbIN MakcumasibHoe «MEpPTBOE» M/ <0,07

ANA [OCTaBKM npoCTPaHCTBO
O6wasn ganHa wnpuua MM 116.332+0,254
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pacTtBopa Pasvep wnpuua B camMoOil LUMPOKON MM 29,21+0,254

AMCO yacTtin
HOMWHanNbHbIA  BHEWHWI A  AnamMeTp MM 9,9+0,25
wnpuya
HOMWHaNbHbIA BHYTPEHHWIA AuamMeTp MM 4,95-5,05
wnpuya
LieHa aeneHna wkanbl M 0,025
BmecTumocTtb Mexay NVHUAMU - MmN 0,1
rpagympoBKu C Yncnamm
OnvHa unnnHgpa wnpuua MM 86.614+0,254
OnvHa wTtoka MM 90,17+0,254
JnvHa BbICTynaHua WrokKa MM 18,288+0,254
JnnHa pe3nHOBOTro NOpPLUHA MM 6,731+0,127
KoHycHOCTb pa3béma tuna flyep % 6
XunpkocTtb O6bem M/ 1,6+/-0,1
am6onun3npyo  HoMuHasibHas BA3KOCTb XUAKOCTU cCt 16,82+1.68(Onyx 18),
waa Onyx B
CTEPUIbHOM 20,34+2.03 (Onyx 20).
hnakoHe
31,46*3,15 (Onyx 34)
KoHueHTpauus 3BC % 6.0 (Onyx 18),
6,5 (Onyx 20),
8.0 (Onyx 34)
MnoTHOCTL rimn 1.72 £0,1 (Onyx 18),

1.72 +0,1 (Onyx 20),

1,71 +0,1 (Onyx 34)
PekomeHgyemasas ckopocTb BBegeHuss wmn/ 0,16

pacTtsopa MUH
MakcumanbHasa ckopocTb BBegeHus wmn/ 0,3
pacTtsopa MWH
Bpewms npeasaputensHoro MuH 20
HenpepbIBHOTO NOMeELLVBaHMWA
MakcunmasbHow pacwupeHne % <5
matepuana npu 37 °C
Bpems coxpaHeHus obnactm wmec "2
ambonusauun Aaue

B

MuHUManbHbIA  pasMep cocyga, B MKM 150
KOTOpbIA [O/MKHO OblITb CNOCO6GHO
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nV NhedUtromc

NPOHUKHYTb ambonunsnpyouiee
BeLLecTBO
PacTtBop O6bEM M 1.6+0,1
AMCO B KoHueHTpauua AMCO B pacTtBope % 99,9
CTepusibHOM PekomeHgyemas ckopocTb BBefeHus wmna/ <0,16
dhnakoHe pacTtsopa MWH
MakcumasibHas ckopocTb BBegeHua wmn/ 0.3
pacTteopa MWH
BA3kocTb cCt 1,43+0,01
MnoTHOCTb r’mn 1,10

4. 'Hdpopmaumsa o Hanuunm B MeAULIMHCKOM N34e/Inn IeKapCTBEHHOIO cpeacTBa A/1s
MeAULMHCKOro NpUMeHeHNs, MaTepuasioB XXUBOTHOIO 1 (U11) YesTI0BEYECKOro
NMPOUCXOXAEHUSA.
He npumeHnmo.
5. iHhopmauusi o nopsigke yCTaHOBKU, MOHTaXa, HAaCTPOWKN, Ka/TMOGPOBKU U MHbIX
LEeNCTBUAX, HEOOXOAUMbIX 4SS BBOAA MEAULMHCKOTO N34e/ns B 3KCnyaTauuto.
He npumeHunmo.
6. NepeyeHb NPUMEHAEMbIX Npon3BoAnTeNeM (M3roToBUTENIEM) MELULMHCKOTO N3AeNns
HaLUMOHa/IbHbIX CTaHAAPTOB

[0CTynHO Mo 3anpocy nokynaTens.

7. MopaaoK U yCcNoBUst yTUN3ALNK UIN YHUUTOXEHWSI MeANLMHCKOro n3agenus

JaHHoe n3genne He HAHOCUT Bpeaa oKpyXarlleli cpefie 1 30p0BbLI0 SI0Aei Npu YyC/10BUN
€ro NpaBWU/bHOI aKcnyaTalumn, TPAHCMOPTUPOBKE, XPAHEHWUW 1 YTUAKU3ALIN.

Cuctemy cneflyeT YTUIU3MPOBaTb COMTACHO MHCTPYKLUSM, AeiCTBYHOLWMUM B fie4e6HOM
yUupexaeHnmn 1 B COOTBETCTBMM C MECTHbIM 3aKOHOA4ATENIbCTBOM.

Mo knaccy onacHOCTN MeANLMHCKMX OTXOL40B NpU YyTUAN3aLmMm NCXOAA N3 XapakTepucTukm
MOpPO/I0rMYECKOro cocTaBa n3gesine MoXeT ObiTb OTHECEHO K aNUAEMUNOI0TUYECKN
6e3onacHbIM oTxogam (Knacc A no CanluH 2.1.7.2790). OTXoAbr, HE MMEKLLME KOHTaKTa C
BMONOTNYECKUMM XNAKOCTAMN NALNEHTOB N UHAEKLMOHHBIMMW 6ONbHBIMU.
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[MepeBop ¢ aHrMIACKOTO A3blKa Ha PYyCCKM i3bIK]

YHVBEPCAJIbHOE HOTAPVAJIbBHOE YAOCTOBEPEHUE LUTATA KAJTM®OPHIA

HoTtapuyc LW nHoe A0/MKHOCTHOE N0, 3anoJsiHsolee AaHHOe YA0CTOBEpeHME, NoATBEPKAAET TOMbKO SIMUHOCTL
nnua, noanucaBLLEro AOKYMEHT, K KOTOPOMY MpuiaraeTcsi HacTosillee YAOCTOBEpPEHME, U He CBUAETe/IbCTBYeT
BEPHOCTb, TOUHOCTb WM AEACTBUTE/TILHOCTb YNOMSIHYTOIO [OKYMEHTA.

LLitaT KanndopHus )

O kpvt OPUHIK )

29 moHa 2020 1. KO MHe. Cmuev ObeluaHaepx'. HoTapuycy
aara yKasatb UMsa U AO/DKHOCTb AO0/HKHOCTHOIO /Sinua

NINYHO fABUNACh Muwwens Mup3au

nMa nognncaBLUeErocsa nmua
KOTOpasi MOATBEPAMIA MHE HA OCHOBaHMM AOCTAaTOYHbIX JOKA3aTebCTB, YTO OHA AB/IAETCS /INLOM,
Ybsi MOANMCH MPOCTaB/IEHA Ha YKa3aHHOM AOKYyMeHTe, a TakXe, YTO OHa rnognucana ykasaHHbli
JOKYMEHT B KayecTBe MPaBOMOYHOIO /ML, M YTO ee MOAMUCb Ha YKa3aHHOM [OKYMEHTe
03Ha4aeT, YTO YKasaHHbIA [JOKYMEHT MOANMCAH (U3NYECKUM WM HOPUANYECKUM JALIOM, OT
VIMEHN KOTOPOrO AeCTBOBA/IO YKa3aHHOE /INLO.

[LLIramn: A ypoctosepsato, nog CTPAXOM HAKASAHNA
Ctue ObepnaHaep 3A JDKECBUAETENBCTBO, B COOTBETCTBUAU C
NuueHsna 2288368 3aKoHogdaTtenbCcTBOM  Wtata  KanuopHusa, 4to
HoTapnyc — LLTat KasmdopHus N3M10XKEHHOE BblLLE AB/AETCA TOYHLIM U BEPHbIM.
OKpyr OpuHoX B CBWAETE/NILCTBO YEIO 4 crtasno
Mosi  NMUeH3Mst  JeicTBUTeNbHA [0 COBGCTBEHHOPYYHYK MOANUCL U OULMANIbHYHO
09 noHa 2023 r.j neyarb.
Mognuck /nognuce!

Moanuck HoTapuyca

MocTaBUTbL HOTapUasIbHYHO MeyaTthb Bbille

CBEAEHWNA, YKA3bIBAEMBIE MO BbIBEOPY
HecMoTps Ha TO. YTO CBefeHUs], yKasblBaemble B JaHHOM pasgene, He BN TCS 0051 3aTeNbHbIMU,
YKasaHue ,anH0|7| I/IHCbOpMaLI,I/II/I MO.>KET NpefoTepaTUTb USMEHEHNE AOKYMEHT a U/IN NOMbITKU
NOBTOPHOIO MPUIO>KEHNS JAHHOTO 6. LUHKa K APYroMy AOKYMEHTY B MOLUEHHWNUYECKMNX LE.LLIX.

XapakTepucTmKa npuaaraemoro SOk Menta
Ha3zBaHve v Tvn gokyMeHTa: Mpuno>KeHne K MHCTPYKLUUM MO NPUMEHEHMIO
[ata JOKyMeHTa: ; KON-BO CTpaHuL;:
JononHuTensHoe(-ble) nognucasLuec(-ue)ca nnuo(-a):
JomkHocTHoe(-ble) 110n0kKeHue(-9), ykazanHoe(-ble) INMonnucasLuHMmcs(-ncs) nnuuom(-amH)

ViMsi nognucasLueroca nuua; VM5t nognucasLuerocs nuua

O [JLoO/MKHOCTHOE NULL0 Kopriopauun — [lomknocTM-n); O [JLo/KHOCTHOE Lo Kopropaumn — [Jo/mKHOCTb(-1);

0O MNapTHep — INC odhaHNYeHHOI 0TBETCTBEHHOCLbIO O MNapTHep — DC ohaHNYeHHOR 0TBETCTBEHHOCTbIO

O NONHbIN O NOMHbIV

O Pur3nyeckoe 1muo O ®un3nyecKoe 11Lo

O [loBepeHHOe 1MLo O [loBepyeHHoe NML0

O loBepuTe/bHbIA COGCTBEHHNK 0 [loBepnTenbHbI COGCTBEHHUK

0 3aKOHHbI NpeacTaBuTeNb 0 3aKOHHbIV NpeAcTaBUTeNb

O Mpouee; O Mpovuee;

MopnucasLueecs NML0 NPeACTaBAAET NHTEPECHI; MognucasLLeecs NNLIO NPeLCTaB-THET MHTEPEChI;

O 2016 r. MauuoHa.TbHas accoumanms www.NationalNotar\ .org 1-800-US NOTARY Mosuuumsa

HOTapuycoB (1-800-876-6827) Ne 5907
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[Hu baaure kosnanuu « Meomponus»)

Inoonucs! 29 wons 2020 2.

[dazee credyem meskcm doxkyvmenma «llpurodcenue x uxcmpyryuu no npumenenuio u30eIus
~Cucmena gcuoxas svbonsupyiowas Omx (LES)"». npedcmaeiennoso na an2ausickom u

DYCCKOM A3bIKUX. |
«MEJATPOHUK» 9775 TOAEZIO YOH 949-837-3700 [T)
{(MEDTRONIC) HPBAHH. KAJIM®OPHUA
92618
(9775 TOLEDO WAY
IRVINE, CA
92618)

Crpasua 1 w3 |
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Mepesena Ko3nosa Japba BnagnMmposHa

Poccuiic!” deaepauns
"opog MockBsa
TpuHaauaToro nona fse TbiCAYN ABaALATOrO 104a

A. CrenaHoBa Mapusi MuxaiinoBHa, BpeMeHHO UCMONHAOWAsA 0653aHHOCTM HOTapuyca
ropoga Mockebl Koponb BuKtopun AeKceeBHbl, CBUAETENbCTBYHO MOA/IMHHOCTL MOANMUCU
nepesofumka Kosnosoi Japby BnagMmvpoBHbI.

Moanuck caenaHa B MOEM MPUCYTCTBUN.

JlnyHocTb NoAnucaBLLUEro JOKYMEHT YCTaHOB/EHaA.

3aperucTpupoBaHo B peectpe: Ne08/82-H/77-2020- Nl

B3bICKaHO rocyapcTBeHHOM NoLwnHbI (o Tapudyy): 100 py6. 00 kon. n
YnnayeHo 3a OKaszaHwue ycnyr nx\iBoBpro 1 TexHmyeckoro xapakrepa: 300 pj6j 00 kon.

MpowHy*MBallp, 3¥CKkpensieHo neyaTbio

Vafo/\
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bvendna SK

M napouzitie

Vit Opd™

[DRNENIE

i| AW $Ackrectae preckj tohto vyrobku na precky lekeramalebora
tidda A

K BVt itevyskoleni akelifikoven Iekeri s iockyr
rixgogefieaperkutYychintervendfych zikrdkov,

NYereacterinykvepelny embolizaaly pripravok, ktory saskladi
fUEVCH@tyi vinylalkehd) rozpusteneho v DVBO(clinetylsulfoxick)
affiomikramlet"otantaiov"ho pr'Sky, kiory zabezpecuje kontrast
Nvizelizj. Kiepalny emboliza’y systemQnyx (LES ) sa skdad
UdiokysprirakomQny* LES 1.Sm ligkowy $SOVB] dvoch 1
Mepocheriepripravku Qnyx*1iS ajecnej 1 striekaccy re OMBQ
f toriestaenboliz'Gesa pouziva podkveci mikrokateter kompetibilny
Brkoayrapouzitie vneuroveskulatiire. Adapter rozh ania striekeda
B- ke, kary sapredava sanostatre, je prslusenstvo systenu
Buibezpxjuce raztvanie medzi striekadtou re podivanie pripravdu
1N BapodivadmalLior.

[itICiPZAKROKU
lisnliOnyx* L E3apockva nrikrokatetromdo arteviovenazng malforede pod
Akartrdau RognCtadlo OVBOsa razptyd\jle do kv a Interstikinycti
iagpeschuije.ie kopolyer EvHa suspendovany tantal sazralajil insitu
o, kohererreho enbolusu. Pripravok Qnyx* LESokareite wvori
1 Mchu pretoiepolyn iy erbolus pri pohybe distNnymsneromvdeve tuhne
| lattipj stranydovnutra, Pripravok Qnyx* LESje neachezivry, mikrokateter sa
| iciffichperechcfra mieste, kymsa pociva porreli, kontrolovanainjekce. Meze:
J Higrefiostenblizzciaangiografia s potvadm rikroltetromna rrieste,
[[tti il LM \prpeck potreby podat (falsie injekde cezten isty mikrokateter.

[IDIKACIENA POUZITIE
| MUda lizwperifens) veskuiature anecroveskulatilrevratane
I" Mvoznydi melformidfa hypenveskulimych oo,

SPASOBDODANIA
[PESsachdivavtroch produktovych formulUdich. Onyx*-1 8LES(6 %6B\VH),
P2ESESUE 2 Qyx“-34 LESBY%EH:
* OffR-IBLESaOnyx*-20 LES odporuQsa, keifsa plniace pediklove injekde
pocvgjilvbifAcet lofiske.
* Qr:ALES odporuca sa na enrbolizovanie vaulm prietokoma vadikh
fistloachAadiek
[ONTRAINDIKACIE
fipnekOy LESnieje incikovary e pouiiitie v pripede predcasne nerodenych
LK18Igani jechotlivoov svyzrammymzhorenimfunkde peere.

MOtNEKOMPLIKACIE
Hilzliogciirekonplik’de patria okremineho gj:
* henatam

* ataidratromboza,

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

ischeridlee reakole 6Fober migradou enbolusu, vazospezimusom
trombazou,
zachytenie telélrg,
prasknutie katetra,
migrdoia zariadeniaa pohyb Lzchery,
hemoragickd konplikack: prasknutiea perforadacevy,
hermodyremicke zmeny wvoland enrbolizadou nozu sposobithenoragicke
konplikeck,
hemoragicke komplikade svisiace s pokusmi whrat zachyteny katcter.
Tietoischermickealebo hemmoragicke konplikade mozuviest’krozym
neurolagickymaefidtoma nou sposobit'snt.
VYSTRAHY
zhibdomna moznost wivorenia elektrickaho abluku s kovowmtantalom
v reterljli Qnyx* LESsa na chirurgicki resekou bAVBlebo artcriovendiznej

fistulyebolizovengj pripravkomQrnyx* LESnesii powzi'vaf monopolae
elektrokaLtterizacné zariadenia. R pouifvanf bipolimych zariadenf sa musi

P podavanf injekde pripravius Onyx" LESsa postup pripraviku QnyX* LESoez
lunren kalélra musf sledovat pormooou fluoroskopid) vizualizide. QoponiZasa
pred dosiahnutfm rinimAlneho koTpre$inébo priestoru zostavy kateter + adapter
Zfskatfiuoroskopické zobrazenie, aby savizualizovel embolizujdd reterial skaor, ako
opustfhrot ketetra.

Napodavenie injekde pripraviu Qnyx* LES pouzi'vaiite lentlak pelca
Poswvanie piesta pohybomdiane noze v pripade okluzie katétra sposobit
nadmemé 2y enietiaku a prasknutie katetra.

Prfpravok Qnyx* LESa DVBOpod ajte porely, kondtantnou rychicstou
neprelracujucou 0,3 mi/min. R Itiidiich ra zvieratkh saukizalo, 2
rychleinjekeng podavanie DMBOdo veskulatiiry miZe viestk vazospezmusu
aangioneldize.

Zabrinte.abyviacakol cnpripravikuOnyx"'LESrefluxovalospatoezhrot
katetra. Angloarchitekiura, vezospezimus, nadmemy resix pripraviu Qnyx
alebo pili3dihy Zzs podavania injekde oz viestk problemompii wyberanf
katétra a zachyteniu katetra. Necivem™sila pri wyberanf zachyteného katetra
nmoze sposobitv”Zne intrakraniilne knv/canie. Dihodobe udnky zachyteného
katétra, ktory sa ponechi v padentovi, nie suznime, ale ol potendalne

POStLDOVtORITE.

Zariacknie sa dod'va STERLINfa je urcene len najedno pouZitie. Nepouzivajte
an! nesteriiizuite opekovare. Qpakoyare pouStie a opakovani sterilizda
2w\jdriziko inhkovania padenta aznihiju wkon zariadenia

NaInexcilé podiivanie OVBOa pripravia Oy LESpouiifiajte len striekafly
QyxX* LES Iréstrieked(y nenmusia byt kompel 1bllre s CVBO

Poufejte len Tlxorel lreod spoloaiosti ev3 korpebbl s DVBQ I
mkokatétre nemusia byl korpebbl/ne s DIVBQaich pouzitie mmo2e viest
ktromhoerholickym rearagiuispOsobenych katétrom

\/dy zohfhoohite moznosf intevakie pripraviku Qny<* LESs erbolizacnymi
dnidlami, ako su kyancekeylaty, pobabré spiraly, fasticea enbolizujuce
teliesia.

\hkorevenie enrbollzacie na oduziu knvrych devije vehni riskantny postup.
Tento postup noZevykoravat len 3pecklista sprfsiudnym3olenimyv ablasti
reurologickej alebo perfémej intervenciea s dckiachymi znelostarmi

o petolaigii, ktori sa e oletrit, angiografickych technik’ch a superselektfungj
embolizkdi.

Angicenatomia padenta muet byt prstupnAre unmiestrenie hrotu
mikrokatetra na ieste, ktoréje distalnevzhibdom karteriilnymvetvjm
Vtré nozu potendaline wzivovafkraniiny nerv.

Asaangiograhoky potvrf, Ze prakticky suZasne s arteri”inou opadhkidou
saprejavuije venazre crenaz arteriovenoznej melformecie, musfsa uvazovat
o poulVedjuvantrej el

Asaprpojka Ler mikroketetra dostane do kontaktuss fyziologickym
raztokon krvou alebo kontrastriymmediomy Ibbovofhomnmohtve, noze
ajstk predZasnénu stuhnutiu pripraviul Qyx* LES

Aksa nedodzi nepren.Bovare miesanie pripraviku Qnyx* LESpazadovany
s, wsledkomnoze byt nevhochAsuspenziatantalu a nedostatodii
Quoroskopidd vizualiz'diapo”s podiivania. Pripravok nyx* LESpodivejte
ihnecfipo premieSant. Aksa podanie pripraviku Oy LESoneskon, noze
dojst kusadeniu tantalu vstriekacice a vysledkom bude nedostato™ni
vizuelizacia priipraviu Oy L ESpo’as podt Vania injekce.
Poulitfmadaptéra raztvania striekafka Qryx* LES- katéter sazvenSt
azrel'ery kompresny priestor 1ol € ta. Nezohibonenie tejto skutoffinosti
moze viestk neunmyselnej enbolizadi.

Zozremkonpetibilnych mikroketétrova informide o kopresnom
priestore najdete v pokynoch re pouZfvenie adaptera rozhrania stridkeza
Q- ateter.
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zahmetvznikdervnych zrazenfn, infikeu alebo migrdu katetra,

Pred opakovenympocanfminjekde NEFRESLITE pockavanie pripraviu
Qyx* LESna dihsie ako dve minuty. Meze dojst kstuhnutiu pripravi
QX" LESVhrote kelélra, K aréspsobf oldiiziu katetra. PouiZitie redrmeme
sity na uvolhenie katetra noze viestk prasknutiu kel

* Pocas podavania pripravius Qyx* LESsa musf pokraZovatv primerangj
Ruoroskopicke) vizualizicii. Vopacomprfpece noZe ddfistk nedelenej
errbolizadi devy. Ri keZoomprenrenfvizualizcie pocasenrbolizide
ZASTATEpodavanie pripravial Oy LES kymisa necbnovf dostatoai™
vizweliz'da Testovanfmsa preuk’zalo, Zeak sainjekdiie poca 0,06
pripravku Qyx* LESa nevizualizuje sa vypustenie z hrotu, noZe vzniknut
nadmemy tiak a praskntie.

«  ZAnSayodporvod injekdl pripraviku Qnyx* LES- zastavte pocavanie
injekde. Nepokiisajte sa odistranitani prekonatodpor aplikovenfmzvyseneho
injekdiehotiaku. Aksaodpor vyskytre, zstitejeho pricinu (nepniced
okdtizia pripraviku Onyx" LESV liimene katetra) a vyirefite kateter. RouiZitie
nadmemeho tiaku noze sposobit prasknutie kelélraa eholizdu
nezamysfanych ablasti.

*  Popoudit Tikroralédras pripravkomQnyx* LESsa nikrokateter nepokiisajte
dstitani cez neho injekene nepodkvajte Ziaden meteriil Pokusy o dstenie
katetra mmozuviestk vznikuermbolusovalebo embolizidi nezamyJdonej
oblasti.

o Acpripravok Qnyx* LESunikne mimoveskulamu oblest,  sanoizestat
\prfpeck poruknia devy, noZedojstk subekiitnej 2" elovej reake.

BEZPECNOSTNEOPATRENIA

Pred pouzitfimskontrolujte obel procuidu. Nepouzfiejte, akjesteriind barra

otvorena alebo poodena.

Powzite pred o tumomexspirace.

Pred pauzitfimsystennu Qryx* LESsi preZftajte nAvad ne pouZitie katétra

aadaptera rozh rania.

Skontroluite, d sii katétre a prisiuGenstvo pouZ(vené v priamomkontakte

spolyrérnyT neterialomsystermu Qnyx* LEScisté a koTpabbl/és reteri®lom

apri styku newwoigjii 2" Zanieani degradAciul Pozritesi ZastiVistray a Pokyny
na pouzitie.

Asa poinjekoiom podanf priipraviku Qnyx* LESpred uofrenimmikrokatetra

repoccAniekoVominiit, mozedojst kfragmentidi pripravikuOnyx* LESdo

nedefowych dev.



liCNOSTNEOPATRENIA

Lidvyheai katetra alebo zachytenie katetra moa byf$oobere
Vlaoaryn)- nesledujucichfaktorov:
~fatetTizide,
lidjicarchitediirg; rejvzdicdlengiSiaarteriovenozna melformedaje
I aferentrymi, predf2en;’yri, relymi alebo zakriverym

P \oyEms
(M

Abgpiairiddie

fniakatetraa vpiyv faktorov wedenjchvy/sie sa TLLI dokladiym
mniesneriakatetraazachovanimsprivieho reflud.

QS pazdfz diistIneho hrotu nrikrokatetra: Ckem
Inplikiciispcsobenych nezamyst nouentbolizaciou o e wznammy
‘Kedyteriumikrokatetraa problemompri vyberanf. Rozseh refiu,
iHiieskoginiet’ savzdy musi porovnet's angiicarchitekturou nelfornTde,
iRodorizionezamysl e enbolizde alebo problemow pri wherani

\Bdicesarefluxpoeofz diistalneho hrotu mikrokatetra nrinintelizuie ne

fibol enlertolirrit mdb ovplyvnitvsetky ostatne faktory.

fiskatNat"ko whera, moino sa podan uvolhit ho nesledjudm

pm

*  Qpetn potishnutimkatetra ochectiite odpor pri vyberani.

*  Adliteocor, odstrifite kazce prehnutie katetra

- Jamekatfter napnite (pribliineo3- 4an).

- Nymutiepodzte niskolVosekund, potomho wadlViite Cohechite tah
ryMjayraveskulatLr, abysa minimelizoveioriziko kivecania.

«  Teoposiupnozno preruiovane opakoveC kymsa kateter nelvoli.

Kedapuitfgiumikroket"tre od spolo<inosti ev, kateter nenatahujte
\idoo20am aby sarininelizovaio riziko razcelenia katetra.

iz yerialetetra;

- Mfiekaryd konrplikovanejJich Kinidkych pripedoch mo2e byt
bezelngjile ponechat kateter unaJaftokomv cievomsystene
areriskovaf po\odenie melfornide, atymkrvecanie, v priece
rechemehofahuwijaneho na zachyteny kateter.

- \flodsato netiahnutimkatetra a oodelemimhriadelb vblizosti
miesavstupu do devya ponechanfm katetra vtepre.

*  Aakateter po’es odstranovania prelomi, e dojst kiigrcii ne
dsAromikond alebo navinutiu katetra.

*  Lévtenistydenje potrebnen LUl chirurgicku resekciuna
rtininalizoverierizila tronbozy.

RUDNENIE

1y Sa OVBOsasidaclje pri teplot”ch ez -20X ad SS“C Pred

fiicSav eteplotu procidtu medzi 19 24"C Acproduit vystaveny

itqasfiizanmzre, pred pouzitimho raztopte pi tepiote miestnosti.
[WYHAPOU2I £

RpaoQy<* LESmieiajte najmenej 20 minut na mie”dle Onyx'* LES

aeaeimB Railujte v ieiian, kymnie ste pripravenf pripravok

OXliSnjekdlne poc Vet podfakroku 7.

11 Westrerierrikrakatetra potvrte injekciou kontrastneho nrediia podia

FErpointitce

totrastremediumvypl chite z hrciia rikrokatetra 10 fyzioiogid< Yo

Nidutrideiuponechejte pripojerQ

ki sthes Garie2, Mbol No(s). 120V/S1-0240,240V/SI-0251, i
fitNOAG/0010
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4 Nepineriekonpresnchopriestoru mikroktetra: nesajte priblife 08 i

steriincho QVEDod spolaorosti v do L stiekacky oy LES Chjem

DOVBOdostatoaiy e napinenie kompresneho priestoru katdltra vstreknite do

podavadeho mikrokatetra. Chiemkonpresneho priestoru nejdete na stitku
podavecieho katetra.

5 Pipineni strikaficy priprakomQnyx* LESnetiahnite priblilne 11 m
pripraviku Onyx* LES aby sa Hlava piesta nechidzala za 1 ryskou stupnice

navald striekacky.

POANAVKA Tentopricavny dbjempripravku Onyx'* LB sa powzije e
nepinenie (z/Mladnd) adaptera razhrania.

Kstriekedke pripojte adapter rozvania.

hlawy piesta nezaround s 1m ryskou stupnice naveid striekedky.

8  NedhytokpripravkuQnyxX" LESna hrote adaptera razhrania samole utrief

Ciste suchoutianinou bez prachu

9 \Whertestriekadou s DVBOz katetra, konoovku LLer prepiritea umyte

2wsomDVD

10 Oariite pevne pripojte striekeCkus pripradomQrnyx” LESKhrdiu

mikroktetra, P pripijant savhrde resTte rachiczat ziacen vzd.ch

1 Vetreknite pripravck Oy LES aby rebvaddi IMBO Nezzkdak Kiricked

praxe saochariica podivat pripravok QX LESinjekQne ko' tantnou

rychiosfou0,16 mi/min (025 /90 sekuref). NegrekeaLiterychicst O3mi/

VYSTRAHY

Asanedodrzl nepreruiovand mieSanie pripraviku Oy LESpo2edovery Gs
(20min), wsledkomnr2e byt nedostatodia fluoroskopidvizuaiizda pocas
podVenia.

Pripravck Onyx"* LESpodavajite ihneifipo premie/ni. Moze dojst kusadeniu
tantaluv striekacoe a vysledkombude nedostatocni vizuelizida pripravku
QX" LESpoCs podivania injekdle.

Napockvanie injekde pripraviku Onyx* LESpoLzivajte lentiak peica. Posinvenie
piesta pohybomdiane mo2e v prpede ddQrie katetra spQschit nedmene:

2wy enietiakua prasknutie katetra

Acpripravok Onyx™ LESvychidzajiid z hrotu katetra nieje vizuelizovany,
zastavte podivanie injekde. Viprfipade ddiizie katetra sa moje nadimenre zwyftt
tlak Pocas injekQHo podivania pripravku Onyx™ LESnepretrzite kontrolute,
d prfpravok Qnyx™LESvychedza z hrotu katetra. Testovenimsa preukizalo, 22
aksainjekQe pod™ 0,06 m pripravku QnyX* LESa revizuelizuie 2 vypustenie
2 hrotu, mfe vzniknut nedimenmy tiak a praskutie.

A striekacke dtite 2vyjeny ocor, zastavte podivanie injekde. 2y adoor
injekde nmoze byt spasobeny okiilziou katetra. PokraGovenie podivania injekde
do katetra s oduziou e sposobit prasknutie katetra.

Pred opakovanympodavanim injekcie neprerusuijte pocavanie injekae pripravku
Qyx" LESnadheako 2min. Me2e dOjstk stuhnutiu pripraviku QnyX™* LES
\hrote katetra, ktor"spasobfolduziu katetra. Pouiitie recimemej sityne
wofnenie katetra moze viestk prasknutiu katetra.

Aksapazorujeabnormrelne rasirenie priemeru nrikrokatetra, zastavte
podavanie injekde. Rozsirenie priemeru rrikrokatetra noze signalizovet
zeblokovanie katetra. Rozarenie priemeru mikrokatetra sa ngjlepsie urd
pormooou fiuoroskopie s dvojitymdopadoms nikymzvaSenimalebo postupom
autorrepy a preskunenfmnejvacsej noznej Get! mikroketetra.
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Pripravok OnyX"* LESpodavajte cez adaptter raztvania, kymsa distalny koniec

VYSTRAHY

Pocas podivania pripraviku Onyx™ L ESsa musf pokracovatv prinerangj
fluoroskopicke) vizaiiz'di. VopeChompripade e d0jst knecielengj
embolizedi dievy. Rri kaldom preruHenivizualizicie poCes enbolizcie Z2STAZIE
podiavanie pripraviu Qnyx™LES kymsa neobnovi dostatocna vizuglizacia

2

Agje naenboliz i potrebra druhi striekaCia pripravias Oyx™LES adapter
neodstrafiujte z katetra. Kecfje rovAstiekaClas pripravkom Qyx™ ES
pripraverg, jedhoducho wberte przanu striekedu z proaxielneho konca
adaptera a kadapteru pripojte novu striekacku

Po skoncenfinjekCneho pockvania pripraviu Qyx™ ESpodkaite nikolko
sekund, mieme odkajte striekaCluia potomjenme potlahnite kateter
aoddelte uzaver Oy LES

Vhesleckjucich bodochsa popistje mozratectika wolhenialtetr;

Podokoncertfinjekeneho podavania pripravia <™ ESpoCiite niskoiVo
sekund a potommieme ockgjte.

Qpire odstrarite prehnutie katetra netiahnurimo niekolko centinetrov, by
sa\&ystere katetra wivorilo mele ngpnutie.

Pevre drfite kateter a potomho potiahnite rychlympohybomzApestia (Ziava
doprava) 0 10- IScma wyberte hozuz VeruOnyx™' LES

POZNAVKA: Kateter sa nemusi wishnutviacako20am

POZNAVKA Totechnika nebola schvalene pre katetre Reter.
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Btructiuni de utilizare
tfidictbentdizeQyd™

il 3 A restridiornesrUvehzarea acestui dispozitiv de catre saulla
Nivek

(tretuieutilizat nurei de c2tre el care posed! cunotinte
Kivrdetinicaangiografic! - procecurile de intervertie percutanat!.

Rell=33
IEse necert ce enbolizare ichid needezivalcttuit diintr-un copolimer
mitebvinil-aloodl) dizolvat mOMVBO(clinretilsuifoxic) - suspensiece
mietvial maurizd pentru aasigura contrastui tn vederea vizLelizarii sub
It Stem lichid de enrbolizare Qnyx (1iS™) const! diintr-ofiol! de 15 m
~*mofiolck 1,5 de OVBQ doua seringi de adkministrare a Oy LES
1 MInl jlostring! cie 1m pentru DMBQ Pentrua accesa lood de enbolizare
j tafctpentiuutilizarein neurovescularizaiie un microcateterde adinistrare
1 viticu DMOAdtaul pentru Interfaia sering! Qyx* LES cateter, carese
heer! syt este tnaooesorlual sistenmuli Qnyx* LEScare asigur! o
ILhjlintresarirgace adnrinistrare Qnyx* LESp cateterul de adtministrare.

IRINCIPIULDEFUNCTIONARE
edeadministrat printr-un miaocateter in nrelforrefiaarteriovences!
cHoraoqicSolvertul DMBOse disipeaz! ins!nge p lichidl interstitial,
1 likirollapreciritareainsitu a copolinerului de BVOH suspensie de tantal
I[MiiDmawnenbolsspongios coerent. Qyx” LESformeaz! inediat o
1 [Mi)Ndpceanbolusul poiinericse solictfic! de laexterior spre interior i se
J [IBe2thir-opozilie nvai distal! invasul de singe. Gecarece Qnyx* LESeste
ipMmicrocateterul poatefi I!sat la looul Iui intinp ce seexecut! inject!ri lente
1 iMyate Sepoeteefectia oangiografie post-enrbolizare cu nricrocateterul de
Matrare lala Iui, permmitinduH rediicului s! efectuezeinjec’y suplinentare
' miaoQet, dac! este necesar.

IDICATIIDE UTILIZARE

MraiealeziLnilavasculare periferice  neurovascuiare, indusiv @malformatiilor

' MewToasepatumorilorhipervascularizate

NIEZENTARE
O IESestecdigporibil intrei formulari de procks, Onyx*“-18 LES(6%EVAH,
1ISE@3ER0) 3 Oy -4 LESB%BEV;
QyASLESp Onyx"-20 LES Recomenckt atund cand injectirile
pedalilorcealimentare se vor efectua in apropierea nicsului.
(hyX“-34LES Recorendat pentru enholizarea componentelor fistulare au
cHitrvai ere Ji cle dinensiuni el men.
CONTRAINDICATII
Ik Brueste indicat pentru utilizare la preneturi (<1.500g) sau la persoarele
SRifickrt hepetic! senmificativi.
(OMPLICATIIPOSIBILE
(Miicrlepcsilileindud, dar nuisunt limitate la
* Hnaam
* TroMomarterial!.
« Bainteisdieics datorate migr!rii enrbolusului, vesospesm troboz!.
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Blocareacateterului.

Ruperea cateterului.

Mgrarea dispozitivului - deplasarea modelului.

Acddente hemoragice: ruptur! - perforatle vescular!.

Mbxdi(ictrile hennodinarmice induse de enbolizare pot avea drept rezuitat
conplicatii henoragice.

Qonplicatil hemoragioe legate de Incercarile de a retrage cateterul blocal
Aoeste conplicatii ischermke sau henoragjice pot avea drept rezultat ciferite
dehdte functionale neurologice  chiar decesul.

AVERTISMENTE

DinGuza posibilit!i)i formerii uni arceledtric cutantalul metalicdin
meterialul Oy LES trebuie evitat! utilizarea dispazitivelor monopolare ce
electroGuterizare penblu rezec’Va chirurgiGi! a nelfomsiiilor arteriovencese
saua hstuleior arteriovencese ebolizate cu Qnyx* LES Disperitivele bipolare
trebuie utilizate cuatertie.

Aoest dispaitiveste livit STERL, exdlsiv pentru unic! utilizare. NulMreprocesafi
i nuil resterilizaii. Reprocesarea. - resterilizarea nerescrisoul dee infeciie pentru
pecient - de compromiterea fundiion!rii dispazitivului.

Penru injectarea, CMEO Oy LESfolosit nurmsi seringile Oy LES B
posthil G alte seringi sa nu fie conpetibile cu DVBO
Folositi numei nricrocatetere ev3 competibile cu OMBO Este posibil caalte
microcatetere s! nu fie conpatibile cu CMBQ iar utilizarea ior poate avea
drept rezuiltat evenimente tromboerrbolice datorate degrad!rii Geeterului.
Tire" intotdeauna seame de potenfiaiul de interac™une d Qnyx* LESau
alti agenli deebolizare, cumar fi ciancecrilatii, spiralele cuacoperire,
particulele "/sausfereie de ebolizare.
Efectuarea emboiiz!rii Invederea oduziei veselor de s!nge este o procedur!
de mere rise Procecratrebuie efeauiat! decltre un specialistcu pregitire
corespurzatoare In dorreniul intervertfiilor neurovescuiare sau periferice o
cunoatere tenreinic! a patologiei care setrateaz!, atehnicilorangiograhee §i
emhoiiz!rii superseiective.
Anatomia vascular! a pacientului trebuie s! se preteze laamplasarea v!rfuiui
microGteterului intr-un loc pozi®ionat distal fa|! de ramurile arteriale Gre ar
putea alimenta un nerv cranian.
Trebie luat! in considerare utilizarea concomitent! a unei spirale dac!
angiografiaarat! c! drengjul venosal elfonretiei arteriovencese apare
gprogpe simulitan au opecifierea arterial!.
Dec! conectorul lueral microGeeterului vinein contact ucrice cantitate de
soiufiesalin!, s'nge saul substantf! de contrast se poate procuce solicificarea
premeturlaOnyx*LES.
Neamestecarea continu! a Qyx* LESpe durata detinp necesar! poete avea
drept rezultat o suspensie de tantal necorespunz!toere, ceea ceduce lao
\izielizare uorosoopic! necorespunztoare Intinpul administririi. Injectati
Onyx" LESimediat dup! amesterare. Dec! seinttrzie injectarea Onyx'" LES
se poate procuce sedimentarea tantalului In sering!, avind drept rezultat o
vizuelizare proast! a QX LESIntinpul injectarii.
Utilizarea adgptorului pentru interfafasering! OnyX'* LES-cateter va recLe
spefil rort indicat pe eticheta icroGieteruli. Nerespeciarea misurilor
corespunz!toere poate aveadrept rezuiltat ebolizarea neinteniionat!.
Corsuitafi instrucfjunile e Utilizare ale aceptorului pentruinterfafa sering!
Onyx-Greter pentru olist! a microcateterelor conpatibile ji inforefii
privindspatiul mort
La injectarea O’M(*LBvizualizareaIlucrcscopic! trebuie s! scoat! in evident!
O'M(*LSdeplas!ndu»se prin lumenul Gteterului Serecomand! obtinerea imaginii
fluoroscopice Inainte de a atinge minimumul spatiului mort cateter + adaptor pentru

avizuaiiza materialul de embolizare inainte ca el s! ias! prin vIrful cateterului.
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Perttru injectarea Onyx* LESru folositi dec!t presiuneaexercitat! cu degetui
mere. Folosirea palimei pentru a produce avansarea pistonwiui poate avea
drept rezultat ruperea Gteterului din caLza presiunii ecesive Ing 2 de
odwziure a cateterului.

Injectali QyxX"* LES) DVBOla un debit lent p constant, are $! nu
dep!”easc! 03 ml/minut Sudile pe animele au ar'tat ¢! oinjectare rapid! a
DOVBOIn vescularizane poate duice la vesospesm $l/sauangiioneaoza,

Nu permite”i refluxul a mai mult de 1 cm de Onyx*™ liSinapoi peste varful
Gteterului. Angioarhitectura, vasospasmul, refluxul excesivde Onyx sau
timpul de injectare preiungit pot avea drept rezultat retragerea dihcil! a
cateterului  bloGrea Gteterului. Utilizarea unei forje excesive pentru
retragerea unui Gteter bloGt poate produce o hemoragieintracraniana
serioas!. Efectele pe termen lung ate unui cateter biocat lasattn corpul
pacientului nu sunt cunoscute, dar ar putea include formarea de cheaguri,
infeclia sau migrarea Gteterului

NUlIntrerupefi injectaren Oy LEST muiltde dou! minute Ineinte de
reinjectare. Se poate proct.ce solicifiarea Oy LESlaverful cateterul,
avand drept rezultat ocluziunea cateterului, iar utilizarea unei presiuni
excesive pentru a elibera cateterul poate aveadrept rezultat ruperea
cateterului.

Intimpul administririi Qyx* LEStrebuie menfinut! ovizuelizare
fluoroscopic! corespunzatoare, Ing - contrar putSndurse procuce
embolizarea unui ves dk s!nge care nu constituie finta prooeckrii. Dec! s
pierde vizwelizarea th arice moment al proceduii de enrbolizare, PRI
administrarea QnyxX* LESp!na la reluerea vizuelizarii corespunz!toare. Testele
auar'tat ¢! se pot prodlice suprapresUrizarea i ruperea dac! seinjecteaz!
0,05 m Qyx*LESs nuse vizuelizeaz! iepreaacestuia prinverful Geeterului.
Rezisteni! crescut! lainjectarea OnyxX"* LES- Qqrifi injectarea. N Inoercati

s eliberat sau1$! invinget rezistenfa prinaplicarea unei presiuri e injectare
aescute. Dec! seint!mpl! acest lucry, stabile Guza rezistenlei (de exenplu,
ocluziunea Qyx”” LESIn lurvenul cateterului) — inlocuiti cateterul. Utilizarea
wnei presiuni excesive poete avea drept rezultat ruperea cateterului
embolizarea unor zore reavuite Inveckre.

Dup! utilizarea unuii Geter cu QyxX* LES nu IncerGii s! elibera
microcateterul sau ! injectati reun meterial prinel. Incerclrile dea elibera
cateterul pot conduce laerbolus sau enbolizarea unei zore neawute in
Vvedkre.

Dec! Qyx* LESieseln afera speliului vesoular, a” cumse poete Int!nrpla
dac! peretele vascular este conpromis, se poate produceun rspuns
inflametor subacut lameterial

PRECAUTII

Cortrolafi abelajul produsului inainte de utilizare. Nuutiliza(i produsul dac!
beriera sterila este deschis! saudeteriorat!.

Uilizafi procsul Ininte de data expirlrii.

Inainte de a utiliza Qnyx™” LES parcurcefi at!t inshiictiunile de utilizare ale
cateterului, ¢!t aleadgptorului pentru inter/I!.

Cortrolafi G atat Gteterele, cat - aoesoriile utilizate in contact direct cu
polimerul Onyx* LESs! de curate - conpetibile cuneterialul ~ nudeclan’az!
predpitarea sau se degradeaz! la contact Corsuitafi sedjiunile respective,
Avertismente  Instrucfiuni de utilizare.

Dec! nu seateapt! cateva secunde pentru retragerea microcateterului dup!

injectarea Onyx* LB, se poate produce fragmentarea Qnyx* LESinvese de
s!nge Gre nu constituiefinta procedii.



PRECAUTII

Oretiagere dfidlS a catetenilul sau bbcareaacestuia poate fi cauzata de unul
saunai muei cin umretorii ctor;

TinpIndelunggt de cateterizare

> AngloarhltectrS melformretiearteriovencesa foerte distaia alimentata

de peckuli aferent alungiti, mid sau cutortuozita’.

o \VesoyEm

o Rl

*  Tinpul de injectare

Rertrua redLice risou blocarii cateterului, selectan cuatenfie amplasamentul
cateterului fi gestionati refluxud pentrua minimiza factorii prezenta( mei sus.

Refludd Oy~ LESde-a lungul varfului distal al rricrocateterulu: In pius LLI
cerisa conplicattilor ischerrice datorate enbolizarii neintenonete, reflucl
semificativpoeteavea drept rezultat blocarea microcateterului, duc™nd lao
retragerecificia. Cantitatea de refluxacceptabil2 trebuie intotdeauna raportatA
laangicerhitecturarretfornrefiel, in soopul rrinirrizarii embolizAvii neintenfionate
suretraggrii ditiileaateteruiui. In general, rinirmiza|i refluxul tanei pufin e
< arok-alungul vAfului distal al rricrocateterului. To: ceilalti ~ctori pot afecta
aoeeet! limiti
«  Dxaretragereacateterului se dovecefte afi dfialS umetoereatehnica\s
poatefideajutor
Tragefi ufor de cateter pentrua evalua arice rezisten™ la retragere.
QxSsesinte rezisten|3, iniatura orice.joc'in cateter.
Aplicati otracfiune ufoerSa cateterului (gproxietiv 34 cmde
distanfS e cateter).
Menilnefi aceasti tractiune pentru cateva secunde apoi elibera)!.
Bvaluatractiunea asupra vasulul pentrua mininriza risod ce
hemoragie.
Procesul poate i repetat intemrtent pAS cand cateterul este retres.
Lautillzarea microcateterelor ev3, nuexercitafi i nrult de 20am
detractiune asupra uteterului, pentrua nrininiza risod de seperare
acateterului.
*  Pentrucateterele blocate:
Inanurite situefii dinice diticile, este de preferat sSee lase
Gteterul flotantin sisterrul vescular pentrua ruriscaorupture a
urei melformetil fi In consechfS provocarea unei herroregll, prin
exercitarea unei tracfiuni prea merl asupra cateterului blocat
Aceasta se poate realiza prinintinderea cateterului fi tAiereatijei In
punctui de acoes vescular permrifand cateterului SA\STASinarter
Inazul in care uteterul se rupein tinpul retragerii sale, poate avea
loc migrarea distal Asaul inf3furarea acestuia.
Trebwie luatS in consiceerare orezecfie diirurgical Sin aceeefi zi pentru
arminimizarisoul detromhozA
DEPOZITARE
Depriteti Oy LESi DVBOla terrperaturi cuprinse intre -20+fi 56@CIneinte de
uilizare, enfinefi termperatura produsului intre 19°i 24°C Deod produsul ingheafS
dincaza eqpunerii latermperaturi nai srizute, dezghefaii-| latemperatura canerei
ireintec ilizzre.

INSTRUCTIUNIDE UTILIZARE

1 Amestecafi Onyx* LEStinp de cdl pulin 20 rrinute Intr-un mixer Onyx* LES
lapoziTias . Continual! amestecarea penS cesunteti gata pentru injectarea.
Qyx*LESconformauetapa 7.

‘Strilific Inostries Genie 2, Mbal N(s). 120vS-0240,240V S-0251, Mial
Atecrert No QA0570-010
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2 Qonfimri anplasarea microcateterului prininjectarea substanjei de contrast

conformeu protocolul instituliel dhs.

3 Catill substanfade contrast din racordul microcateterului cu 20 m solufie

salinl liss|i seringg conectatA

Unplereaspaliului mort al cateterului: aspirali aproxinretiv0,8 m DVEO
steril ev3intr-o seringS sterilS ce 1l Onyx* LES Injectali DVBOIn
microcatetenil de administrareintr-un volumsufident pentru a umple spefiul
mortal cateterului. Consuitali eticheta cateterului de adkministrare pentru
volurrulspeliului mort

5 Launplereaseringii cu Onyx' LES aspird|i goroxinetiv 1,1 mOmyx* LES

astfel incSt cpull pistonului sAfie dincolode gracktia de + m de pe rezenvord
seringji.

INOTA Acest volumsuplimentar de Onyx* LESvafi utilizat pentrua uple
(anorsa) adgptorul pentru interfafa.

Atafa|l laseringa adaptorul pertruinter”|.

Injectafi Onyx* LESprinadgptorul pentru inter”fa pana ce capetui distal
a pistonului este laacelafi nivel cu liniagradgliei de : m de pe rezenvord
seringjii.

Qrice exces de Onyx* LESde pe varful adeptorului pentru inter’fa seva
fterge cuo capAcuratl, fSSparticule uscate.

Sooatelj seringa pentru DVBOdin cateter, unpleli-o peste capaditate fi
pAlafi racorcul Iuer cu restui de CVBD

10 Conedtafi imediat strAms seringa Onyx* LESlaracordl ricrocateterului,

aslgrAdn3cSu exstAaer intubulatur” intinpul conectarii.

1 Injectati Onyx* LESpentrua dezlooui OMBQ Re beza praticii dinice, se

recormend§ ca Qyx* LES2 fie injectat la un debit constant de 0,16 ml/minut
(025 my/90 secundk). Nudepafifi 0,3 mi/minut

AVERTISMENTE

Neamestearea continue a Ornyx* LESpe durata detinmp necesard (20minute)
pote avea drept rezultat 0vlzellzare fluorasoopic™ necorespunztoare in
timpul adrrinistilrii.

Injectafi Onyx* LESinrediat dupS amestecare. Sepoate produce sedimentarea
tantalului Inseringg, avand drept rezuiltat ovizuallzare proasti a Onyx* LESin
timpul injectSii.

Pertru injectarea Onyx* LESfolosifi numei presiunea exerditat] cudegetui mere.
Folosirea palimei pentrua prodLice avansarea pistonului poate aveadrept rezultat
ruperea cateterului din Guza presiunii excesive in caz de ocluziune acateterului.
Quifi injectarea dac™ Qnyx* LESnu este vizuallzat efind din AU Geeterului.
DrcAse astupa ateterul, se poate produce o presiune excesiv Intinpul
injectAxii QyX™LES controlati continuu c3iese Qnyx* LESprinvaful
Greterului. Testeleaiaratat &; se pot prodlice suprapresurizarea fi ruperea
dacase injecteaza 0,06 m Onyx* LESHi nuse vizuaiizeezs iefirea acestuia prin
varfui cateterului.

Qnifi injectarea dadii sesintte orezistenfi aescuta laseringl Forfade injectare
aresoutSpoate fi dtoratS oduziunii Greterului. Gontinuerea injectSii intr-un
cateter ociuzionat va avea drept rezultat ruperea cateterului.

Nuintrerupefi injectarea Onyx LESai it ce doue minute Inainte de
reinjectare. Sepoate produce solidifiarea Qryx* LESlavarful cateterului, avand
drept rezultat ocluziunea uteterului, iar utilizarea unei presiuni excesive pentru
aeliberaateterul poate aveadrept rezultat ruperea ateterului.
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AVERTISMENTE

Qpifl injectarea daca se abserva odiilatare anomreiSa diametrului
microateterului. Qreftereadianmetrului microcateterului poateavea a
semnifalie unateter blocat Qrefterea dianmetrului microcateterului poatefi cel
mei bine stabilita prin, fiuoroscople cu dubla incident cu megnifrcare grosiera™
sau printr-o procedire de,artografiere”, examinSnd cea nai mere secfiune
posibilj a miaocateteruiui.

Intinpul adinistrarii Onyx* LEStrebuie nenfinut2 ovizuaFzare fiuoroscopica
corespunz’toare, Inaz contrar putindu-se procuce erbolizarea unui vas de
sange are nuconstituietinta procedurii. Dacse pierde vizualizareain orice
moment al prooecdrii de ebolizare, CPRYjl administrarea Onyx* LESpanl la
reluareavizalizSii corespurzStoare.

12 Decaeste necesarSoa doua seringj Onyx* LESpentruoerrbolizare, nu
scoatefi adaptorul dinateter. G ndeste gata noua seringa Oryx* LES pur fi
simplu sooetefi seringe goala cin capital proxinel al adaptorului fi conectafi
noua seringa laadgptor.

13 Latenminarea injectarii Oryx* LES afteptati cateva secLnce, aspirafi
ufor prinseringl, iar apoi tragefi ufor de cateter pentru asepara nocelul
OW* IS

Unretoareatebnici este otehnici opfionall de retragere a cateterului;

laterminareainjectarii Onyx* LES afteptati cateva secunde fi apoi aspireti
ufor.

*  Inllturaii intregjooul cateterului aplicind cateterului otrac’iune ce cifiva
centinetri pentrua creao ufoarl tensiune insistenul cateterului.

*  yinei strans cateterul fi apoi tragefi-1 folosind o mifare rapicii cin
incheietura mlinii (cke ladreapta lastanga) de 10 - 15 ampentrua sooate
cateterul cin nodelul Onyx* LES
NOTA Nueste necesar sasetragi cateterul ai muitde 20am

NOTA Aceasta tehnica nu a fost autorizata pentru cateterele Reber.



MraookA
b3aHus 3a ynoTpeba

LoembonmsunpalLa cuctema Onyx'™*

MYHE
HIORHCHYRTETTEO (Ha GAYL) Orpatiasa mpqrpiara Ha Toea
RM AU O-epexzpHe Haerep.
/B3 42> VBNOBEA CAVD OT/IeKav C 1000 pesivpare 38
LLITE MV MEPKY TeHHTE: VHTEPBEHLYOKH MPOLEIY

{5 erpgxe/BEHTE-EMENVOO/VBVDALL| MPEMBpaT, CECTORLLIce oT EBA
«@KUKEKOOTT KONV, pesTeopeH B MO (yveTvn cyronevd),
evavpa MVIKOOH/BYDBH TaHTA 0B MPEX, OOVTy[ABALLL KOHTPECT 38

ayRyEsdnyopocorkL TesHara evoorvevpaLLR cviaeva Qnyx (IES™)
NEHQorL5m draroH Qyx* LES 1,5 m dyaxoH MO age 1 crpvHLoe
| viwrHecOnp* LESepHa 1 crpvHupeia ¢ IMBQ Moo KaTeTHD 38
1 $cmt, ceavecTmMc AMBO(IVETN CyTiOKEVD), KOIATO € MPepHesHaHEH 38
[ PEGRBCHIPESTE H HEpBHATR CVICTENVE, G2 VBN 33 J0CTH 0 MAAOoTO Ha
ALLWA AITTEpbI3a VHTE(B/CCVHLIOBKE-KaTeTHD Qnyx™* LES KoiATo
[ vivesa OO € PO HATENHA MPVHLIEXHOR KbM cveTevEma Qnyx* LES

Bb3MOXHW YCNOXHEHNA
BG BEIVOHHTE YCTOHHEH/R BKTHC-EAT, HO HE CEOMBHVMEBAT D,

Xeverom

Aprepverta Tpovooza.

Vo@wHH CHOVA BCrgaBUE HR MATPELYS Ha evioar, Ba3OCTIaS bV
TpovGoza.

3aK/eLLBAHE HA KaTETHA.

Pyrmya HaaeTEe.

MATBLYA HR YCTPOVCTBOTO V1 pasMeaBaHe HaOT/VBIETa.
XENDDAIVHHA VHLWRHIVE 81083 [YTTYPA - MEOpaLys.

XeMOparVHHAYCIOKHEH/R, CBHI3aH/ COMMITVA3a 0CBOOCMKTIpBAHE HR
3KLLEH KATETH.

TesMVOEMHHA W XENDPBIVHHA YT/ CHHEH/R NOFAT i3, 0BELIAT/IO
PEVHM (yHKLYOHBMHA KEBPOMOMVHHA JEVLIATV VI BE3VOXHR OVT.

MPEAYNPEXAEHNA

I"bpay BE3VOKHOTO 06Pa3VHE HA&MEKTPHHECKA Tbra C TaHTa/OBYF NETaN
B vemeviara Ha QnyX* LES Tprtea fia e VBGArea ynoTpeGara Ha yCTpoicTea
38 MOHOMNO/HPHA &/EKTOKAY TEVBALIYA 33 XVDypIvHHA peserLim Ha ABVI
WV Ha 3pTEVIOBEHOBHA dCTyrv, enbarvavparn ¢ Qnyx* LES Bmorspi

YCTpoViaga TpA0Ba A Ce VBNIO/BEAT C/I0BVLLEHO BH/VEHVE.

TeaycTpoiicTeo ce focTaen CTER/THDcamo 3a giHOKpaTHa yroTpeta. H
YroTpeGRBalATe M He aepVnVBVpalATe NOBTOpHO. MberopHaTaynoTpea v
3EPVVBALIA YBE/V-eBaT PG OT VHIEKLYF He MBLYEHTA M HpyLLBEAT

w)plBawa VHTER(E/C VX CrvHLIBKaTa 38 A0cTaBsHe Ha QnyX* LESu
1 Brrbpa BOCTAEHE.

MPYHTHA PABOTA

(I 1E= ceppCraes 4pes Mkpo kaeT B ABVINGA dTyopocor i/ KOHTON
Wurer MO0 pesripheKBa B KBBTA M VHTECTVLYBHATE TeUHOaM,
[Nt MpeLyTvTaLY R Ha EBAKONOAVERA M CyOEHIVPBHA
LLTaRB 068, KOXEPEHTEH envban. Qrnyx™ LESHesabaBHO 0GpesyBa KopvHika vt
SFYIFEAHETO R MOPVVEDHV eNI00N OTBEH HBBBTIE, /KA Ce MPVZBYDIEA M0
|LLIHO BCyp. Mete OnyX* LESe HeaixevBeH, MO KaTETHIBT MOYe [
JCTEVHAMSIA0, JIOKATO B VBBLLLBAT GeBH 11 KOHTPOVIDBHA VIHEKTVDBH/F.
TMONPedVA CTEIEVBVBALYATA MOXE 1A C2 VBBHPLLY C MVKDO KaTETHE HR.
+CTO, KCETOOBBOFEA HE./EKaA 1A BB N HATENH/ VEMEKLVM TPe3
QUMM KETETHD, 8O € HEOGXOYVD.

TMOKA3AHIA 3A MPUJTOXXEHWE
EHrHsaLyR HNE3/M B MEVIEHATE CHIOBE VICHIPBETE Ha HEPBHETA CHIaeMA,
KLLDH/ATES HOBTERV0-BEHCBHA MBICIOPVELYM W XVTERBACKYTBHA TYMDDI.

KAKCEPE/TATA
Qjix“IESce rpenyera BTvekapCTBeH diopvm, Onyx*1s LES(: %EBA),
Oyx-3LESEFEBA MOy 34 LES( % EBA;
o Oyx*18LESVOnyX"-20 LES MpenopbHea 0e, KOraToLLE G2 H3BLDLLEA
VEpHEKTVBHE B 38XPBHBALLDTO KpaLe B GvsocT Ao dokyca.
o OnyxX*34LES Mpenopb-ea 62 3a eVOVZALYA MV MO-OAMEH KILBOTOK 1
HRMO-TOEMA KOMTIOHEHTV CAVCTYIA
MPOTBOMOKA3AHMA
QX LESHee MpefHasHe+eH 32 YIOTPEGA IV HYZIDHOCEHA HOBOOZEHA
(<1500 I MLA CEC3HBHVIMO YBPEXIAHE HA YEpHQPOGHATE (yHUM
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(yHKLYIOH/PBHETO HAYCTPOVCTEOTO.

VBnormesiiTe cavo Qnyx* LEScrivHLpBiuTe 3a kbiekTvpare Ha MOOU
Qyx” LES [hymapvHLOBKV MOXE Jig He caaBMecTvMm ¢IMBQ
V/BnareaifTe cavo cravecTVvM ¢ IMBOMAKDO KaTeTpv Ha ev3 [y
MV KBTETIV MOXE 1A HE G2 aBMeCTVMM CIMBOV VBNO/BBAHETO VM
MOXE [1 40BE/1E A0 TPOMOOVBONVHHY CHOVTVA BCMELCTBY/E HA RIIOLLEBAHE
HB KBHECTBOTO He KATETHDE.

BAamnveliTe npempya Bb3MOxXHoCTa QnyX* LES7a BsavivopelicTea
CAPYV eVGO/VB/DALLY MEMBQETV, HID. LYBHORKOWTEI, DK
CVPEM, SECTALM W eveoTVBVpPaLLY afEn

CHPBETE Ha HEPBHETA CYaEMa M MEVIIEpHUTE CHI0BE, KaKTO 10600
NOBHABAHE HA MATONONVATa, KOATO LLE Gyie NiekyBaHa, aHVOmedick/Te
TEXH/AKU VICYTENCETEKTVBHATA eVOO/VBaLY .
AHVI0BHETOMVFTA Ha MBLYeHTa TAGBA, 3 MOME 1A e MORTVFB Ype3
MOCTaBSHE H BLOXA HALMVIKDO KATETHA B MS180, KDETO € [/CTa/HO Cripavd
3TEQVE/H/TE K7IOHOBE, KOHTO MOFaT /1A 33XPeHBAT HEPerHO-MOBLHEH HepB.
AOaHVOMPaVFTa MoKassa, Ue BEHOBHIAT fpeHaxk Ha ABVIBIeXma
TOHTV €HOBPENMEHEHCAPTEVANHATA OMBLIGLYR, Torbsa fa ;e
OOV VBNONBBAHE Ha IO HTE/HA CTVDBrB.

TpexnespeverHo BTBLAEaHE Ha QX LESNOME A ce Ny A, alo
1yep HAKPAVH/KET HRMVIKO KATETHA. IV, KOHTBKT CHVBAQMO/HeH
PeSTBOp, KILB W KOHTPECT B KBKBOTO W13 G0 KOYVHECTEO.

A0QyX* LESHe e pasviecea HENPeKLCHATO 32 HEOGXOZYVINO BPeve,
MOHE [ G2 MOy HELOCTATHHHO CYCTeHIYBHE HaLTaHTarg, KOETO/
0BRIE [0 HETIOCTTLHHA (YYOPOCXONTHA BY/BYB/VEALY TDBPEVE Ha
JocraesHe. Vkvexnpalite QnyX* LESHENOCpenCTBeHO CIef PesVECBAHe.
Ao mdrexTvpaHeTo Ha QnyX* LESce 3a6aBY, YTasBaHETO HATHTrR MOHE
2 02 MY B PAVKUITE Ha CrYVHLIDBKETS, B0 0LLE B/ByaI VBAL YA
HQy* LESroBpeve HaHEKTVaHE.
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MhoTpetara Ha aEprTepa 3a VHTERHEIC My CVHLDBKATA U KaTETHR
Qnyx* LESLLE HAMB/ HOVVHE/HOTO MBITBO MPOCTPaHABO H MVKIO
KameThPe. A He 02 OCTBSTT CEOTBETH/TE TONEpBHCOV, TOBA MOME 13 [I0BefiE
[0 HeBOMHA eVOOIVBAL.

Bxre YiasaH/mTa 3a yroTpeta Ha giarepa 3a VHTERde/c Mexay
CrPVHLPBIA V1 KATETH) QX 38 CTIMAK HA CEBVECTVMA MVKDO KATETIN 1
VHJOPVELYA 32 MbITBO MPOCTPBHCTEO.

Koraro vtexmvpare Qnyx* LES npemyHesareTo Ha Qryx* LESTpes mynvera.

He KaTETHPA TRA0BA A Ce BV Hpes (yOpockonoka BYBYa/ VBaLYA.
TMpenopb-UTerHO € i3 e MOy ryOpOCKONCKD VBOGPBXEHVE MPe
[I0CLLI-AHETO He MVKVIVBTHOTO ME{TBO MPOCTBHCTEO He KATETED + AMTepC
L/ B/BY/VBALYR He eMOOMVBVIDALLY VBITEVN MPELy VRVBAHETO My OT BEDX@
Ha KaTeapa.

VBrormeaifTegmo HATVCKCNPba 32 vibiexTvpaHe Ha QnyxX* LES
V/BrIOBEAHETO HaJYBHTa Ha bKaTasa MovIR/bKEaHe Ha By TanoTo Mose:
{FRAIOBE/E 0 PYTTYPA H KATETH8 MOPGIY MPEKAEHO B/COKO HATFTaHE B
/Y HB. OKIY3V/A HB KATETHR.
Vivrexvparite Qnyx* LESw/QMBOCGaBHa, Moa0sHHA CKOpoa,
HerpesLLEBaLLR 0,3 T(/MHyTa. Moy BakvA MVHBOTHA Ca NokesarA,
U GL10TO ViHbiexTVpaHe Ha [IMOOB CHBaTa C/CTEVE MONE 1A 0BEIE
10 Ba3OCTIBBHM WV 8HIVIOHeKpOsa.

He ocragsiiTe noseve or 1emQnyx* LESya G2 BbLLR 0GpAaTHO MPes
BHOXa Ha kaeThpa. Cyipeaa CTRYKTYpe, Ba3OCTIBBVMTE, MPEKOVEPHOTO
BbLLHe HA CryX WV MPOIWDK/TEHOTO BPENVE He VHHEKTVeHE NoraT [
[I0BEMAT/IO 3ATPY/IHEH/H B VBBA(IAHETO He KATETHPA M/D 38KELLRaHE H
KameTHpa. MpVBraHeTO Ha MOEKOVEPHR, C/R 33 VBBEDKTAHE H KATETHA:
MOME 1A MVHVH/ 0SVI0BHR VHTPBKDBH/BTHA XEMOPar /A, [ TOcpo-HATe
KT OT 3aKNeLLBaHe Ha KATETH, KOVTO 02 OCTaeV! B MELYEHTS, G
HevBBECTHA, HO MOTEHLY8/HO Gixa MO g BKTHOHBAT 00y BaHe Ha
CHEVIDELIA, VHIRKLYR WV MATPEL Ha KTETEDR.

HENpexecaaliTe vdtexT/paHeTo Ha OnyX* LES3a noseve T ige MHYTM
TPELV i3 VHEKTVATE OTHOBO. BESVKHO €13 Ce MOy BTBH)EfBaHE
Ha Oy LESHa B> Ha KaTeTH8, KOETO /1R 10BE/IE /10 38yl Bare:

B KATETH{8, & VBIO/BBAHETO HA MPEKAVIEH HATVCK 32 MPOUVaBaHe Ha
KaTeTHPR MOXE 3 MVH/H/ Py TTyPA Ha KaTETHB.

IbBpewe Ha focTagsHeTO Ha Qryx* LESTIAGEA A Ge o, oGa
(ryOpoCKONOHa BY/BYRIVBALY, B IDOTVEEH CTY-B/i MO IR ce A
eVOOVBALY HAC, PeaVHeH OT HerBH/R. A0 ce3aryon B/RyarH/A
KOHTPQM B KOVTO 1133, G710 MOVEHT MO Bpevee Ha MPOLEZypeTa Ha
evbonveaLys, 3APHRIE focTaesHeTo Ha QnyX * LES 10 BE3CTRHOBBAHETO
HAQpKBATHATA BYBYR/VBaLY . TECTEAHETOE MOKEBA/N0, U MPEKaNEHD
BYICOKO HaysiraHe M pyrTypa MOra/a e MOy, ako ce vkdiexvpa 0,05 m
Qny* LESW He (e BYBYa/I/Byppa VB/VBAHETO My OT BHXa H KaTETHA.
MoaLLEHO ArPOTVIB/EHVE CTPAMO VEMKEKTVPAHETO HA QnyX ¥ LES

- Qere MteKTVaHETO. He MpaseTe av3a MPOHVCTBaHE N
MPeqO/FBaHe HA. CHPOTVBNEHVETO Y0e3 MOWBraHe He MOBALLEHO
HarAraHe HaVHEKTVDEHE. AXOCe Ty TOBR, OPRIEETE MVM/HETA
3a.arPOTVIBNEHVETO (HarpVviep kY3 oT QyX* LESB nyvera Ha
KaTeTH8) VMOZMEKETE KaTeTHDa. I/BNOrBeaHeTO Ha MPBKATEHO BVCOKO
HarAraHe MO 13, ZI0Be/ie /10 PyITypa Ha KaTeTHPe M evBorvizaL s Ha
30HV, PE3/VHAV OTHETBHAT3,
CefvBroBBEAHETO H MVKPO KaTeTH COnyX* LES He npaseTe orvim

1A MPO-VCTBATE MVKO KATETHDA WA/1A VHEKTVDETE KBKEBTO MR
6/1n0 Vamepvian Mpes Hero. Qv 3a MPOHYCTBAHE HaL KaTETHa Moralr g
/APBE/IAT /1D 0GPeBYBaHE HA BVEOT 10 eVOO/VEALY HA 306, PERTVHH
OTEMBHATA

A0 QyX* LESIRNese VBBBH CHIPBOTO MPOCTPBHCTEO, KakTo /MO0
1A CE /Y4, 3KO CHIDBATA CTEHA.E HEPYLLEHA, € BB3VIOKHO [/ B MTYAM
MOAOCTH B3ME/MTENEH OTTOBOP KbM VETEVEVE.



XHU MEPKN

ii QTRIEAROMBKOBKETA HA MPOEYKTa. HE VBrarBealiTe, ako
ECHIBEOTEOIEHR WV NOBPREHA.
RIKBITy oK@ HAQHOCT.

IxyLLA/ATa3AYOTPE0A KBKTO Ha KATETHDe, Taka MHa aJprTepa
MmemmveroBeare Qe LES

72,4 IGEIVRIDMHHATETHATE MVHEYIXHOCTI, VBIOBEaHA
EraraoMEBOYX*LESa WLTMCHBVECTAVA C VETED/AR
VKEETTELYTVTBLYA 7V BIOLLBBAHE HALKHECTBOTO MY IV
BARBOTEETHATR PeRZE M [Pery TP/ YiesaHR 38
1akb

| bcaro-Br@THOTKO CeKyHI13a VBTENTFRHE HA MATGD KaTETHPA CTBYL
| rOWIES vorem ey dpanverTaysva Oy LES
KBS VHAOTTArETHATE.

1 |LIKHO VEERH(CRHE HRKATETEDR WV 3BKTELLBAHE H KATETEDA MONE [
s A-00TEY/H WVINOBEY. OT CTEHTE (IBKTODV,
o [HTOREVEHR KETETEVBALY A
* GHEERCIT)KIY{E; MHORO/1I0a1Ka 3ITef)VI0BeHO3HA VEVTODVELYS,
% HERHOTAUEPEHTHA, YT HEHV, NETKA WUTODTYOSHA TEZVKYT
EEROTEBHV

Refiyic
* HEVBE/HIEKVEBE

[vIveaHe HRpAOR.OT 38KTELLBAHE H KATET 8, BHYIVBITETHO MaabepeTe
/YVMOTDHEH/ETO HRKATETHOR W KOHTPOrVpeiiTe pedryiea, 3a 4 CeefeTe 10
WLLYMABKITATE, VBOPOEH/ NO-Tope.

Kt YaOryx* LESTpes ynariHys BbX H MAKJO kaeTe: QtBeH pVcKoeeTe

[HBVHHIYCOHEH/A BUTELICTBYE H HOKETBHA eVOOTV/BALY, 3HR-UTETH/AT
; [Goi{vDIRMMAVHIZAKTEL EAHE H MAKDO KATETEDR, BOTEVKA O TRYHO

VLLEa-e H/EOTOHR peIykC, KOSTO MOXE A Ce MVENVE, TRRGER BYHAI

[TE00EeHFERCAHTV A XUITEKTOH/KATA HR VBV CIOPIVELY/FTR, 33 /1A GB Ceefe

[BHMW/O@32 HOHETBHR EVOOVBALY S W TRYHO VBBRM(IAHE H

BTpa. Kaorpean ceeseTe pedyykea o No-Verko 0T Lan Mo AviaantHins

ipuraMAD KaTETHE. Bk 0y TV (BKTOPV MOFaT g MOB/VEAT BHXY ToB

Idrnee

*  AOCPELLHETETDYIHOCTVIC VBBKIRHETO HaKATETL08, C/EHaTa TexHA@

VOAEIROHEOTTONE,

BHAVETETHOVBTEITETE KATETHP8, 33 1A OLEHATE BHO
CHTOTVBEH/E 32 VBBKTIRHETO.
/AOCEyCRLLA CHPOTVREH/E, OTCTPAHETE BCAKaKBO “HarbeaHe™
TDIITETER
BHVETETHO MVNOHETe TPaKLYH BHIXY KaTeTHDA (MvGVBUTETHO
34 ampesTbBaHe Ha KaTETHDR).
3LKIe Tas TPaKLYA 38 HKOTKO CBRyHIW VIOTTNCHETE.
T PeLprETe roAEraHe HaTRBKLYR BOXY CHIDBETE, 33,1 CRRJEETe /D
MHNWM VO OT KIEBOVBIVE,
1o3MPOLIEC MO 33 8 MOBTEA MEVOIVHHO, ZIOKATO CRVBTENT
KaETHB.
KorarovBnameaTe MAKJO KaTeTIV Haeva, He MoWBraliTe TRakLYA
noeese 0T 20 MBLXy KATETH0B, 33 [ CBEZETE 0 MAH/AMYM /i@
OTOT/R/¥He HA KATETHOR.

* BB KETETN
IMHAONTRYIHA KIVHAHHA OVITYELWM VOYE [1R CE Okeie
N(//1'e30rBCHO R 02 OCTaBM KATETB CHACOHBaHe OT MoTOKA B
CHIPEATA CVaeMa, OTKONKOTO/1 GE MOBVE VCKOT Py MTypa Ha
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MB/THOPVBLISTA MCHOTBETHO KILBOVB/VE, Ypes MveraHe Ha
TBHE FOFAVALTRBKLYA BHIXY 33KTELLEK KATETH).

Teeace MocTvIra Hpes pesTATaHE Ha KATETHA 1 MPepsi3BaHe Ha OCTa
B G/VBOCT 10 TOHKATA H I0CTH1 B CHIOBATA C/CTEVE, OCTaR A
KaTETH)A B APTE/ATA.
AOKaTETHILT 02 C-yM MO BPeNE HAVBBKTIAHE, MOHe A G
MOV YCTarHa MATDELYS WV CTVDETIOBHO YCYKEAHE H
KaTETHR,

TiprGea 1A Ce MPELIEHA VBBLLLBAHE HA XVDYPI/HHA PESEKLA B
CHLLYA EH, 33 /1A 02 MVHAVVB/R, [VCKa OT TROMG03A.

CbXPAHEHWE

Crxparrealite Qriyx* LESuIMBOMexay -20° nSBRCT pemy yroTpeta
NOHHIATE TEMNEPETYPATa Ha MpgayKTa Moy 191 24C Ao rpaayxrsT
3aMPL3HE NOPAY! VRMBraHE He MO-H/CKA TEMTIERATY IV, pasvpaseTe Ha CTalHa
TEVTE{ETYPA MR YOTEGR.

YKA3AHWA 3AYNOTPEBA

1 Pasmwpiire Onyx* LESs mpoawdieHve Ha kalvenko 20 MHym B
Moep Oryx* LES v HecTpoika 8 MPpoIwdHeTesa pesvecsaTe, Jokato
CTe roToav 3a VdtexTvpaHe Ha Onyx* LESCHTBcHO CTH KA 7.

2 YbyerecesB pesO/BraHETO HA MAKDO KATETHDA CUFIEKTVPAHE HR.
KOHTPBCTHO CPEAICTBO CHTTECHO C MPOLIE/YPTa HA3aBHATA VHCTVTYLYR.

3 hovwiTe KOHTPECTa OT HarpaliH/ka H MO KareTrpac 10
vB/OMONVHeH pesTBOp. CCTaBETe CrDVHLDBKATA CBLBaHA.

4 [MuHeHe Ha MBITBOTO MPOCTIBHCTEO HA KATETHDE, a0 VVipaiATe
rpvevevrerHo QO or creprim AMBOHaeV3 B 1l aprHper@
cOnyx* LES Vhexmvparite [IMBOB MO KATETHDA 38 A0CTaBRHE B
[IOCTATbHEH 0GEM 38 HATh/BaHE H MEOTBOTO MPOBPaHCTBO Ha KATETH0B.
B/ TVETa Ha KATETHA 38 JOCTaBsHE 38 00eVR Ha MEJTBOTO
MPOAPAHCTEO.

5  KoaomyHame crpvHpekara cOnyx* |ES acvpvpalite mvarvB/Te Ho
1,1l Onye* LES Taka U r71eeama He Gy TanoTo g € gt MepuiTerHama
vm3za 1n HaLwvHIEDE Ha OVHLOBKETR.
3AEEEHKA Tom porkvTeneH oem Oryx* LESLLE ce vBnorssa sa
HarTBaHe (MpalVVHI ) Ha g ATTepa 3a VHTERGEVC.

6. [MvKperere afprepa 3a VHIEGRIC KbM CrvHLpBKaTa.

7. Vibrexvpaiire Onyx* LESpes aoarTepa 3a VHTERREVC, AOKATO Iy CTarH/AT
Kpal Ha FeBaTa He Gy TanoTo e ViBpaBHV CVEpUTE HaTa /vH/AR 3a 1 Ha
LyvHIHR HA OTVHLBKaTa.

8  BCOVBRLHO KovHECTRO Onyx* |ES Ha BHIXa Ha aarTTepa 3a VHTER Ve
MOXE [1A GB VBTV C Hiaa, CyXa Kbpra 6e3 LeciL

9 OrrerecvHipekara cAMBO0T KaTeTHa, MPETbHETE UVBMAVTE Nyep
HaKpalH/ka cocTarbka.or MO

10, HezabaeHo CBBHETE CrivHLBKaTa cOnyx* LES3apaBo KbM HakpalH@.
HRIMVIKDO KBTETHD8, KaTo e YBEpUTE, Ue B HETO HSAVR BL3yX MO BPeNE He
CBL{BEAHETO.

n vire Onyx* LES 3a aa vevecTvre [IMBQ B3 ocHoea Ha
KIVH/MHATA MaKIVia G rpernopb-ea Onyx* LES i cebiexvpa
cpesHoVepHa ckopoa 0,16 mivHyTa (0,25 T1/90 cexyHy). He
rpesvLLBBaNTe 03 TU/MAKyT

* Soiertific IndLstries Genie 2, Modl No(s). 120vSI-0240,240v'SI-0251, Mid
Attachrent No OA 0670-010
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NPEOYNPEXOEHNA

A0 Onyx* LESHe (e pasviecsa HepeKLCHATO 33 HEOGXQIVVINO Bpeve
(20 MHyTV), MO 1A G MOy HELOCTBTHHA (yOpOCKONCX@ BYBya/vzaLys
IO BPeNE Ha,JCTaBsHe.

Vivrexvpaite Onyx* 15 HerlocpeaBeHo Cnep peaveceaHe. BravioHo e
18 Ce MOy BTBL{YIABAHE HALTaHTA/B B PAVKVTE Ha, CTVHLIDBKATA, KOETOZA
[ioBerie 00LLR BvByarvsaLys Ha Oryx* LESIO Bpeve HAVHIEKTVaHE.

V/BnormealiTe cavo HETVKC MPba 32 VikbiexTVpaHe Ha Oy LES
V/BrIOrBBaHETO He [YBHTA HR TbHGTA 38 MPVIRYDKBaHe Ha By TATIOTO MOXE 1A
[10B&/1e,/10 PyITya HA KATET LA MOPGEM MPEKAIEHO B/ICOKD HarrakHe B Tyl
HRLOKIY3VA Ha KATETHDRL

QrpeTe HEKTVITAHETO, aKD He 02 BY/BY3/VBVpa va/vsaHe Ha Oy LESor
BHOXA HR KATETHPA. A KATETHIBT 08 3ATYLLI, MOXME 1A CE MY M MPEKareHo
B/0OKO HarmraHe. MbBpenve Ha viexTvpaHe Ha Onyx* LESceyBepsaiite
HerpeKLCHATO, Ye Oy LESv/vsa 0T BHXa Ha KaTeTHpa. TecTeaHeToe
TOKGBA/I0, Ye MPEKANEHO BYACOKD HAVTAraHe M PyITyB MO /13 GE MOy,
aKo ce vivrex/pa 0,05 m Oryx* LESK He e B/Byanviavoa VRVBAHETO My OT
BHXa H KaTETHA.

QTPETe HHEKTVDBHETO, akO YOETHTE MOBVLLEHO CHPOTVEEH/E B
QpyHipsraTa. MBLLEHETA OB HA VEMKEKTVDBHE MOXE A eI HL
3aryLLBAHE HA KATETHA. (PO MHEBALLD VIHHEKTVDBHE B 3ATYLLEH KATETHD
LLP AOBENE [0 PYTYPA HA KATETEA.

He npexcealiTe vteKTVReHETO Ha Oryx* LES3a MoBeve OT e MHYT
TPELV /13 VHHEKTVDETe OTHOBO. BEVIDKHO € 13 Ce My BTBHABaHe
Ha Oy LESHa B{X@ Ha KalTETEDR. KOETO /A [I0BeTIe J03aITyLLBAHe Ha
KaTeTHP8, a VBTIO/BBAHETO Ha MPBKAIEH HATVCK 33 MPOHV/CTBAHE HR KaTETHPR
MOE [A MVH/HA YITYOR H KATETER.

QTeTe VHHEKTVPAHETO, aKD G2 HaGMKYABA aGHOPVHO YBE/V-BBaHe H
[VaVETHA HAMVKDO KaTeThpa. [MDB/LLBBAHETO He ZIMAVET DA He MAKDO
KaTeTBA MO /13 03KaaBa GNOKVIDBH KATETHD. YBe//HeBaHETO Ha
{ANETEDA HVIK0 KATETHDA MOHE HaV0G0. /1A C2 OPRrrA|Des
*thnyopoCKoNVA CBOeH OGXBAT MV /K aerieH HayBVHEHVE M Ypes
MPOLEZYPA HA  KATOPAdtVake HA TORCETD, VST IBALLA BESMOKHO HalA-
LL/pOKaTa Haa He MKDO KaTeTH0e.

bBpenve HafocTaesHETO Ha Oryx* LESTRRORa A Ce Nop/qHHa Aoopa.
(yOPOCKONOK BYBYRVVBALYS, B MPOTVEEH Oy -l MOME [ig 02 My
eVOO/VZALYA HAChf, PE3/VHEH OT HEMBHIR, A0 Ce 3aryon BYByaKm
KOHTPQN B KOVTO 1133 G1n0 MOVEHT MO BpeNvie Ha MPOLRyPeTa H
evoonveaLys, 3APHKIE focTaeaHeTo Ha Onyx* LESAO BL3CTAHOBRBAHETO
HAQeKBSTHATS BY/ByarVBaLys.

12 Ao3aevbovEaLys e HOGXOWVR BTopa crivHLperka cOryx* LES
He OTCTeHABAVATE 1ANTTepa OT KaTETHPe. Koramo Hoeama crpvHLpBka
cOryx* LESe roToes, Npoao OTCTPaHETe MPesHaTa aHLPBI@. OT
TPOKCVVEH/F KDl He aJpITepa M CBH{DHETE HOBATa CTVHLIDBKA Kb
aparmepa.

13 M3aBbpLLBaHe Ha VHbieKTVPaHETO Ha Onyx* LESYBUalaiiTe HKOnko
CEKYHIL, NeKD aCTVVpIATE CrVHLIDBKETA CNe] TOBA BHAVETETHO
VBTEITETE KATETH08, 38 JA o1 MTe oT/vBkara Onyx* LES

CrepHaTa TexH/KA € ONLYF 33 VBBKIAHE He KATETHDE:

o [v3aBbpLLBAHE HAa Vb EKTVPaHETO Ha Oy LESYBLaKaliTe HOKO
CBKYHIV VICNe; TOBAEKO B0 VVBIATE.



; HTBERECIOKAr bBAHE B KATETHA YPes MPLLIFaHe HaTPaKLyE or
| M 1o GHIVETPR BHY KATETHA 38 Ch3/ABaHe HA.KD OITbBaHe B
[ cenprarenEaVE
| LL)Re0KaTeTHOA M C/IE/] TOBA MOVSTENTETE, KATO VBna/saaTe G530
| BTOp(KeHVe(oTNABOHARAICHO]HAL0-15 O 3843 OTENUTe
BLUp3aroTVAdraQW * LES
LLEHKA Hee HeoGxqmyvD 2 VBTENTHTE KaTETHRa C Mosese aT 20am

LLEAKA TamTexa@ He e QupopeHa 3a kaTeTpuTe Reter.
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Onyx™ LESfe ¥>-iaAf A 7RIS I#
AIISSI-TIfISII pmso(ciHia gMAH)CHI SSHS Evon
((HIUSiluNSfs#) 3 éapga Dlisw gsfs
olro~r! plla* ™M™ °«s| gaaiuicK onyx 9411 *ya
Alig|(LES™)e 1.5 ml Onyx™ LES HI-OISi- 17H, 15. ml
DMSO afolsf 171, 1 ml Onyx™ LES S if ~"A|7|27H LWL
1ml DMSO "ARi 171IS ag a«i7ilgo]
DMSO 2r.laa oto |ar ?-e/lel& Ada asst-fe
ai AlSaulcK gffliafe Onyx™ LES ~"Af71-
7riei aEimioirs oslllE|la onyx™ les as- “ar r
as 7iaiEir.|°1 a”oi oi® ohxmi sfb onyx™ les

¥ A g*l°jL4cK

Onyx™ LESb ¥*i ffs shai oRiHS 7iaiEie §*l04
AVMai asaucK dmso gAiife ga«4aiAH
EVOH sgtxii & as esoi AiissiaiAi

sues aasE aasjTii *fgs. onyx™ les
a sa- aiaiAi ch oigsa ga gs*ii i“iaoi
dissf°s¥Ei gjisjiSAH gAiam *

sa»”_|c”. Onyx™ LESa ¥*fao| SJOHS EB1A1

ssa A?joi 4JAitib s a Di-oiHE ?RiEie

Al xfEiaiys ¥ agus. ya w?sa sgge as

OloiHs 7iaiEia Al xRiai a gaiaiAH ™ ai® y °.0|,

2aa pga ‘iai-7|ssa n”oias "i-aiyt gsi-o® N 7i-
S*IS a UiMcK

gsffl|7i% alds«asa4d H»ass agtaTii
uloj yasa.

B34 G-\
Onyx™ LESa Onyx™-18 LES (6% EVOH), Onyx™-20

LES (6.5% EVOH), Onyx™-34 LES (8% EVOH) S Al

g~ fil AlIAISSa~U S :

«  Onyx™-18 LES 5! Onyx™-20 LES: N E 7)77|-0|alA4
s™hg sas sysfa see
agsuis.

¢ Onyx™-34 LES; D)a S SIffil -Hapga 5! Ha
aaaaesEEasKucK

AT\

Onyx™ LEsa saoK<i.5000)t-i-
aia Msawi A)s«f7im

a7ia aou7)
aiisoi 0)auny.
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sa 7)aatgs’i oikoriaasAia as):

°99.

¢« s®lgas.

e 4ao0is,aapgytu.
sa.

e aaiEiaa.

. TE|E(S'a.

e 7i7i ois al 7fi=sssag .

e ggaA foi:gayg-?ia.

e« yaaiysH ssag”~~ssetfagga

gas°saa«iga

e« ga aaN # A|7HB)eda aies aaa $ga
ags
e« ofsigasaggasgsst:)?f*i7iada?
ax|0( AfS77)AJE SENS ® SIAMS.

Onyx™ LESgs UloJas gsssi S7| 00HS4
7 fsa°E asii, Onyx™ LES°E U4l gaa
bAVMsL) ssa | ¥si NAW NHa's a7]
ES7™* Aissi-ags ii*Ho) suis. ss 7i7ie
EgstlA-1 Al-sstjohsu s.

a g*ia aa feHx sasmi ssis” ljck
AH*(E|5f74iy AHSaSTXI MXALE. AH*15]sf7Hy
Tusasfs ay ws*ias aw asoi
S7)SUS,

= DMSO gy Onyx™ LES AWia Onyx™ LES
SAi-7ia A)syaAif. se N a)7lss dmsos
E asiAias ¥ bliigy.
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natil e aateall YoM "ael'»
lisa»  MainIYT  ajLLIl aaall a., A aLaall -eslj;«-4 na

»jjnerid mAll

aa™! ~ga.»

>|rglav™ A YA :ltieli al1 a
wLi>Ul j,¢ alULil ji aAfi<@YLililarl 11U » al

alint fataJush A-Llernga-W

aala® a™9jf AGiLIIE),> t v ~94 119n» alil ~ gKtj. A
-au) A i> A Allviarll A JILAI-i Onyx™ LES

9 (bAVM) ALaall 479~ 1 AQ-aall A9 A0 A<>>> JUajlanl Aljsn
la® .Onyx™ LES aal®  /gairtil {[jn»] 730 ifdiSN AtAitid j9LIL
LfliLe) 4iaaMabVl jd, ..l r” jjdanljalYl NU-ia

mJL>»a, Inat an1e a” AMi
Jigf\j-xaJmita 3~ » ilJajVv

THkarLs ~ Tia
a-a”jja aalAl 9l a>4"al eal&f
JLAaULTRIA 1L A0

9DMSO yiJ. Onyx™ LES >iUaa ™ J -
.DMSO ~ 11x1914 | > ml j94Aj Y9 .Onyx™ LES
jFfSjVnla DMSO”™ HilMiA ev3 aatiaa@*tmmaar™»! J i a.a- .t =
11 a. ..l At /X9 .DMSO ~4 HJI914 .« 110U L XIXj wi
11»j9Aal .......... (thromboembolic) lajU» 4aal allt/lal9,~ 9 ~1

jllra

MVIdddMJabaja A Qyx™LESJalaald»l Ldajwiai
MN>AAIN §HAFLA 991 |1aa.w 119 .11kl 1 cLIUI9 NiLjSiji-y-tt JU
al»  /onliaifof A9AALANN  MaalXl

Jiniil LIV j3-L Al QtIl anA J.L4 FIA ] jAiDaajl A ifiij .BjotIH JA

9 /I-AARIN MolijLljXadjl <13 AA - 1;wl-AL%aa lj An jaldl
ajfiLt aljll alm iMF1ijA Tl jA JFij i< 1110 jlcjdjallld AtiAVi
AalallljilallYlMaanivl a l1laf9.la”Aall anf9V| 1,0
Liirjaall10f AA .alCilTALIJAA 41 iti; Il /0Y tU jfSijjl .ANa
M) jaal] i)l a laja jA Liira jAXa AM94 AA U A ajda-uiUl .Ajdo
(Cranial Nerve) a.axall aALAAM aA al

1AROVI il
il J4nja@ann 4 MBA o J >b.am<a
LOATIASSN -« eYa M)
Yonellaa:are -« ldOnyx™ LES Jaluidjsur 1 1adb AnX Y

ra.ay Vi;Jal 97a 9 "ala J9ia.A jMoM-tM aAn/l
BlaJdl JI9iaJa; mAJ ¥ /bl; Onyx™ LES ~j-cjaljAiYl “na UL» A
Mlal N Jnalia di«a 19irA AA  aji Aataaii AUt
Oilax J*b>j99InitjA N\Sjj:lllajI™ na La ./*0Htjl.tl)
nAaOnyx™ LES jALya iSEa Y1 1;a-" Al NejtXal Ajjlalljj %M
liaAnaai .OnyX”~
Onyx™ LES J AAJ-Au~"  a

sljall> N jRadjiA at>a
n jI-if QLA XN an;al
AN A FAB)

Jila'i Bivn llalb Onyx™ LES j arraJa”9J J9-»a alj|

ILalUlakla Iy iJja™nA jl US.daddnfl as«aast jA Jal-ulll mAjaj-l
JOIAAA jU pl.yv.caH«19n» A Aar ad a. iml;lI
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AR

JI ot »>»yf iljloLjai
Onyx™ JjLuwdl *UaAjy/

JANAIIjEA T 1la J-aj-alAj jI af9A jJa. (Aa,AN) Aja-UdI AdaLall
ALJoVI

ja9AOjl Allia A jOAJAUTALIOVIA 1A 1 1A AmakiadAiAajl ~
L0i17 a--AAJI AL > .| A ILIAA9 0AN

jn an
AAla 9A9 .(Embolic Agent) < 'mtj~YUaL-a Uala Onyx™ LES "
aala”A LNalal AIA (jlILA J J 1%J9»~) EVOH aalajA 1
1i;,1j TAI9j9 rktnll Alaiidl J9 > im09.(n.
- Xti .(Fluoroscopy) jjj I*4j;a-a; WALI-
jA Ja 1.54AL I»L»jjA (LES™ §Ual»! ~Oaad1)OnyX JaLubll /4L
Onyx™ LES aalA jSSj; ia>09.DMSO jA Ja 1.5at ml»L»j9 .Onyx™ LE
Bjh miJa 1ar mDMSO aalajA j,n»19 jA»A9 Ja 1L-jx.» ™ Ijt_i
LMLfrAXaila fLJeVi g Iflij .DMSO J 4 4AAI9% 4*»Nall al9ll
J-79A j9-5IA N aiiniYl £/9-a,7| J9 141 "LaaVI9 aanan/) IAXIVI a
14l - 11 JI<9J  AAlMIA; .Onyx™ LES ~Llla j
Onyx™ LESj4>»4jwlaa X i A9 O ny x ™ LES"aUHaa

AC| DME

J-t .HAlia.A

J*ilj Mt IM Jn9 b aa’a ajVi mlJAL» jA Onyx™ LES 1j. J«Xa

ialaj*-AnAJ Iwla ..jjoi4dt~agkm;!t JU » jA iiiln.II aaLjj Ai* \liJa9 CRHICH

L« iMa. 1; IM|« .4a9lil lanauaVl jja Bn»19111 JJ19 iii HB”aJl ©~ DMSO

a.xia ..l msj» AL-aY1JXI9A~ jiA Il AgvANg A NaU | EVOH
ALuila J4 % «*j A7 ;j%dl Ma OnyX™ LES M40 .aJal»-A9 aC .19,

Ij-ba9 ..A9ANN Na9ll JLoal 1"Ha,; I~LafJ»-lall ALt jA jA-Jgall U 1IN

A iiJall ajpraul NjijiA 1l j-ai .ii-aiY ~ iaUJ4 Onyx™ LESjV

j ~atijA Aqivitl laLijd aAjalNg alnin; I AAL Alll1ar Aj»j A49 N Laait

iiiTIl B Vi mi X9»9 J49 ~Lo-AaYl liar aagAn/1 4-A97Jja9 ICaa. Lin LA

jramVw  2.al-xIjA> . -laa fli»! m-.-i-JfA-lal 1 » S XXt

gj9iall U L» ~A 4AJall a*Ynanll

JiQ fi wyl
Lr 11 ~3agnAall I-AQVI 4%ail#9 -jljJeVia ji~ajdl J.AI9A ~A [OIA-AXI Aam»|
aapAn1 n-Ag™ Aaljdl 94-Jt Alla B V9 i irNywlj njl 17 1<) ~

.(EVOH aaU 6%>fi>La) Onyx™-ie LES "9 iiUJj Onyx™ LES JA9I9

aau 8% >-JCNij) Onyx™-34 LES9 (EVOH aaU 6.5%j-~"i!l Onyx™-20 LES9

:(EVOH
Ulia  hnla dlix iila2—eAa;0nyx™-20 LES 9Onyx™+*18 LES ~ *
jaaA jA -ul/i 07 (Feeding Pedicle) pana jSJ-taiLLoa
(Nidus) . .rin.Ul
-l tA; ..l anAn jlal jAaAj jaLo™aX! Jin»” da =g ;OnyX™'34 LES  *
lawe> a1 Ol AilaMA

1.500 >)ja"Alaiail JLUOVI AiXl» ~ - OTyX
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sterite |

STERILE EO

< r\\

Sterile wsing dry heat

3TavBsi lacheleur seche
Durchtrockere Hizesterilisiert
Sterilizzato concalore seaco
Esteril mediante calor seo
Steriliserad ed torr hetta
Sevie! (crogewarrote)
Esterilizadopor calor seco
Seviloitu kivelammila
SteriliseretmedtBTvame
AOTEpo Vo KT VY BEppomel

Sterile using ethylene axice
Seriliseal'axycedethylene
MitEthylenoxid sterilisiert
Sterilizzare con ossido df etilene
Esterilizadooon oxicode etileno
Steril (etylenodc)

Steriel (ethyleencice)
Esterilizaco por Odcb cee Hileo
Steriloitu etyleenioksidilla
Steriliseret med ethylenoxid
AnooTEpup Vo LBqrion ' BSaudSdEiau

Singlewse
Usgeuniqe
Zreinneligen Vervendung
Monouso
UsSdoUD
ForengSngsbnk
Eenrreiig gebrulk
Utiliza"o unica
Kertalayttii
Engangsbg
MmxpiioiK
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Hokovzdsra sterilizace

Srirazhowvel sterilizait
Crepu/B0BaHO CyXVM TENVIOM

Prod ikt wyjetoniony scrymgoroym
povietrzem

Kuuisi Hesterilize edilminir

Seril ved bkavter vame

Serillzovesucymteplom
Serilizare cu cAAISUsHA
Crepva/peH CYBNo/BEaHe HGaTOTIH
Al-gSH
WLILBjIN mh

Seiiizovdoethylenoxidem
Hilenoickhl sterilizalve:
Crepy/B0BBHO ITWEHOKCVIOM
Produit wyjatondony tienkiemetylenu
Hilen oksit Hesterilize edilmi‘tir
Sterilisert rred etylenoksid

Sterilizkia pomooou etylenaxidu
Seilizrecucdddeetilenj
Crep/va/peH CVBNO/BEaHE HAETWEHOB
oo,

ysf CHISMS MSSI)

Iy 1 tSliili ii1a
UGroKjechorzov'Ymu pouizitf
Eoyszer heszrelatos
[ QIHOPE308010 MVIVEHEHVA
Jedhorazonego wzytku
Tekdalaniniktir
Engengprui«
Lennajedno pouzitie
Unic2folosint3

SSIS

Keepanay fromsunlight
Aconservera 't de lalumiere
VorSomenlicht schiitzen
Consenvaredl riperocella luce
Manterer alejadoce la luz cel sol
SyekksfrAnsallius

erwijkrd houden van zonlicht
Manter afastado da luz solar
Pida poisauringonvalosta
Mbike udsaettesforsollys
AQTiHTEpKpidand to ({dOip.;

Kepdy

Aconserver dans Un endiroit s
Trodenlagem
Consanvare in luogo ascititto
Mantenerseco
Ponersstorrt

Droog houcen

Manter sso

Sailytettava kuivassa
Qpevarestert
IOMEEERO

Newystawite sluneCninmu zSfenf
NepsugarzSstol veche tarolando
Bepeuyb oT coHesHOrO CaeTa
NewystaniaCre dziatanie promieni
stoneanych

Giineji"igindan uzaktutun

Hold unrasallys

Chrfite pred slnecrymZiarenim
Aseferi de luminaslarS

[la 0e Mesy1 OT C/TbH-EBA CBETTHR.
«SytSSAI

Whovavejtevsudu
Sarazontartando
Bepeys oT BB
PrzechonymaCwsuchymnigjscu
Kuututun

Holdter

Wizjtevsudu

Ase pSstrafnloculi uscate
Jaceresvorenara

Lib»b.L>]
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Caution: Feckral (UBA) lawrestricts this deviceto sale byor onthe order ofa physician
Attention; la lot federale des £tats-Unis reserve lavente de ce dispositifaux medecins cuaux
personnes aLtorisees par un nedecin sur ordonnance nedicate

\rsicht; Nach dem Bundesgesetz der LBAT der \erkawf diieses Gerats nur duitch einen Arzt Qo
aufgrund arztiicher Anordnung zulassig

Atterzione: Le legi federal! statunitensi limitano lavendita, ladistribuzionee I''sodi questo
disposith/osoloa persorete medicoosu presarizione medica

Precacion: Las teyes federates (de EEULJ) restringen laventa de este cispositivo, requiere

prescripeich “cultativa

Forsiktighet Enligt federal lag (LS4 Qr denna anordhing endast saljas, distribueras och anvandas

aveller pAorderav lakare

Let op; Defederale vetgeving van de Verenigre Staten staat de verkoopven dit instrunrent aileen

toe door of opvoorschrH veneen arts

Atentao; Aleglsla™ofederal dos EAvestringe a venda deste dispositivoa medicos e por ordem

de medioos

Haio: UBAnlittovaltiolaki rejoittza laitteen myyrmin lekerille i icckerin meeraykeesta Merwfecturer Wrdxe
Farsicfig, Hfelge amerikersklov (LS S denne enhed kunssiges afen laegpeller pSen loecgs Febicart Gatd
foranledhing Horsteller TpovssoyTerb
Npoooxn: To OpocmovSioKO Alkoig (HnA)TicpiopiCei Tr|V nuAgor] Trl<; OMOKEMT)™ aUTTC 0710 YI0TPO Produttore Producent
DpETVTaYd) yrampon Febricante Qretid
Pozon Federainfzakony LsAoezuji prodkj tohoto zafizeni pouze pro lekafe nebo na lekafsky Tiliverkere Produsent
prechis Febrikart Wrdca
Vigyuat: Az Egyestit Allamok szovetsegi torvenyei ertelimeben ezt a keszuleket csak orvos altal Febricante ProdcStor

Vvegyannak megrendelesere lehet ertelesfteni \dristga TooveeqTen
TMpeppeepeeHve. 6 cooTBETCTRVM CienepabHL M 3akoHoaTenecTBOM (LLASTO VBIE/ Ve Procucent

MOIET MPOZABATHCA TOMBKO MEVLYHCKVM PEGOTH/KBM WV D VX 3aKaBY KeTeoRELECTiG

Przestroge; Prano federalne StandwiZjednoaonych zezwelane sprzedsz, dystrybuci™ i uizydie
uz"dzeniatylko przez lekarza Iub nejego zlecenie

Diket; Feckral yasalar (A8D) geregl bu clhezin sati* yelnizea bir doktor tarafindan ya.da doktorun
enmyleyapilabilir

Forsiktigy Ifolge federal lov(j LBA kan dette utstyret kunselgesaveller etter henvisning fra lege.
Ubazomenie: Feckralny (UBA) zakon dovoRLje predkj tohto pristroja len lekerom alebo najeho
piviz

Aee: Legeafederall (SUA restricfioneazSvAnzarea acestui dispazitiv de catre sau la comenca
unui medic

Brverve: denepartiTe 3akonm (Ha GALL) orpaHyHeear MporevkCaTa Ha Tosa VRORVE OT T
O MOpbHKA HaNeKkap

ASl: 'A?ta(OR)CHI 1IfBh 0] 7|7|fe oJ/¥OLL £|Stl SEfe

AgEH| filsHAHa&oHSUcf

6/ LA~ g AjILdL jalj
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Donot resterilize Qpelovere nesterilizuite Uehy Datumexpirace
Ne pes resteriliser Tilcs (jjresterilizalni Autiiiseravant Minbségt egorzi
Nicht resterilisieren [MDBTOPHBR CTEPVBALYA 3aPELLEHA erwenden bis CpoxrgoHCI
Nonristerelizzare Ne poddaviec pononnej sterylizadji Detac scacknza n~c przed
Novolver aesterilizar Telrar sterilize etrreyin Fedhade cadlcickd Son kullanimtarihi
F2rejomsteriliseras M ikeresteriliseres Anvardesfore Buesinen

Niet opnieuvvsteriliseren Nepodrohujte opakovang sterilizadii Gebruilen 6o Pouzitdo
Neovoltar a esterilizar Anuse resteriliza \dich Ae Ase utilizaireinte de
Aasteriloi idelleen [l He ceaepuv3/pa MosTopHO Mirreiren kayttopeiva Cpox Ha rgEHOCT
M ike resteriliseres Hoicbertil Afg
MivaaeoTHpVCIE f;~ -Uglcl Hoepoprvia

Cation, consult acconpanying docunrents

Attention, consulter la docunentation incdlose

\rsicht, Begeitdokurmente beachten

Atterzione, consultare la docunentazione di accompagramento
Atencion Corsuiltar las instrucciones de Lso

as &mleammm - Lot Nurrber Cdosarie
Attentie. Ziegebruikseenwtjzing @l Tetelzim
Aterreo. Consulte as instruoes de utilizaao
Hiria e iiteera olevet asikir Crergemurmer Hoveprepm
It N
- Nurerodi lotto Numerpartii

Forsigtig, se medifalgende dokunenter dloe Part .
oGy’ apauXaUTH TETacaSaTiKd eyypodn LOT Par
Pozar, proZtite si doprovodhou dokumentac - .

Partijrummer Cfsio5arke
Figyelem tanulmenyozza a rellekelt dokumentumokat .

Nuerocke lote Numirdelot
IMoezyrpe{eH/e— CBEpTECH C CONPOBAIYTE bH MAJKYVEHTAVM
Przestroge: nale” zapoznecsi$z zai"czonymi dokumentarmi
Dikdat beraberindeki belgelere bekin ApCicpTiia®
Farsiktig, se redffelgende dokrmertasion o
Unazoenie, precitajtesi prilazeny dokunenticiu
Atefie, consultali docuentele insoitoere
BH/VBHV/E, KOHCY/TIVPEIATE G CLC CHITBTABALLYATE JOKYNVEHTU
Non-Pyrogenic Nepyrogemi Conterts of Packege Coseh baleni
Apyrogre Nempirogen Conternudsi enaliage Acsoreg tartalma
Pyrogerirei Avpored Padkungsinhelt CorerpVoe YrBKOBKA
Non pirogenico Nepirogemy Contenuto cilla confezione ZanartosCopakonania
Nopirogenico Pirgjenik cegilclir Contenidockl paguete Arbalajmi”ndekiler

)K Pyrogenfri Ikepyrogen CONTENTS  Forpeckningensinnehill Palders inhold

Net-pyrogeen Nepyrogermy Irhoud verpekkng Cheh belenia
Airggriio Nepiragenic ConteudodkErrbalagem Continutul anbelajului
Pyrogeeniton AvporeeH PakdaLieen sisaltd CHIHDKEH/E Ha ONBKOBKATa
Ikke-pyragen Padersinchold XU Lligg
MIuye0 NEpIE)(6pEva Tiic ouoKELaolal;
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d/b/a ev3 Neurovesoular

9775 Toleco Wy
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WA

Phone; 1940.837.3700

Vel waeane 0297

70753-001 Rev.03/14

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



J1

[MepeBog ¢ aHIIMIACKOro A3blKa Ha PycCKuMiA A3bIK]
YAOCTOBEPEHUE KON XPAHUTENEM JOKYMEHTA

f, coBeplueHHoneTHAA, NMyna Haskap, B Hafnexkallem nopsjke npusefeHHas K npucsare,
NMA XpaHNUTENA AOKYMEHTa

yTBEPXAak Noj npucsaroi (Unm NOATBEPXKAA0), YTO Npuiaraemblii 3K3eMnAsp JOKYMeHTa

«HCTpYyKuns no npumeHeHno Onyx LES-c HoTapuanbHbiM yaocToBepeHrem ana (70753)»
onncaHne AOKyMEHTOB

fABAeTCA BepHOVI N TOYHOIN KoMnuen npaBUIbHOTO KN NOTHOITO OpUTrnHana AOKyMeHTa.

/noagnnce/
Moanuck XpaHUTeNs 4OKyMeHTa (1ua, NpesocTaBmBLLErO adungaBmuT)

HoTapuyc unm nHoe AO/MKHOCTHOE NNLL0, 3ano/HsAoLLee JaHHOe YA0CTOBEpPeHWe, NOATBEPXKAaeT
TONbKO /MYHOCTb /MUa, MOANUCaBLUEr0 [AOKYMEHT, K KOTOpOMY npuiaraeTtcs HacTosliee

YLOCTOBEPEHUE, W HE CBUAETENbCTBYET BEPHOCTb, TOYHOCTb WAN  [eACTBUTENbHOCTb
YMOMSAHYTOr0 JOKYMEHTA.

L TaT KanuopHus
Okpyr OpuHpK

MognucaHo nofg NpPUCATOA (WA NOATBEPXAEHO) B MOEM  MPMEYTCTBMM  CErOAHS,
08 nekabpsa 2016 r., Mpueir HaBkap, NOATBEPAUBLUEA MHe CBOK JIMYHOCTb Ha OCHOBaHWUU
ybeanTenbHbIX A0Ka3aTeNbCTB.

Inognmce!
Moanuck (Meuatb)

[LTamn:

Ctuns ObepnaHgep

Jinuensma Ne 2114661

HoTtapuyc - KanugopHus

Okpyr OpuHpX

Mos nuueH3ns gelicteutenbHa 40 09 noHa 2019 r.]

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



[Ha 6naHke KomnaHUn «nB3»]

MHCTPYKUMSA MO NPUMEHEHNIO
CucTtema xunakas ambonmsupytoias Onyx

Inognuce!
[PenbethHaa neyaThb KomnaHum «Mukpo Tepanblo TUKC, VTHK.»\

70753-001 Pep. 03/14
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3JTa CTpaHMLUa HaMepeHHO OcTaB/ieHa MyCTON.

{Qanee cnegyeT TEKCT [AOKyMeHTa «WHCTPyKUMa no npumeHeHuw. CucTema >KUKas
amGonusupytowas Onyx», MpPeACTaBNeHHOr0 Ha aHMIWINCKOM, (pPaHLy3CKOM, HEeMEeLKOM,
UTanbsAHCKOM, MCNAHCKOM, LBEACKOM, HUAepnaHACKOM, MOPTYrafibCKOM, (QUHCKOM, AaTCKOM,
rPeyYeckom, YeLCKOM, BEHFepCKOM, PYCCKOM, MOJIbCKOM, TYPeLKOM, HOPBEXCKOM, C/lOBaLKOM,
PyMbIHCKOM, GONrapckom, Kopeickom, apabCckoM sisblkax.”
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