A notary public or othw officer completing this certificate verifies only the identity of the individual who signed the
document to which this certificate is attached, and not the truthfulness, accuracy, or validity of that document,

State of California
County of

z~AI"o zo before me,

Date

On OOM,

personally appeared

M ifhnir.

Ob~rlAtNIer™ Alj'b.ry  Ru(>I)C
Here hsert Name and Title Of the Officer

Name(s) of Signer(s)

who proved to me on the basis of satisfactery evidence to be the personJW-whose natepe) Is/a»
subscribed to the within instrument and acknowledged to me thatJw”~he Ah#/executed the same in
Jwe/herAheir authorized capacity]ieS), and that by Ws/herAhetr signature(” on the.instrument the persori(ef.
or the entity upon behalf of which the personj”) acted, executed the instrument:

SIBEdil rlanl)er *'
COMM. #2288368 z
Notary Public « California. /8§

| certify under PENALTY-OF, PERJURY under the laws
of the State of California that the foregoing paragraph
Is true and correct.

WITNESS my hand and official*eal

My C OraE”ge. Courrty P Signature
omn. Expires"ne 9720 ~ 3 .
Signature of Notary Public
Place Notary Seal Above
OPTIONAL

Though this section is.optional, completing this information can deter alteration of the document or
fraudulent reattachment of this form to an unintended document

Description of Attached Docum
Title or Type of Document: _
Document Date:

Signer(s) Other Than Named Above:

Capacity(ies) Claimed by Signer(s)
Signer’s Name:

O Corporate Officer —Tltle(s):

O Partner — O'Limited U General

O Individual O Attorney in Fact
O Trustee O Gu”dian or Conservator
O Other:

Signer Is Representing;
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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 Emboli¢'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 a sterile vial (1.5 ml)-1 pc.:

DMSO in asterile vial (1.5 ml) - &-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-CatheterInterface Adapter, model 103-1207 (If needed), contains:
Adapter-20 pcs.;

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

1. Onyx Liquid Embalic'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 (L ml)-1 pc.;

Instruction foruse for Onyx Liquid Embolic System (LES).

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

instructionfor use for Onyx Syringe-Catheterinterface Adapter-1 pc.

2. With respectto authorized representative ofthe nuinufacturer ofthe medicai device
-full and»'if avaiiabte, 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
Onyx LES
delivery sterile
syringe

DMSO delivery
sterile syringe

iCharacteristic

yl ome ©

nominal volume

maximum "dead" space volume
overall syringe length

size ofthe syringe atthe'widest part
nominal syringe outerdiameter
nominal syringe Inner diameter
value of scale division

volume between graduation tines with
numbers

syringe barrellength

plunger length

plunger emergence length

silicon’piston length

Luer connector taperrate
nominal volume

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 divisign

volume between graduation lines with
numbers

syringe barrel length

plunger length

Perucrpanus MU B Pocagpasuagzope

www.nevacert.ru | info@nevacert.ru

c
]
>

3 2

33333333

33

333333373

33 ¥

33333333

53

3333

1

<0.142
161.62+0.254
29.21#0.:254
9.9+£0713
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



plungeremergence length m 18.288+0.254
m
silicon piston length m  6.731*0.127
m
Luer connector taper rate % 6
Onyx liquid volume m 1.6+/-0.1
embolic in a nominalliquid viscosity cSt 16.82*1.68 (Onyx 18),
sterile vial
20.34%2/03 (Onyx 20).
31.46%3.15 (Onyx 34),
EVOH concentration %  6.0(Onyx 18),
6.5 (Onyx 20).
a.0(0Onyx34)
Density g/./) 1.72 0.1 (Onyx 18).
mi
1.72 £0.1 (Onyx 20),
1.71 £0.1 (Onyx 34)
recommended solution injection speed~--ml 0.16
/m
in
maximum solution injection speed ml 0.3
/m
in
cantinuous shakingtime ml 20
n
maximum material expansion (37 ~C) % <5
time of remaining ofembolized-area mo >12
nt
hs
The minimum vessel size, In which m 150
embolic liquid must be able to penetrate m
DMSO solution volume ml 1.6+04
inasterile vial DMSO concentration‘inthe solution % 99.9
recommended solution injection speed ml 50.16
/m
in
maximum solutioniinjection speed ml 0.3
/m
in
Viscosity cSt-—11.43%0.01
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Density g/| 1.10
m i

4. Information onthe presence In the 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 byithe manufacturer
Available upon customer request.

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

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

The system should be disposed périnstitutional 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.

Pernctpanmna MH B PocagpaBHamzope
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MpunoxeHne K UHCTPYKLUMW MO MPUMEHEHUIO
Cuctema xungkaa amoéonusvpyrowas Onyx (LES) (aasiee no TEKCTY MOXeT YNOMUHATLCA
Kak «Onyx LES»)

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

- MaTepuan ambonusupytowmii O nyx-18 LES (6% 3BC) B cTepunbHoM/hnakoHe (1,5
M) - 1wT.;

- PactBoputens AMCO B cTepusisHOM thnakoHe (1,5 mn)-1 wr.;

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

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

- NHCTPYKUMA N0 NPUMEHEHMIO"ANA XM AKON ambonmnanpywueiicnctemsl Onyx LES -
1wr.
2. Apantep Onyx ¢ wHTepdieiicom wnpuy-katetep, wmogens 103-1207 (npwu
Heob6XxoaMmocTu), B cocTaBe:

-ApanTtep-20 wr.;

- MHCcTpyKuma no npumereHnto Ana agantepa Onyx ¢ MHTepdencom Wwnpul-katetep
-1 wr.

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

- MaTtepunan am6oausnpyrowmin Onyx-34 LES (8% 3BBC) B cTepunbHOM thnakoHe (1,5
M)-1 wr.;

- PactBoputens AMCO B cTepunbHOM dhiakoHeA(1,5 mi) -1 wrT.;

- Wnpwuy cTepusbHblii anga goctasku Onyx LES(X'mn) - 2 wt.;

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

- MHCTpyKumMs o NpuMeHeHMI0 418 XM AKO I ambBonnanpyouwein cuctemol Onyx LES -
lwr.
2. Apantep Omyx C wuHTepdpeiicom wnpuy-katetep, wmogens 103-1207) (npu
Heob6xo4NMOCTH), B COCTaBe:

- AganTep-20 wr.;

- MHcTpykuua no npumeHeHunto ang agantepa Onyx c HTepdencom Wnpuil-katetep
-1 wr.

M.
1. Cuctemaxunakasa ambonusmpyouwas (LESy Onyx, mogens 105-7000-065, 8 cocTase:

- Matepnan amb6onusnpytowmin Onyx-20 LES (6,5% 3BC) B cTepuabHOM (d/1akoHe
A5mMaA)-1wT.;

-'Pacteoputens AMCO B cTepujisHOM chnakoHe (1,5 mn)-1 wT,,

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

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

- MHCTpyKUMA NO NpUMeEHeHMO- AN XNAKO R ambonunanpytoweid cnctembl Onyx LES -
oL,
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2, Apantep Onyx ¢ wHTepdpelicom wnpuu-katetep, Mogenb 103-1207 —(npw
Heob6xo4MMOoCTK), B COCTaBe:

-Apgantep- 20 wr,;

- MHcTpykumua no npumeHeHuto g agantepa Onyx c nHTepdelicom Wwnpul-katetep
- Lwr.

2. BOTHOLWEHWM YNO/THOMOYEHHOTO NpeacTaBuTeNnsa NponssoanTtens (M3rotToBnTess)
MeAVLIMHCKOr 0 n3aenns ~ nNoJsiHoe U (B cilyyae ecnv UMeeTCsl) COKpaLleHHOoe
HaumMeHoBaHue, B TOM Yncne houpMeHHOe HauMeHOBaHWe, opraHn3ayMoHHO=APaBOoOBYIO
dhopmy ropuamnyeckKoro nua, agpec (Mecro HaxoxXaeHus), aTak xxe Homepa TesiedOHOB
1 (B cny4yae ecv nMeeTcs) aApec 3/1IEKTPOHHOM NOYTbI FOPUANYECKOTO finda
YNONHOMOUYEHHbIM NpeacTaBuTesib NPOU3BoANTENSA

OO0 «MeaTPOHUNK»

123112, r. MockBa. NpecHeHckas Hab.. .10, aT1.9,nom. LU kom. 41

Ten.(495)580-73-77,

Pakc(495) 580-73-78,

www.medtronic.ru

3. TexHunYyeckue xapaktepuctnkmn megmumMHCKOro n3genms

HavnmeHoBaH ;i Epns~, 3HayeHune
ue N3M:
Wnpwuy, HomuHaAbHbI 06BEM M 1
CTEPUbHBIN MakcumasbHoe «MEpTBOE» [ MA <0,142
ANs OCTABKM MPOCTPaHCTBO
XnpKoctu O6uwas anvHa wnpuua MM 161,62+0,254
aM60IM3NPYI0  PasMep LINPULA B CaMOl LUMPOKOW MM 29,21+0,254
el Onyx yactn
HOMUHaNbHbIA ~ BHELWHWA  AnaMeTp MM 9.9+043
wnpuua
HomuHanbHbIi BHYTPEHHWUIA AuameTp MM 4,95-5,05
wnpuua
LleHa geneHnsa wkanol M 0,025
BmecTnmocTb Mexay ANHUAMN  MN 0,1
rpafyvpoBKM € Yncnamm
OnvHa unnuHgpa wnpuua MM 86,487 +0,254
JnvHa wTtoka MM 90,17+0,254
[OnunHa BbICTyNaHUA WToKa MM 14,656+0:254
JNvHa pe3nHoBOro nopLuHA MM 6,731+0,127
KoHycHOCTbL pasbéma Tuna Ayep % 6
W opwuy, HoMWHa bHbIA OOBEM M 1
CTEPUIIbHbIN MakcumasibHoe «MEpPTBOE» M/ <0,07
AN N0CTaBKM nNpoOCTPaHCTBO
O6wasn ganHa Wrpuvua MM 116.332+0,254
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pacTeopa
IMCO

Xnakoctb
aM60IN3NpPYI0
waa Onyx B
CTEPUNLHOM
hnakoHe

Pasvep wnprvua B camoil LIMPOKOWA
yacTu

HoOMUWHanNbHbIA ~ BHELWHWA  AnameTp
wnpuya

HOMWHaNbHLIA BHYTPEHHUIT AnameTp
wnpuuya

LleHa feneHuns wkanbl

BmecTumocTb mMexay, NMHUAMU
rpasyupoBKU Cuncnamu

OnvHa ynnuHgpa wnpuga

OnvnHa wToka

[nwvHa BbicTynaHus wWToka

[nvHa pe3anHoBOro.nopLuHA

KoHycHOCTb pa3séma tuna flyep
O6bem
HomunHasibHasA.BA3KOCTb XN AKOCTH

KoHueHTpauna 3BC

[MNOTHOCTbL

PekomeHayeMasi CKOpOCTb BBEAEHUSA
pacTBopa
MakcumanbHasa CKOpPOCTb~ BBeAeHUs
pacTBopa

Bpewms npegBapuTesibHOro
HernpepbIBHOMO NOMeLUnBaHuA
MakcumanbHoii pacwunpeHue
matepuana npu 37 °C

Bpems coxpaHeHms obnactu
ambonumsaunm

MuHMManbHbIA “~pasmep cocyja, B
KOTOpbIA [O/HKHO OblTb CNOCO6GHO

Perucrpanuas MU B PocagpaBragsope
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0,025
0,1

86.614£0,254
90,17+0,254
18,288+0,254
6,73120,127

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),

8.0 (Onyx 34)
1.72 £0,1 (Onyx 18);

1.72 +0,1 (Onyx 20),

1,71 +0,1 (Onyx 34)
0,16

0,3

20
<5
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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. NHdhopmaums 0 HUIMYUM B MEOULMHCKOM N34eTNU IeKapCTBEHHOr0.cpeacTBa A/14
MeOULMHCKOro NPUMEHEHUS, MaTEPU/TOB XXMBOTHOIO U (U1N) HENOBEYECKOTro
NMPOUCXOXAEHUSA.
He npumeHnmo.
5. MHdhopmaums o nopsake yCTaHOBKW, MOHTaXa, HaCTPOWKN, KaNNBPROBKN U NHbIX
LelicTBUAX, HeoOXoANMbIX 4151 BBOAA MEAULMHCKOTO U34e/ns BAKENyaTaunto.
He npumeHunmo.
6. MNepeyeHb NPUMEHAEMbIX NpoOn3BoANTENEM (M3rOTOBUTESIEM) MELULMHCKOIO N3Aenns
HaLUMOHa/IbHbIX CTaHAAPTOB

[0CTYNHO Mo 3anpocy NoKynatens.

7. MopaaoK v ycnoBust yTUN3aumnm Unm YHUUTOXEeHWst MeauLMHCKOro n3genus

JaHHoe n3genne He HAHOCUT-Bpeaa okpyXxarlileii cpesie U340pOBbLI0 S04 NpY YyC/I0BUN
€ro NpaBWU/bHOI aKcnyaTaLum, TPaHCNOPTUPOBKE, XPAaHERUN 1 YTUAKU3ALIN.

Cuctemy cnefyeTt yTUAU3NPOBATb COMNMACHO WHCTPYKUUAM, AeiCTBYOWMM B NeYe6HOM
yupexaeHnun n B COOTBETCTBMU C MECTHbIM 3aKOHO4aTeMbCTBOM.

Mo knaccy onacHoOCTU-MeANLMHCKMX OTXOL40B NpU YyTUAnN3aumMm NCXoasa N3 xapaktepuctmnkm
Mop0os1I0rMyeckoro-coctaBa n3gesnime MoXeT ObiTb OTHECEHO K aNUAEMUNOI0TUYECKN
6e3onacHbIM oTxogam (Knacc A no CanluH 2.1.7.2790). OTXo4br, HE MMEKLLMEe KOHTaKTa C
6MONOTNYECKUMIIKNAKOCTAMN NALNEHTOB N MHAEKLMOHHBIMMW 6ONbHBIMU.
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[MepeBop ¢ aHrMIACKOTO A3blKa Ha PYyCCKM i3biIK]

YHVBEPCAJIbHOE HOTAPVAJIbBHOE YAOCTOBEPEHUE LUTATA KAJTM®OPHUA

HoTtapuyc LW nHoe A0/MKHOCTHOE N0, 3anosHsiolee AaHHOe YA0CTOBEpeHME, NoATBEPKAAET TOMbKO JINUHOCTb
nnua, noAanucaBLLEro AOKYMEHT, K KOTOPOMY MpuiaraeTcsi HacTosillee YAOCTOBEpPEHUe, U He CBUAETe/IbCTBYyeT
BEPHOCTb, TOUHOCTb WM AEACTBUTE/TILHOCTb YNOMSIHYTOIO [OKYMEHTA.

LLitaT KanndopHus )

O kpvt OPUHIK )

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

NINYHO fABUNACh Muwens Mupsau

nMAa_rnognncaBLleroca nmua
KOTOpasi MOATBEPAMIA MHE HA OCHOBaHMM A0OCTATOYHbIX JOKA3aTebCTB, YTO OHa AB/IAETCS /INLOM,
Ybsi MOANMCH MPOCTaB/IEHA Ha YKa3aHHOM AOKYMeHTe, a Takke, YTO OHa NoAmnucana ykasaHHbIi
JOKYMEHT B KayecTBe MPaBOMOYHOIO /UL, M YTO ee MOAMUCb Ha YKA3aHHOM [OKYMEHTe
03Ha4aeT, YTO YKasaHHbIA [JOKYMEHT MOAMMCAH (U3NYECKUM WM OPUAMYECKUM NALIOM, OT
VIMEHN KOTOPOrO AeCTBOBAO YKa3aHHOE AINLO.

[LLIramn: A ypoctosepsato, nog CTPAXOM HAKASAHNA
Ctue ObepnaHaep 3A JDKECBUAETENBCTBO, B COOTBETCTBUU C
NuueHsna 2288368 3aKoHogdaTenbCcTBOM  WiTata  KannopHusa, 4to
HoTapnyc — LLTat KasmdopHus N3M10)KEHHOE BblLLE ABAAGTCA TOYHLIM W BEPHbIM.
OKpyr OpuHoX B CBWAETE/NILCTBO YEIO 4 crtasno
Mosi  NMUeH3Ms  [elcTBUTeNsHA [0 COBGCTBEHHOPYYHYH' _NOANUCL U OULMANIbHYHO
09 noHa 2023 r.j neyarb.
Mognuck /nognucek!

Moanuck-HoTapuyca

MocTaBUTbL HOTapUasibHYHO MeYaThb Bbille

CBEAEHWNA, YKA3bIBAEMBIE MO BbIBEOPY
HecMmoTps Ha TO. YTO.CBefjeHUs], YKasblBaeMble B AaHHONpasaene, He B TCS 005 3aTeAbHbIMY,
YKasaHue ,anH0|7| I/IHCbOpMaLI,I/II/I MO.>KET npeaoTsepaTNEb USMEHEHNE AOKYMEHT a UK NOMNbITKN
NOBTOPHOIO MPUIOIKEHNS JaHHOTO 6. LUHKa K ApYroMy AOKYMEHTY B MOLUEHHNUYECKNX/ LEILLIX.

XapakTepucTmKa npuiaraemoro Siok1 Menta
Ha3BaHve nunm Tvn gokyMeHTa: Mpuno>KeHne K MHCTPYKLUMM MO NPUMEHEHMIO
[ata JOKyMeHTa: ; KON-BO CTpaHuL;:
[ononHuTensHog(=ble) nognucasLuec(-ve)ca nuuo(-a):
[omkHocTHoe(“bie) 11010KeHMe(-5), yKasanHoe(-ble) MonnucasuHMCS(-UCH) MNLLOM(-aMH)

VimMs nognucasLueroes. anua; VM5t nognucasLuerocs nuua

O [Lo/mKHOCTHOe JULie’ Kopriopaumn — [lo/mknocTM-n); O [JLo/MKHOCTHOE Lo Koprnopaumn — JIo/mKHOCTb(-1);

0O NapTHep — MNC adpaHNYeHHOI 0TBETCTBEHHOCLbIO O MNapTHep — DC ohaHNYeHHOR 0TBETCTBEHHOCTbIO

O NONHbIN O NOMHbIV

O Pur3nyecKoe A0 O ®un3nyecKoe 11Lo

O [loBepeHHOE AL O [loBepyeHHoe NML0

O loBepuTesbHBIN CO6CTBEHHNK 0 [loBepnTenbHbI COBCTBEHHUK

0 3aKOHHbII NpeacTaBuTeNb 0 3aKOHHbIV NpeAcTaBUTeNb

O Mpouee; O Mpovuee;

MopnucasLueeca NML0 NPeACTaBAAET NHTEPECHI; MognuvcasLLeecs NNLIO NPeACTaB-TAET NMHTEPeChI;

O 2016-r, MaumnoHa.TbHasi accoupauusi www.NationalNotar\ .org 1-800-US NOTARY Mo3nuus

HOTapuycoB (1-800-876-6827) Ne 5907
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Inodnucbl 29 nions 2020 .

[Jauee cnegyeT TekcT fAokymeHTa «lpUnodKeHWe K MHCTPYKUMM MO MPUMEHEHWHO- U3aenns

,»CncTema >kugkas améonmsupytowas Onyx (LES)“», npeacTaBeHHOro Ha aHrAiekom u
PYCCKOM $i3bIKax. |

«MEATPOHWK» 9775 TONNIEAO Y3 949-837-3700 [T]
(MEDTRONIC) NPBAWH. KAJTM®OPHWA
92618
(9775 TOLEDO WAY
IRVINE, CA
92618)
CrtpaHuua 1m3 1
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Mepesena Ko3nosa Japba BnagnMmposHa

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

A. CrenaHoBa Mapusi MuxaiinoBHa, BpeMeHHO UCMONHAOWAsA 0653aHHOCTU-HOTapuyca
ropoga Mockebl Koponb BuKtopun AeKceeBHbl, CBUAETENbCTBYHO MOA/IMHHOCTL MOAnMcH
nepesofumka Kosnosoi Japby BnagMmvpoBHbI.
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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. Moz
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% BV,
P2ESESUE 2 Qyx“-34 LESBY%EH:
* QjfiR-1BLESa0nyx*-20 LES odporuQsa, keifsa plniace pedikdove injekde
pocvgjilvbifAcet lofiske.
* Qwx=34LES odporuca sa ra enbolizovenie vaulm prietokoma vadiikh
fistloachAadiek
[ONTRAINDIKACIE
fipnekOy LESnieje incikovary e pouiiitie v pripede predcasne nerodenych
LK18Ig)ani jechotlivoov svyzrammymzhorenimifunkde peere.

MOtNEKOMPLIKACIE
Hilzioeciirekonplik’de petria okremineho g
* henatam

* ataidratromboza,
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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.
Tietoischemickealebo hemmoragicke konplikade mozuviest’krozym
neurolagickymaefidtoma neu spasobit'snt.
VYSTRAHY
zhibdomna moznost wivarenia elektrickaho abluku s kovowmtantalom
v reterjli Qnyx* LESsana chirurgicki resekou bAVBlebo artcriovendiznej

fistulyebolizovengj pripravkomQnyx* LESnesii powzi'vaf monopolame
eleltrolauterizacné zariadenia. Pi pouifvan bipolimych zariadenfsa musi

P podavanf injekde pripravius Onyx" LESsa postup pripraviu QnyX* LESoez
lurren ielélra musf sledovat ponooou fiuoreskopidke vizualizide. Ocboniza sa
pred dosiahnutfm rrinimAlneho koTpreSiébo priestoru zostavy kateter + adapter
Zfskatfiuoroskopické zobrazenie, alty savizualizovel embolizujdd eterial saor, ako
opustfhrot ketetra.

Napodavenie injekde pripraviktl Qnyx* LES pouzi'vaiite lentlak pelca
Posuvanie piesta pohybomdiane noze v pripade okduzie katétra sposobit
nadmemé 2vy enietiaku a praskrutie ketetra.

Prfpravok Qnyx* LESa OVBOpod ajte porely, kondtantnou rychiostou
neprekracujucou 03 rl/min. R Itiidiich na zvieratkh saukizalo, 2
rychleinjekeng podavanie DMBOdo veskulatiiry miZe viestk vazospezmusu
aangionelrdze.

Zabrinte.abyviacakol oprfpraviuuOnyx"‘LESrefluxovalospatoezhrot
katetra. Angloarchitekiura, vezospezimus, nadmemy resix pripraviu Qnyx
alebo ili3dihy Zzs podavania injekde oz viestk problemompii wyberanf
ketiétraia zachyteniu katetra. Necimen* sila pri wheranf zachyteného katetra
moze sposobitv'Zne intrakraniilne kv canie. Dihodobe udnky zachytengho
katétra, kiory sa ponechi v padentovi, nie suznime, ale maii potendalne

POStLDOVtORITE.

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

Na Irexcilé podiivanie OVBOa pripravi Oy LESpouiifiajte len striekafly
Qyx* LES Iréstrieked(y nenmusia byt kompel 1bllre s CVBO

Poufiejte fen Tlrraal elreod spoloaiosti ev3 kompebbl 1nés DVBO Iré
mlokatetre nemusia byl™korpebbl/ne s VBQaich pouzitie mmo2e viest
Ktronrboebolickym reat@éiLispQsobenych katétrom

vy zohfhoohite moznosf intevakcie pripraviku Qny* LESs erbolizacnymi
dnidlami, ko su kyancekeylaty, pobabrré spiraly, fasticea embolizujuce
teliesla

Wkoravenieenbollzacie ne olduziu knvnych devije vehni riskantry postup:
Tento postup noze whkoravat len pecklista sprisiuBrym3kolenimy cblesti
reurologickej alebo penfémej intervenciea s dckiachymi znelostari

o patoldii, ktori sama oletrit', angiografickych technik'ch a superselektfungj
embolizkdi.

Angicaretorrla padenta must byt pristupnAna urmiestrenie hrotu
mikrokatetra na ieste, ktoréje distalnevzhibdom karteriilnymvetvjm
Vtré nozu potendaline wzivovafkraniiny nerv.

Asaangiograhoky potvrf, Z&prakticky suZasne s arteri”inou opadhkidou
saprejavuje venozna drenez arteriovenozrgj melformrecie, musfisa uvazovat
o poulVedjuvantrej el

Acsappojka LLer mikrokatetra dostane do kontaktu sfyzielogidym
raztokon krvou alebo kontrastriymmediomy Ibbovofromnmohtve, noze
d&jsti predZasnému stuhnutiu pripravias Gnyx* LES

Asanedodrzi nepren.Bovare miesanie pripravku Gy LESpozadovany
3. vysleckommoze byt nevhochAsusperzia tantalt a nedostatodii
Quoroskopidd vizualiz'diapo”s podiivania. Pripravck Qnyx* LESpodivejte
ihnecfipo premieSant. Aksa podanie pripravikir Gy LESoneskon, noze
dojst kusadeniu tantalu vstriekacce a vysledkom bude nedostato™ni
vizilizacia pripravku Qnyx™*LESpoes podVaniainjekce.
Poulittmadaptéra roztvania striekafka Gryx* LES- katéter sazmenSt
azrel'ery kompresny priestor T &, Nezohibhenie tejto skutoffinosti
moze viestk neunmyselnej enbolizadi.

Zozremkonpetibilnych mikroketétrova informide o kopresnom
priestore najdete v pokynoch hepauZfivenie adaptera rozhrania stidkeZa
Q- ateter.
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zahmatvznikdavnych zrazenfn, infekeu alebo migrdu katetra,

*  Predopekoverympodanfminjekde NEFRESITEpodvanie pripraviku
Oy LESna dihsie ako dve minuty. Meze dojst kstuhnutiu pripravi
Q" LESVhrote kelélra, K aréspsobf oldiiziu katetra. PouiZitie redrmeme
sily ra wolhenie katetra noze viestk prasknutiu klé ra

«.._Pocas podavania pripravius Qyx* LESsa musf pokraZovatv primeranej
Ruoroskopicke) vizualizicii. Vopecomprfpece 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.

 ZySyodporvod injekel pripraviku nyx* LES- zastavte pockvenie
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 nrikrokateter nepokiisajte
dstitani cez neho injekene nepodkvajte Ziaden metexiil Pokusy o dstenie
katetra nozuviestk vznikuenrbolusovalebo erbolizidi nezamyJonej
oblasti.

o Acpripravok Qnyx* LESunikne mimoveskulamublest,  sanoizestat
\prfipack poruknia devy, noZe dojstk subakiitngj 2/ yelovej reaki.

BEZPECNOSTNEOPATRENIA

Pred pozitfmskontroluite obel produiiL NepaLzfiejte, akijesteriind baréra
otvorena alebo poodena.

Powzite pred o tumomexspirace.

Pred pouzitimsystermu Qryx* LESsi preftajte nAvod na poitie ketétra
aadaptera rozh rania.

Skortroluite, d sii katétre a prisiuBerstvo poiZ(vané v prianomkontakte
spolyrérnyT neterialomsystern Qnyx* LEScisté a koTpabbl/hés reteri®lom
apri styku newwoigjii 2" Zanieani cegradAciul Pozritesi ZastiVistrahy a Pokyny
na pouzitie.

Asa poinjekoiom podanfpripravia Onyx* LESpred uofrenimmikrolatetra
repoccAniekolVo minit, roze dojst kfragmentidi pripravikuOnyx* LESdo
nedefovych cev.



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
ryvijaryraveskulatury, aby'sa mininelizovaio riziko kvecania

«  Teoposiupnozno preruiovane opakoveC kymsa kateter nelvoli.

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

iz yerialetetra;

- Mfiekaryd konrplikovanejJich Kinidkych pripedoch mo2e byt
bezelrjile ponechet kateter unaJaftokomv cievomsysterte
areriskovaf po\odenie melfornide, atymkrvecanie, v pripece
rechemehofahuwijaneho na zachyteny kateter.

- \latlsato natishnutim katetra a ocdelerrimbiadelb vilizkosti
miesavstupu do devya ponechanfm katetra vtepre.

o Asakateter po"es odstranovania prelom, e dojst kmigr'dii na
dsAromikond alebo navinutiu katetra.

o Liévenistydenje potrebren LI chirurgicku resekciuna
rtininalizoverierizila tronbozy.

RUDNENIE

1y Sa OVBOsasidaclje pri teplot”ch edz -20X ad SSC Pred

fiictSaveteplotu produktu medtzi 19 24" C Akprodukt vystaveny

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

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

a8 Rikailjtevieiian, kymnie ste pripravenf pripravok

OXliSnjekdlne poc Vet podfakrokd 7.

11 Wesrenienikrokatetra potvralte injekeiou kontrastneho mediia pocia

FErpointitce

tarestrenediumvypl chnite zfrdia mikroketetra 10 fyziciogid<Yo

Niduirideiuponechejte pripojenQ

kirdethes Garie2, Mbol No(S):-420V/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 Tentopricaviy dbjempripravku Onyx'* LB sa pozije e
rapinenie (z/ladnd) adaptera roztrania.

Ktriekacke pripojte adapter raztrania.

Pripravak OnyX " “LESpodavajte cez adapter raztvania, kymsadistalny koniec

hlavy piesta nezarovnd s 1l ryskou stupnice na veici Striekedy.

8  NedhytokpripravkQnyxX" LESna hrote adaptera razhrania samole utrief

Qs suchauitieninou bez prachu

9 \Wherte striekedcou s OMBOz ketetra, konoovku LLer prepiritea umyte

2wysomVD

10 Oarlite pevne pripojte striskeCkus pripradomQnyx” LESKhrdiu

mikioktetra. P priijant savhrde resTte rachiczat ziacen vzd.ch

10 \reknite pripravok Oy LES aby refvadii IMBO NezeKae Kinideg

praxe'saodporiica podivat' pripravok OnyX* LESinjelQre ko' tantnou

ryehicsfou0,16 mi/min (025 mi/90 sekurel). NeprekeaLiterychiost O3/

VYSTRAHY

Asanedodrzl nepreruiovand mieSanie pripraviku Oy LESpo2edovery Gs:
(20in), wsledkomn02e byt nedostatodia fluoroskopio* vizuaiiz"oa pocas
podVenia.

Pripravok OryX"* LESpodavajte ihneifipo premie/ni. Mize dojst kusadeniu
tantaluv striekacoe a vysledkombude nedostatocni vizuelizida pripravku
QX" LESpoCs podivania injekdle.

Napodavanie injekde pripraviu Onyx* LESpowzivajte lentiak paica. Posuvenie
piesta pohybomdiane mo2e v pripace ddCrie katetra spOscbitnecimenme:

2wy enietiakua prasknutie katetra

Acpripravok Onyx™ LESvychidzajiid z hrotu katetra nieje vizLelizovany,
zastavte podivanie injekde. Virfpede ddiizie katetra samoje nadmeme 2wftt
tlak Pocas injekQHo podivania pripravku Oy LESnepretrzite kontrolute,
d pripravok QnyX™LESvychedza z hrotu katetra. Testovanimsa preukizalo, 22
aksainjekQe pod 0,06 m pripraviu QnyX* LESa revizuelizuie sa vypustenie
2 hrotu, mdfe vzniknut nedimemy tiaka prasknutie.

A striekecke cltite zvyjeny ocor, zastavte podivanie injekde. /%y odoor
injekde noze byt spasobeny okiilziou katetra. RakraCovenie podivania injekde:
do katetra s oduziou e sposobit praskiuitie katetra.

Pred opakovanympodavanim injekie neprerusuite pociavanie injekae pripravku
Qyx" LESnadheako 2min. M2sd0jstk stuhnutiu pripraviku QnyX™* LES
\hrote katetra, ktor™ spdsobfokduziu katetra. Poiitie nedrmemej sityra
wofnenie katetra moze viestk prasknutiu katetra.

Asapazorje abnormelne rozsirenie prieneru rrikrokatetra, zastavte
pockvanie injekde. Rozsirenie priemeru mikrokatetra noze signelizovat
zeblokovanie katetra. Rozarenie priemeru mikrokatetra sa ngjlepsie urd
pormooou fiuoroskopie s évojitymdopadoms niymzvaSenimalebo postupom
autorrepy a preskunenfmejvacsej noznej Get! mikroketetra.
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VYSTRAHY

Pocas podivania pripravikil Qnyx™ ESsa musf pokracovatv prinerangj
fluoroskopicke) vizaiiz'di: VopeChompripade e d0jst knecielengj
embolizedi dievy. Pri kaldom preruHenivizualizicie poCes enboliz die Z2STAZIE
podiavanie pripraviku Qnyx™LES kymsa neobnovi dostatocna vizualizacia

2

Ae naenbaliz’ciu potrebna druhi striekaCla pripravku Qnyx™LES adapter
neodstrafitite zkatetra. Kecfje rovAstriekeCias priprakomQyx™ES
pripravera, jeshoducho wyberte przahu striekedku z proxielneho konca
adaptera a kadapteru pripojte novu striekacku

Po skoneenfinjekCneho pockvania pripraviu Qyx™ ESpodkaite nikolko
sekundl; rmieme odkajte striekaClua potomjenme potlahnite kateter
aoddelte uzaver Oy LES

\hesledtjLich bodochsa popistje mozratectika wolhenialtetr;

Podokoncenfinjekeneho podavania pripraviu Q™ ESpoClete riekalVo
sekund a potom mieme odsjte.

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.



A

tmana RO
Btructiuni de utilizare
tfidictbentidlizaeQp™

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 s
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 nricrocateterl de
Matrare lalan Iui, permmitindlH rediicului s! efectuezeinjec’y suplinentare
' miaoQet, dac! este necesar.

IDICATIIDE UTILIZARE

MraiealeziLnilavasculare periferice  neurovascuiare, indusiv amalformatiilor

' MewToasepatumorilorhipervascularizate

NIEZENTARE
OYIESestedigonibil intrei formulari de procks, Onyx“-18 LES(E%B\H,
1ISE@3ER0) 3 Oy -4 LESB%BEV;
QyASLESp Onyx"-20 LES Recomencit atund eand injectirile
Edalilocealimentare se vor efectua in apropierea nidsului.
(hyX“-34LES Recorendat pentru enholizarea componentelor fistulare au
cHitrvai ere Ji cle dinensiuni el men.
CONTRAINDICATII
Ile*{Brueste incicat pentru utilizare la prenreturi (<1.S00g) saula persoarele
SRifickrt hepetic! senmificativi.
(OMPLICATIIPOSIBILE
(Micileposileindud, dar nusunt limitate fx
* Hnaam
* TroMomarterial!.
« Baingteisdieics 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 formverii-unui arc electriccutantalul metalicdin
meterialul Qyx'* LES treluie evitat! utilizarea dispozitivelor monopolare de
electroGuterizare penbtirezec’a chirurgiGi! a nelfornriiilor arteriovencese
saua hstuleior arteriovencese enbolizate cu Oy LES Dispritivele bipolare
trebuie utilizate cuatertfie

Aoest dispaitiveste livit STERL, exdlsiv pentru unic! utilizare. NulMreprocesafi
|i nuil resterilizaiii-Reprocesarea. - resterilizarea nerescrisoul e infeciie pentru
pecient - de comproniterea fundiion!rii dispazitivului.

Pentru injectarea Qryx* LESnu 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 cateterulu.

Injectali QryxX"* LES) EN8Ola un debit lent p constart, are $! ru
dep!”easc! 03 mi/minut Sudiile pe animeleau arltat ¢! oinjectare rapid! a
DVBOIn vescularizenie 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 nur sunt cunoscute, dar ar putea include formarea de cheaguri,
infeclia sau migrarea Gteterului

NuUlntrerupefi irjectarea ryx” LEST rrultce dout minute Ineirte ce
reinjectare. Se poate procice solicifiarea Oy LESlavarful catetenuli,
avand drept rezultat ocluziunea cateterului, iar utilizarea unei presiuni
@xesive pentru a elibera cateterul poate avea drept rezultat ruperea
Gateterului.

Pentru injectarea CMBOA Qnyx'* LESfolasiti nunrai seringile Oy LES Este
posthil G alte seringi sa nu fie conpetibile cu DVBO

Folgsiti numei microcatetere ev3 compatibile ou OMBO Este posibil caalte
microcatetere s! nufie competibile cu CVBQ iar utilizarea ior poate avea
drept rezuiltat evenimente tromboerrbolice datorate degrad!rii Geeterului;
Tine" intotdeaLina seama de poteffiaiul de interac’une d QnyX* LESau

alti agen|i deerrbolizare, cumar fi ciancecilatii, 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 specialist cu pregttire
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.

Tretuie luat! in corsiderare utilizarea concomitent! a Unei spirale dac!
angiografiaarat! ¢! drengjul venos al melforretiei arteriovencese apare
gprogpe simulitan au opecifierea arterial!.

Dec! conectorul lueral microGeeterului vine in contact euicrice cartitate de
soiufiesalin!, s!nge sau substanif! de contrast sepoate produce solicificarea
premeturlaOnyx*LES.

Neamestecarea continu! a Qyx* LESpe durata detinp necesar! poete avea
drept rezuitat o suspensie de tantal necorespunzttoare, ceea ce duce lao
vizualizare uorosoopic! necorespunz!toare Intinrpul adinistririi. Injectati
QX" LESinediat dup! amesterare; Dectseinttrzie injectarea Qyx LES
se poate procuce sedimentarea tantalultii-Insering!, avind drept rezultat o
vizuelizare proast! a QX LESIntinpul injectarii.

Utilizarea aptorului pentru interfefasering! Oryx* LES-cateter vareclce
spafiul mort indiicat pe eticheta microGeterului. Nerespectarea misurilor
corespunz!toere poate avea drept rezuiltat ebolizarea neinteniionat!.
Corsultafi instrucfjunile de utilizare ale aaptorului pentru interfafa sering!
Onyx-Greter pentru olist! amicrocateterelor conpatibile ji inforefii
privindspatiul mort

La injectarea O’M(*LBvizua!izareaIlucrcscopic! trebuie s! scoat! in evident!

Intimpul administririi Qyx* LEStrebuie menfinut! ovizuelizare
fluoroscopic! corespunzatoare, Ing - contrar putSndurse procuce
enbolizarea 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! elibera sau$! invingeti rezistenfa prinaplicarea unei presiuni de injectare
aescute. Dec! seint!mpl! acest lucry, stabile Guza rezistenlei (de exenplu,
ocluziunea Oyx”” LESIn lurvenul cateterului) — inlocuiti cateterul. Utilizarea
wnei presiuni excesive poete avea drept rezultat ruperea cateterului
embolizarea unor zone neavute Invedere.

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
vedkre,

Dec! Qnyx* LESieseln afera speliului vescular, a” cumse poete Int!nrpla
dac! peretele vascular este conpromis, se poate produceun rlspuns
inflamator subecut lameterial

PRECAUTII

Controlafi abelajul produsului inainte de utilizare. N utiliza(i produsul dac!
beriera sterila este deschis! sau deterioratL.

Uilizafi procsul Ineinte de data expirlrii.

Inainte de a uiliza Qnyx™” LES parcurcefi at!t inshiictiunile de utilizare ale
cateterului, c!t - aleadaptorului pentru inter”I!.

Cortrolafi G atat Gteterele, cat.  acoesoriile utilizate in contact direct cu
polirerul Oryx* LESstde curate  conpetibile cumeterialul ~ nudeclan’az!
predpitarea sau se degradeaz! la contact Corsiltafi sedjiunile respective,
Avertismente  Instrufini c utilizare.

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

injectarea OnyxX*LLB, se poate produce fragmentarea Qnyx* LESinvese de
slnge Gre nu contituiefinta proceclii.

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 embelizare inainte ca el s! ias! prin vIrful cateterului.
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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
sanmificativpoeteavea 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 nult de 20am
detractiune asupra uteterului, pentruamininiza risou de separare
acateterului.
*  Pentrucateterele blocate:
Inanuite situefii dinice diticile, este de preferat sSee lase
Geterul flotantin sisterrul vescular pentrua ruriscaorupitrea
urei melformetil fi In consechfS provocarea unei herroragll, prin
exercitarea nei tracfiuni prea merl asupra cateterului blocat
Aceasta se poate realiza prinintinderea cateterului fi tAiereatijei In
punctui de acoes vescular permrifand cateterului SASTASinarter
Inazul in care uteterul se rupein timpul retrageii sale, poate avea
loc migrarea distal Asaul inf3furarea acestuia.
Tretuie |uetS in considerare o rezecfie diirurgicalSin adeedfi i pentru
arminimizarisoul detromhozA
DEPOZITARE
Depuriteti Oy LESi DVBOla terperaturi cuprinse intre=20fi 56@CIneinte de
uilizare, enfinefi termperatura produsului intre 19°1-24°C Deod produsul ingheafS
dncazaequrerii laterperaturi rai srizute, dezghefaii-| latenrperatura caerei
ireintec ilizzre.

INSTRUCTIUNIDE UTILIZARE

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

‘Striific Inostries Genie 2, MbalND(S). 120v'S-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 cuOnyx' LES aspira|i aproxinetiv 1,1 mOnyx* LES

astfel incSt capul pistonului sAfie dincolo de gracktia de + m de pe rezenvorul
seringji.

INOTA Acest volumsuplimentar de Ornyx* LESvafi utilizat pentrua uple
(avorsa) acptorul pentru interfafa.

Atafa|l laseringaadaptorul pertruinter”|.

Injectafi Onyx* LESprinadgptorul pentru inter"fa pana ce capetui distal
al pistonului-este laacelafi nivel cu liniagrackliei de 1 ml de pe rezervorul
seringji,

Qrice extes de Oryx* LESde pe varful adaptorului pentru inter"fa seve.
fterge cuo capAcuratl, fSSparticule uscate.

Sooatefj seringa pentru D\VBOGiN cateter, umpleli-o peste capadiate fi
SpAlafi racorcl Iuer cu restui de DVBO

10, - Qonectafi inediat strAns seringa Oryx* LESla racorl nricrocateterulu,

aslgrAdn3cSruexstAaer intubulatur” intinpul conectarii.

11 Injectati Onyx* LESpentru a dezlocui OMBQ Re beza practicii dinice, se

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

AVERTISMENTE

Neamestearea continue a Onyx* LESpe durata detinmp necesard (20 minute)
poate avea drept rezultat ovizuall zare fiuorosoopic” necorespurzStoare in
timpul adrrinistilrii.

Injectafi Onyx* LESinrediiat dupS anmestecare. Se poate prodtuce sedimentarea
tantalului Inseringg, avand drept rezuiltat o izuallzare proasti a Onyx* LESin
timpul injectSii.

Pentru injectarea Onyx* LESfolasifi nunai presiunea exerditat] cudegetui mere.
Folosirea pelimei pentrua prodlice avansarea pistonulli poate avea drept rezultat
ruperea cateterului din Guza presiunii excesive in caz deocluziune acateterului.
Qnifi injectarea dac™ Onyx* LESnu este vizuallzat iefind cin vAfU Geterului.
DA astupa ateterul, se poate produce 0 presitine excesiva In tipul
injectAxii QnyX™LES controlati continuu 3iese Onyx* LESprinva il
Geeterului. Testeleauaratat ¢ se pot produoe suprapresurizarea fi ruperea
cecase injecteaza 0,06 i Onyx* LESi nuse VizL siizeszs iefirea acestuia prin
varfui cateterului.

Qnifi injectarea dadi se sinte orezistenfl aescuta laseringl Forfade injectare
aresoutSpoate fi dtoratS oduziunii Greterului. Gontinuerea injectSii intr-un
cateter ociuzionat va avea drept rezultat ruperea cateterului.

Nuintrerupefi injectarea Onyx* LESei it ce doue minute Ininte 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 dbserva o dilatare anomreiSa diametrului
microateterului. Qreftereadiametrului microcateterului poateavea a
semnifalie unateter blocat Crefterea diametrului microcateterului poate fi ol
i bine stabilita prin, fiuoroscople cu dubla incident] cu mmegnifreare grosiera™
sau printr-o procecLrre de,artografiere”, exarminSnd cea rei mare secfiune
posibilj a miaocatetertii.

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 prececkrii de ebolizare, OPRYjl administrarea Onyx* LESpdnl la
reluareavizalizSii corespurzStoare.

12 Dacaeste necesarSoa doua seringj Onyx* LESpentruoenrbolizare, nu

sooatefi adaptorul dinateter. G ndeste gata noua seringa Oryx* LES pur fi
sinplu sooetefi seringa goala din capital proxinl al adaptorului i conectafi
fhoua seringa laadiptor.

43+ Laterminarea injectarii Oryx* LES afteptati cateva secLnce, aspirafi

ufor prinseringl, iar apoi tragefi ufor de cateter pentru asepara nocelul
Oy LS

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.

«  yineii strans cateterul i apoi tragefi- folosind o mifare rapidi din
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

BBb3MOXHW YC/TOXHEHNSA

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.

MATBLYR HR YCTPOVCTBOTO U pasMeaBaHe HaOT/VBKaTa.
XENDPAIVHHA VHLWRHIVE /1088 [TTYPA - MEXopaLys.
XenoyyHanVHHATE MPOVEHV, TPRLY3B/KaH/ OT eVBO/VBaLITa, MOraTa
[I0BE/AT10 XENDPBIVHH/ YCTIOK-EH/R

XeMOpar/HHA YCIORHEHYR, CBHI3aH/ CONVITVA3a OCBOOCMKTIpBAHE HR
38KTELLEH KATETH,

TEMVOEWHH W XEVDPBNVHHA YO XHHEH/R NOFaT 1A I0BE/IAT/0

PEVHM (yHKUYOHBMHA KEBPOMOMVHHA SR VLTV VI BE3VOXHR OVTT.
MPEAYNPEXAEHUA

I"bpay BE3VOKHOTO 06Pa3VHE HAMEKTPHHECKA Tbra C TaHTa/OBYF NETaN
B vemeviara Ha GryX* LES Tprtea fia e VBGArea yrnoTpeGaTa Ha yCTpoicTea
38 MOHOMNOSHPHA &/IEKTOKAY TEVBALIYA 33 XVDypIvHHA peserLm Ha ABVI
WV Ha 3pTEVOBEHCBHA deTyrv, envbarvavparn ¢ Qnyx* LES Brmorspi

YCTpoViaBaTRABA A Ce VBNIO/BEAT C/I0BVLLEHO BH/VEHVE.

{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
w)plBawa VHTER(E/C VX CrvHLIBKaTa 38 A0cTaBsHe Ha QnyX* LESu
I ermopa BCTEHE:

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. Qnyx™ LESHesabaBHO 0GpesyBa KopvHKa, It
SFYIFEAHETO R MOPVVEDHV/ eNI00N OTBEH HBBBTIE, /IDKAITO e MPVZBYbiA M0~

|LLIHO BCyp. MHete OnyX* LESe Hea/ixevBeH, MO KaTeTHIBT MOYe Ja .
JCTERVHAMSIE0, JIOKATO B VBBLLLBAT GeBH 11 KOHTPOVIDBHA VIHEKTVBH/F.
TMONPedVA CEIEVBVBALYATA MOXE 1A C2 VBBHPLLY C MVKDO KaTETHE HR
+CTO, KCETOOBBOFEA HE./eKaA 1A MBBA OB HATENH/ VEMEKLVM TPe3 .
QUMM KETETHD, 8O € HEOGXOYVD.

TMOKA3AHIA 3A MPUJTOXXEHWE
EH60HALYR HANEsV B MEVIEPHUTE CHI0BE VCHIDBETE HA HEPBHBTA Claeva,
KLLDH/ATES HOBTERV0-BEHCBHA MBICIOPVELY/M W XVTERBACKYTBDHATYMODI.

KAKCEPE/TATA
Qjix“IESce rpenyera BTvekapCTBeH diopvm, QX1 LES(%EBA),
Oyx-3LESEFEBA MOy 34 LES( % EBA; *
o Oyx*18LESVOnyX"-20 LES IMpenopbHea 0e, KORTOLLE G2 H3BLDLLEA
VIHEKTVBHE B 38XPaHBALLDTO KpaYe B GveocT A0 qokyca. .
o OnyxX*34LES Mpenopb-ea 62 3a eVO/VRALY T MO-OANEH KILBOTOK 1
HRMO-TOEMA KOMTIOHEHTV CAVCTYIA
MPOTBOMOKA3AHMA *
QX LESHee MpefHasHeHeH 32 YOTPEGA M HEJIOHOCEHA HOBOOZEHA
(<1500 T MLA CEC3HBHVIMO YBPEXIRHE HA YepHQIPOGHATE (yHUM

TeeayCipovcTeo ce focTaen CTER/THDcamo 3a eaHoKpaTHa yroTpeta. H
YroTpeGRBalATe W He aepunVBVpaiATe NOBTOpHO. MberopHaTaynoTpea v
3EPUI/BALIA YBE/VaBaT PG OT VHIEKLYF He MBLYEHTA M HapyLLBEAT
(yHKLYIOH/PPAHETO HRYCTPOVCTBOTO.

VBnarmesiite cavo Qryx* LEScrivHLpBiuTe 3a kbiekTvpare Ha VBOu
QX LES [ymapyHLOBKV MOXE i He caaBMecTvMM ¢IMBD
V/BnareaiiTe cavo cavecTyviv ¢ IMBOMAKDO KaTeTv Ha ev3 iy
VKO KETETIV IVOXE A He CaaBMECTVIMM ¢IMBOV VBOrBBaHETO VM
MOXE f1 40BE/1E A0 TPOMOORVBONVHHY CHOVTVA BCPELCTBY/E HRR/OLLEBAHE
HB KBHECTBOTO He KATETHDE.

Branvinveiite npeapya Be3avoxHocna Qnyx* LESa esavopgiicTea
CAPYV eNGO/VB/PALLY MDEMBQETV, HID. LYBHOBKOWTEIV, TR
CVPEM, SECTALM W eveoTVBVpPaLLY afEn

CHPBETE H HEPBHETA CYaeMa U MEVIIEpHUTE CHADBE, KaKTO 10600

NOBHABAHE HA MATQNONVATa, KOATO LLE Gyie NiekyBaHs, aHVOmedick/Te

TEXH/AKU VICYTENCETEKTVBHATA eVOO/VBaLY .
*  AJVIOBHETOM/FTA HR MELYeHTa TR08Ba g MOME i3 02 MOBVFB He3
NOCTaBAHE HA BL{Xa HR MVIKO KATETHA B M0, KOETO € [I/CTa/HO CTPAVD
3TEQVE/H/TE K7IOHOBE, KOHTO MOFaT 1A 38XPBHBAT HEPerHO-MOSLHEH HepB.
AOaHVOMPaVFTa MoKassa, Ue BEHOBHIAT peHaxk Ha ABVIBIeXIa
TOHTV €HOBPENVEHEHCAPTEVIANHATA ONBLIGLYR, ToRbEa fa ;e
OOV VBNONBBAHE Ha IO HTE/HA CTVBrB.
Toeigespever+o BTBHYEaHE HAQNX“LESMOIE A e MyA, 30
1yep HAKPAVH/KET HRMVIKO KATETIA VIV, KOHTBKT CHVBAQMO/HeH
PeSTBOp, KILB W KOHTPECT B KBKBATO W1 1a G0 KOYVHECTEO.
A0QyX* LESHe e pasviecea HEMPEKLCHATO 32 HEOGXOZYVINO BPeve,
MOHE [ G2 MOy HEOCTATHHO CYOTeHIYBHe HaLTaHTarg, KOETO/
0BRIE [0 HETIOCTTLHHA (TYOPOCX0NTHA B/BYa/VEALYS TDBPEVE Ha
JocTaesHe. V/kvexn/palire QnyX* LESHeNoCpenCTReHO e/ PesVECBaHe.
Ao drexTvpaHeTo Ha QyX* LESce 3a6aBY, YTasBaHETO HATHTIR MOYE
1A 02 MOV B PAVKVTE HALCT{VHLIDBIGITa, BOYRKA /10 /UL BYBYa/VBALYH
HQyX* LESMo Bpeve HavHieKTVaHe.
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YroTpe(ara Ha §ianTepa 3a VHTERHE/C My CrvHLIDBKETA, U KATETHR
Qyx* LESLLE Hawe/ HOWHA/HOTO MHJTBO MPOCTaHABO HaMAKIO
KaeTH8. A He 02 OCTaBAT CLOTBETHTE TO/IEaHOV, TOBA MO 1A [I0BE/Ie
[0 HeBOMHA VOO VBALY AR,

Bxre YiasaH/mTa 3a yroTpeta Ha gpprepa 3a VHTERde/c Mexay
CrVHLIOBIA M KATETHD QyX 33 CTIaK Ha CHBVECTVMV MU0 KATETIM 1
VHJOPVELYA 32 MBITBO [POCTPAHCTEO.

Koraro vitexmvpare Oy LES npemytesareTo Ha Qryx* LESTpes mynvera.

H KaTeTHPA TPA0BA 3. 02 CABM HPe3 (yOpOCKONOKa BYByarVBaL .
TMpenopb-MTerHO € g Ce My ryopOCKONCKD VBOGPBXEHVE MPeit
I0CLLIAHETO HA MVKAVBIHOTO MB{TBO MPOCTRBHCTBO HA KATETH + aJprTepc
LN BY/ByarIV/BaLA Ha eNIGO/VB/DALLYR NETEVaN MOSIV VB/VBAHETO My OT BHXA
Ha KaTeapa.

VBrormeaifTegmo HETVCKCNPba 32 vibiexTvpaHe Ha QnyxX* LES
V/BrarBeaHETO Ha fi/IBHT Ha, PhKaTa3a MpVIB/peaHe Ha Gy TanoTo Moxe:
{.IOBEE [10 PYTTYPA H KATETH8 MOPGIY MPEKAEHO B/COKO HATFTaHE B
CIYAEVHR O3V H KATETHDA.
Vivrekivparite Qnyx* LESw/QMBOcGaBHa, Moa0sHHA CKOpoa,
HerpesLLEBal LR 0,3 T(/MHyTa. Mpoy-BaKk/R MMVBOTHA Ca MoKesa A,
4 GH30TO VHHeKTVaHe He IMBOB ChIDBATa CY/CTEVE MOXE [ A0BEE
10'Ba3OCTIBBHMV WV 8HIVIOHEKPOsa.

1 ocragsiite noseve or 1cmQnyx* 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/BYR/VBALY, B IDOTVEEH GBI/ MO IR Ce Ty
eVOOVBAL HACy, PearVHeH OT HerBHAR. A0 (e3aryon B/RyarH/A
KOHTPQN B KOVTO 133, G710 MOVEHT MO BPENVE Ha MPOLIEZypaTa Ha
evbonveaLys, 3APHRIE focTaesHeTo Ha QX * LES 10 BE3CTRHOBABAHETO
HAJpKBATHATA B/BYa/V/BaLYA. TECTEAHETOE MOKE3AO, He MPEKa/EHO
BY/OOKD HA/IAraHe W pyrTypa MoraT/Jgl B TN, ako Ce vkdiex/pa 0,05 i
Qyx* LESU He e B/ByarvB/40a VB/VBaHETO My OT BHOXA Ha KATETHDR.
TMoB/LLEHO AMPOTVB/IEHVE CTPAVID VDKEKTVDBHETO Ha QnyX* LES

- Qere MteKTVaHETO. He MpaBeTe v 3a MPOHVCTBAHE WK
MPequO/FBaHe HA. CHPOTVBNEHVETO Y063 MOBraHe He MOBALLEHO
HA/AaHE HAVEDIEKTVDAHE. AKDCE Gy TOB], OTPEZRNETe MVHV/HATA
3a.arPOTVIBNEHVETO (HarpVER OKy3vA oT QryX* LESB nyvera Ha
KaTETH0A) VI NOIVEKETE KATETHA. |/BNOrBeaHETO Ha MPerarneHo B
HarAraHe MO /13, Z10BE/E 0 PyITypa Ha KaTeTHPe M evBorvizaL s Ha
30HM, [BR/VHAM OT HE/BHAT3:
QrvBnoBBaHETO HA MUK KareTH) COnyX* LES He ripesete orvvt

1A MPO-VCTBATE MAKO KATETHDA /13 VHEKTVDETE KBKEBTO MR
610 VeTepvian Mpe3 Hero. v 3a MpoHCTBaHE Ha KATETHa MOraT A
{APBE/IAT /10 0ONEBYBAHE HA EVEO 10 EVOOVBALY HA 306, PERTVHH
OTEMBHATA

A0 QyX* LESIRRese VBBBH CHIPBOTO MPOCTPBHCTEO, KakTo /MO0
1A CE C/ly 4/, 3KO CHIDBATA CTEHA.E HEPYLLEHA, € BB3VIOKHO [/ B MTYAM
MOAOCTHY BL3ME/UTENEH OTTOROP 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 pedyryieca, 3a 4 CeefeTe 10
WLLYMABKITATE, VBOPOEH/ NO-Tope.

Kt vaOryx* LESTes (nanHins BbX Ha MVKOO KameTbe: QBeH PVIKDBETE
[EAHYOOHEH/R BUBLICTBVE Ha HOHEMBHA eVOO/VBALYS, 3HRHUTEIHVAT
; [Goi{vDIRMMAVHIZAKTEL BAHE Ha MAKDO KATETEDR, BOTEVNAJOTIYAHO
VLLEa-e HEOTOHR PeIykC, KOSTO MOXE A Ce MVENVE, TRRGER BYHAIVA
[BACBEHFERCBHTVIXUITEKTOH/KETA H VBT ODIVELY/ TR, 38 /42 02 CBRE
[BHMW/O@33 HOHETBHR EVOOTVBALY S W TRYHO VBBaM(IAHe H
BTpa. Kaorpean caereTe pedyiykea o No-Verko OT Lan Mo Aviaantins
ipuraMAgD KaTETHE. Bk 0y TV (BKTOPV MOFaT g MOB/VRAT BHXY TOBA
Idrnee
*  AOCPELLHETETDYIHOCTVIC VBBKIRHETO Ha KaTET L8, CilefHaTa TexHA@
VOAEIROHEOTTONE,
BHAVETETHOVBTEITETE KaTETHPR, 33 1A OLEHATR BHO
CHTOTVBEH/E 32 VBBKTIRHETO.
/AOCEyCRLLA CHPOTVREH/E, OTCTPAHETE BCAKaKBO “HarbeaHe™
TDIITETER
BHVETEHO MVNOHETe TPaKLYH BHIXY KETETHDA (MVGVBUTETHO
34 ampesTbBaHe Ha KaTETHDR).
3PbKTE Taa TRBKLYA 38 HAKTKD CBRyHIY! MOTYOHETE:
T PeLprETe MoAEraHe HaTRRKLYR BOXY CHIDBETE, 33,1 CBRJEETe /D
MHNYM VO OT KIEBOVB/VB:
1081 MPOLEC MOXe 3 G2 NOBTAA MEVOLYHHO, [1OKATO G VBTEN U
KaETHB.
KoraroVBro/BeaTe MAKO KATETPV HA.ev3, He MOWBraliTe TpakLym
noeese 0T 20 aMBHXY KATETHR, 38 R CBELETeJ0 MHAVYM /K@
OTOT/R/¥He Ha KaTETHE,
* BB KETETN
VIO TRYHA KIVHAHH O/TYELWV MOXE [/ C2 Ok e
N(/1'e30rB0HO R 08 GCTaBM KATET B CHACOHBaHe OT MOTOKA B
CHIPBATA CVaeM; 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
ChLY JeH; 383,02 MH/VVBVIPA VK@ OT TROMO0sa.

CbXPAHEHWE

Crxparrealite Oy LESWIMBOMexay -20° nSBRCT e yroTpeta
NOGHHaIATE TEVNEPETYPETa HA MpgayKTa Moy 191 24C Ao rpaayKrsT
3aMPB3HE NOPGNVEEr aHE HA MO-H/OKV TEMTIEPATYV, PaBVAseTe Ha CTalta
TEVE{ETYPA MPSIAYIOTPeGR.

YKA3AHUA"3A YNOTPEBA

1 Pasymawpire Onyx* LESB mpoawdieHve Ha kalvenko 20 MHyM B
M/Koep Oryx* LES v HecTpoika 8 MPpOIwDHETesA pesVECBaTe, Jokato
CTe.[oToRv 32 VHexTVaHe Ha Onyx* LESCHTecHOCTHKA 7.

2 [ YByEreceB pesO/BraHETO HA MAKDO KATETHDA CUHIEKTVPAHE HR.
KOHTPBCTHO CPEAICTBO CHTTECHO C MPOLIE/YPeTa HA3aBHATA VHCTVTYLYF!

3. [Jov/Te KOHTPECTa OT HaraliH/ka Ha MO KareTrpac 10
thyB/OONVHeH pesTBOp. CCTaBETe CrDVHLDBKATA CBLBaHA.

4. MuHeHe Ha MBITBOTO MPOCTIEHCTEO HA KATETHDE, a0 VVipaiATe
rpvevevrerHo QO or creprim AMBOHaeV3 B 1l apvHLcer@
cOnyx* LES Vivexnvpaiite IMBOB MAKOO KaTeTHDA 38 JOCTaBAHE B
[I0CTATBHEH 00eM 33 HA ThBaHE H MEOTBOTO MP0BBHCTBO HA KATETHPA.
B/ TVIETa Ha KATETHA 38 JOCTaBsHE 38 00EVB H MEJTEOTO.
MPOAPAHCTEO.

5  Ko@omm/me opvHperara cOryx* |ES acvprpeiiTe povsuTerHo
1,1 ml Onyx* LES Tak@ e 7egara Ha Gy TanoTo Ja e Cng/ VepuTerHama
vm3za 1n HaLwvHIEDE Ha OVHLOBKETR.
3AEEEHKA Tom porkvTeneH obem Oryx* LESLEp eevenomsa sa
HarTbBaHe (MpalvVHI ) Ha gATTepa 3a VHTEREVC:

6. [MvKperere agprTepa 3a VHIEGEIC KbM CrvHLpBKaTa.

7. Vibrexvpaiire Onyx* LESTpes aoarTepa 3a VHTERREVC, AOKATO Iy CTarH/AT
Kpal Ha FeBaTa He Gy TanoTo e VispeBHV CVETEHaTa /vH/A 3a 1 Ha
LyvHIHR HA OTVHLBKaTa.

8  BCOVBRLHO KovHECTRO Onyx* |ES HABHXa Ha aArTTepa 3a VHTEREVC
MO*e 13 G VBTVE C Uiaa, Cyxa Kbpra 6e3 ecTiLj.

9 OrrerecvHipekara cAMBO0T KaTeTsa, MPErTbHETE UVBMAVTE Nyep
HapalH/ka cocTarbkaor MED

10, HesabesHocBHHETe CVHLPBIETA COnyx* LES3IpaBo Kb HakpaliHa
HRIMVIKDO KBTETHD8, AT e YBEUTE, He B HETO HSVR BL3yX MO BPeNE He
CBL{BEAHETO.

n vire Qriyx* LES 3a avBvectvie [IMBQ Brs ocHosa H
KIVH/MHATA MaKITVIA G fperopbHea Onyx LES A cevbrexvpa
cpesHovepHa ckopoa 0,16 m/vHyTa (025 71/90 cexyHy). He
rpesvLLBBaNTe 03 TL/MAKyTA

* Soiertific IndLstries Genie 2, Modl No(s). 120vSI-0240,240v'SI-0251, Mid
Attachrent No, OA0570-010
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A0Qnyx* LESHe (e [ja3VECBa HenPEKECHATO 38 HEOOXOIYIVOIO Bpeve
(20MHy™M), MO AR CB MOy HELOCTBTEHHA (YOpOCKONO@ BYBYa/VBaLYR
IO BpeNE Ha,JCTaBsHE.

Vivrexvpalite Oy 15 HerlocpeaBeHo Cnep peaveceaHe. BravioHo e
1A Ce MOy BTBLABAHE HALTaHTA/B B PAVKVTE HA CTVHLIDBKATA, KOETOZA
[ioBerie 010 B BvByarvsaLys Ha Oryx* LESIO Bpeve HAVHIEKTVaHE.

V/Bromsediite cavo HMOKC NPba 3a VikexTvpaHe Ha Onyx* LES
V/BriorseaHETO Ha /BHTa Ha PHKGTA 38 MOVB!MBaHe Ha By TaroTO MOXE A
[10B&/18,10 PYITyA HA KATET LA MOPGEM MPEKAIEHO B/ICOKD HarFraHe B Tyl
HRLOKIY3/H Ha KATETHDRL

QTETe HMEKTVPAHETO, 3KD He 08 BYBy3/WBVpa Va/visaHe Ha Qryx* LESor
BHOXA H KaTETHPA. A KATETHILT 08 3ATYLLY, MOXE 1A CE MY M MPEKareHo
B/0OKO HarraHe. MbBpenve Ha viexTvpaHe Ha Onyx* LESceyBepssaiite
HerpeKLCHATO, Ye Oy LESv/vsa 0T BHXa Ha KareTHpa. TecTeaHEToe
TIOKEBA/I0, Ye MPEKAINEHO BYACOKD HaVAraHe M PyITyR MO /i3 GE MOy T,
ako ce vivrex/pa 0,05 m Oryx* LESK He e B/Byanviavoa VR/VBAHETO My OT
BHOXa HA 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 MOIE HaVH0G0. /1A CB OPRrrA|pes
*thnyopoCKoNVA CBOeH OGXBAT MV /CKAaerieH HayBVHEHVE WM Lpes
MPOLEZYPA HA  KATOrPEdt Ve Ha TOROETG ', VSC AL A BESMOKHO HalA-
LL/pOKaTa Haa He MKDO KaTeTH0e.

bBpenve HafocTaesHETO Ha Oryx* LESTRAORA fa G2 NOp/IHHa AoGpa.
(hyOpOCKONOK BYBYVVBALYS, B POTVEEH Oy -l MOME Jig 02 My
eVOO/VZALYA HAChf, PERTVHEH OT HEMBHA, A0 Ce 3aryon BYByaKm
KOHTPQON B KOVTO 1132 G0 MOMEHT MO BPeve Ha MPOLIEZypeTa Ha
evoonveaLys, 3APHKIE aocTaeaHeTo Ha Onyx* LESAO BL3CTAHOBRBAHETO
HAPKBSTHAT3 BYBYarVBaLYF.

12 Ao3aevbovEaLys e HoGXom VR BTopa crivHLpeka cOryx* LES
He OTCTPaHABaVTe JEANTENA OT KATETHPA. KOrar HoeaTa CrivHLpBI@
cOnyx* LESe roTaes, Mpoao OTCTRBHETE MpesHaTa OMHLBIA OT
TPOKCVVEVH/F KDei He 3JpITepa M CBH{DHETE HOBATa CTVHLIDBKA Kb
aparmepa.

13 M3aBLpLLBaHE Ha HbieKTVPaHETO Ha Onyx* LESYBUalaiiTe HKOnko
CBKYHZYA,MEKD ACTVVDAIATE CrVHLIDBKETA VICNe] TOBA BHAVETETHO
VBTEITEETE KATETH0!, 38 JA o1 MTe oT/vBkaTa Onyx* LES

CrepHaTa TeXH/KA € ONLYF 33 VBBDKIAHE He KATETHDE:

»  M38BBPLLBAHE HA VdIEKTVpaHETO Ha Oryx* LESBHaKaiiTe HAONko
QEKYHI VICNes; 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™ LESa Onyx™-18 LES (6% EVOH), Onyx™-20
LES (6.5% EVOH), Onyx™-34 LES (8% EVOH) S Al
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+  Onyx™-18 LES 5! Onyx™-20 LES: M E 7)77|-0lajA4
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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
AncoTHpp o Lqrion o' HSiouaSdEAal

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

Srirazhowvel sterilizait

Crep/VBOBaHO CyXVMTEIIOM

Prod it wyjetoniony suchymgoroym
povietrzem

Kuuisi Hesterilize edilmifir

Seril ved brkavter vame

Serillzova sudymteplom
Serilizare cu cAAISUSHA
Crepa/B/eHCYBNOBEaHe HaCXaToHa
Al-gSH
HLLBjIN mh

Seriiizov@oethylenoxidem
Bilenodcksl sterilizaha
Crepu/B083HO ITWEHOKCVIOM
Procid wyjatowlony tienkiemetylenu
Hilenosit Hesterilize edilni™tir
Sterilisert red etylenoksid

Sterilizkia pomooou etylenaxidu
Serilizrecucdddeetilenj
Crep/vB/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 la urriere
orSomenlicht schiitzen
Corsenvareal riparodella luce
Mantener alejadode laluz del o
SkycobsfrAn salljis:

\erwijoerd houdenvan zorlicht
Mrter afastado da luz solar
Pick poisauringonvalosta
Milde udsaettesforsollys
AQTTiETEpKpidand to (i Oip.;

Kepdy

Acornserver dans Un endiroit s
Trodenlagem
Corsenvare in luogo ascittto
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 prysician
Attention; la lot federale des £tats-Unis reserve lavente de ce dispositifax medecins cuaux
personnes aLtorisees par un nedecin sur ordonnance nedicate

Morsicht; Nech dem Bundesgesetz der USATs der \erkawf dieses Gerats nur dutch einen Azt Qrr
aufgrund arztiicher Anordnung zulassig

Atterzione: Le leggj federal! statunitensi liitano lavendita, ladiistribuzionee I'so di questo
disposith/osoloa persorete medicoosu presarizione medica

Precaucion: Lzs teyes federates (de BEUL) restringen laventa de este dispositivo, recuiiere

prescripeich “cultativa

Forsiktighet Enligt federal lag (US4 Qr dennaanordhing endast saljas, distribueras ach anvandas

aveller pAorderav lakare

Let op; Defederale wetgeving van de \erenigoe Staten staat de verkoopvan diit instrunent aileen

toe door of opvoorschrH veneen arts

Ater''ao; Aleglsla’ofederal dos BAvestringe a vendh deste cispositivoa medicos e por ordem

de medioos

Hario: UBAnlittovaltilaki rejoittza laitteen myynin lekerille ti icckerin meeraykeesta Merwfecturer Wrdxe
Farsigfig Ifelge amerikarsklov (L) S denné enhed kunssiges afen laegpeller pSen leeges Fetricart Gartd
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 LsAonezuji prodej tohoto zafizeni pouze pro lekafe nebo na lekafsky Tiliverkere Produsent
prechis Febrikart Wrdca
Vigyuat: Az Egyestit Allamok szovetsegitorvenyei ertelimeben ezt a keszuleket csak orvos altal Febricante ProdcStor
vagyannak megrendelesere lehet ertekesfteni \dnistzja Mpovesqnyen
TMpeppeepeenve. 6 cooTBETETRM CHiRnepabHL M 3akoHoaTenECTBOM (LLASTO VBIE/ Ve Procucent

MOHET MPOZABATHCA TOMBKO MEIVLYHCKAM PEGOTH/KBM WD VX 3aKeBY KeTeoRELECTiG

Przestroge; Prawo federalne StandwiZjednoaonych zeznalane sprzeckz, dystrybug™ i uzydie
uz'dzeniatylko przez lekarza lub najego zlecenie

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

Forsiktig; Ifolge federal lov(i LBA) kan dette utstyret kunselgesaveller etter henvisning fra lege.
Ubazomenie: Feckraliy (LBA) zakon dovoRLje predkj tohto pristroja len lekerom alebo najeho
piviz

Atee: Legeafederall (SUA restricfioneazSvAnzarea acestui dispazitiv de catre saula comenca
unui medic

Brverve: defieperkime 3akon (Ha GALL) orpaHyHeear MporekaTa Ha Tosa VARV OT i
O MopEHKa HaneKap

ASl: 'A2ta(OR)CHI 1IfBh 0] 7|7|fe oJ/¥OLL £|Stl SEfe

~gEH| filsHAHa&oHSUcf

FI N T 1 UL jali
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Donot resterilize Qpelovere nesterilizuite Uehy Datumexpirace
Ne pes resteriliser Tilcs (jjresterilizalni Autiiiseravant Minbségt egorzi
Nicht resterilisieren M DBTOPHER CTEPVBALYA 3ATPALLEHA erwenden bis CpoxrgoHCI
Nonristerelizzare Ne poddaviec pononnej sterylizedji Detac scacknza n~c przed
Novolver aesterilizar Telar sterilize etrreyin Fedhade cadlcickdl Son kullanimtarihi
F2rejomsteriliseras M ikeresteriliseres Anvardesfore Buesinen

Niet opnieuvvsteriliseren Nepodrohujte opakovang] Serilizadii Gelruilen 651 Pouzitdo
Neovoltar a esterilizar Anuse resteriliza \dich Ae Ase utilizaireinte de
Aasteriloi idelleen [ He ceaepu3I4pa NMosTopHO Mirreiren kaytiopaiva 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 documentazione di accopagranento
Atencion Corsuiltar las instrucciones de Lso

as &jmleam@m - Lot Nurber Qdosarie
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 Elde Pati .
oGy’ apauXaUTH TETacaSaTiKd eyypadn LOT Par
Paor, proZtite si doprovochou dokumentaci - .

Partijrummer Cfsio5arke
Figyelem tanulmenyozza a ellekelt dokunentumokat .

Nuerocke lote Numirdelot
IMoeyrpe{eH/e— CBELTECH C CONPOBAIYTE bH M JKYVEHTAVM v
Przestroge: nale” zapoznecsi$z zai"\zonymi dokumentarmi
Dikdcat beraberindeki belgelere bekin ApCicpTiia®
Forsiktig, se edffelgende dokumntasion o
Unazoenie, precitajte s prilazeng dokunenticiu
Atere, consultai docurmenteleinso'itoare
BHAVEH/, KOHCYITVDEVAT 08 CC CHITBTABALLYTE DKYVEHTV
Non-Pyrogenic Nepyrogemi Cortents of Padkage Chsah baleni
Awrogsre. Nempirogen Contenudei'erbeliage Acsomeg tartalma
Pyrogerirei Avpored Padkungsinhelt CorerpVoe YrBKOBKA
Non pirogenico Nepirogemy Contenuto cilla confezione ZanartosCopakonania
Nopirogenico Pircjenik degilcir Contenicodel pacuete Antelgjmi’ndekiler

)K Pyrogenfri Ikepyrogen CONTENTS  Forpeckningensinnehill Palders inhold

Niet-pyrageen Nepyrogermy Inhoud verpekking Cischbelenia
Airqgrio Nepiragenic ConteudodsErrhalagem Continutul anbelajului
Pyrogeeniton AvporeeH Paldalkeen sisaltd ChIyHaH/e Ha OrBKoBKaTa
Ikepyragen Padersinchold XU Lligg
MIRE0 NEpIE)(6pEvaTiic ouoKEUaolal;
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[MepeBog ¢ aHrIMIACKOro A3biKa Ha pyceKunii A3biK]
YAOCTOBEPEHUE KON XPAHUTENEM JOKYMEHTA

#, coBeplueHHoneTHAA, Nyna Haskap, B Hafnexkallem nopsjke npusefeHHas K npucsare,
NMA XpaHNUTENA AOKYMEHTa

yTBEPXAak Noj npucsaroi (Unm NOATBEPXKAA0), YTO Npuiaraemblii 3K3eMnAspP-4OKyMeHTa

«HCTpYyKuns no npumeHeHnto Onyx LES-c HoTapuanbHbiM yaocToBepeHnem ana (70753)»
onncaHne AOKyMEHTOB

AB/IAETCA BEPHOIN M TOYHOW KOMNWeid NpaBUAbLHOIO M NMOTHOTO OpUrnHana AOKyMeHTa.

/noagnnce/
Mognuck XpaHUTeNs JoKyMeHTa (1ua, NpefoctaBuBLLero apguaasmT)

HoTapuyc unm nHoe AO/MKHOCTHOE ANLL0, 3anO/HAoLLee JaHHOe YAOCTOBEpPeHe, NOATBEPXKAaeT
TONbKO NMYHOCTb fMUa, MoAnNUcaBllero [AOKYMEHT, K KOTOpOMY npuiaraeTtcs HacTosliee

YLOCTOBEPEHUE, W HEe CBUAETEIbCTBYET BEPHOCTb, TOYHOCTL WAN  [eACTBMTENbHOCTb
YMOMSAHYTOr0 JOKYMEHTA.

L TaT KanuopHus
Okpyr OpuHpK

MoanucaHo nop npucarow  (MAM  MNOATBEPXAEHO) -B' MOEM  MNPUEYTCTBUM  CerofHs,
08 nekabpsa 2016 r., Mpueir Haskap, NOATBEPAUBLUEN ,MHE CBOK JIMYHOCTb Ha OCHOBaHWUU
y6eanTeNbHbIX LOKa3aTeNbCTB.

Inognmce!
Moanuck (Meyatb)

[LTamn:

Ctuns ObepnaHgep

Jinuensma Ne 2114661

HoTtapuyc - KanugopHus

Okpyr OpuHmX

Mos nuueH3ns geicteuTensHa o 09 noHa 2019 r.]
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[Ha 6naHke KoMnaHum «ne3»]

MHCTpYKLUMSA Mo NPpUMeHeHNIo t
Cuctema xugkaa amoonmsmpyrowtas Onyx g
Inognuce! ‘D’
[PenbehHan neyaThb kKoMnaHunm «Mukpo Tepanbo TUKC, VHK.»\ $




3Ta cTpaHMLa HaMepPeHHO OCTaB/ieHa NyCTOoA. @

{Lanee cnefyeT TeKCT JOKYMeHTA «WHCTPYKUUA MO MPUMEHEHWUIO. Cmc@wa >Xupgkas

am6onu3upyowas Onyx», MpeAcTaB/leHHOro Ha aHrAuiickom, dpaHLy3c ,  HeMeLKOM,
UTaNbAHCKOM, WCMAHCKOM, LUBEACKOM, HWUAEPNaHACKOM, MOPTYranbCKOM, (PUHCKOM, AATCKOM,
rpeYeckom, YeliCKOM, BEHFepCKOM, PYCCKOM, MOMbCKOM, TYPELKOM, HOpBe M, C/OBaLKOM,

PYMbIHCKOM, 601rapckom, KopeiickoM, apabCcKoMm a3bikax.”
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