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Onyx™ Liquid Embolic System
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English EN
Instructions for Use

OyxX" Liguid EmbolicSystem
CAUTION
fEif 111 1USA! law lestfitB  JInm lo ulf byoi onihfod« bb physiiiin

Thii |!*yTe should b f used eniy by physkilns with a ihonuph urdmundin; ol
in9io5iiphy imi pHtiilWMos inleiyMtena! piotsdures.

DESCRIPTION

Cnyi*“ us isanon Mhtsivt Rijuid tnbolk ijfn! ompiisfd el CVOH (<hylwe
vinylakchoDsopolyp.n disiolvfd mOMSO (bimrlhyl suboxide).and suspended
(tikiDneed tintilum powder to ptevide conirist lot vK uilki! on orsdeeHueioscopy
The Onyx lipuid Imbollc Systeni IIES") consists o<a 1 5 mlvial of OnyxUS, a
15mim | of DMSO, two | mlOnyx" US dekveiy syiinges and one t ml OWSO
syiinje. AOMSO fcmpalWe delivery nicio tithetei that istnditaled for usein the
neoio Msculalure is used toittess the embolialion tile, the Onyx* EES Synnje-
Catheter Interface atJaoler, whkit is sold sepawely. is an itcessory to the Oityx* US
system that prosides an mteifare between the Onyx" US delivery lyr.npe and the
dfirvery cathetef

PRINCIPLE OF OPERATION

Onyx* IESh deliveieil through aittirio catneiei mto the AvM under fluoiosicpk
tonlrol The OMSO solvent dissipates Into the blood and iMefflrtlal (luirls, taming
the CVOH lopotynier and sutptnded unaiuni to piecrpitate in ttu into a spongy,
coherent embotus Onyx" ItS immediately lomts a iRin as the polymerir embolus
ssMihet Irom the outside to the Inside, while traveling more disI™y Inihe vessel
Srnre Onyx” US isnon adhesive, the rrtkio catheter tan be left in place while

slow, cnniiolled injections are peifoimeri. Post embolicarion arsgiogiaphy tan be
(o.hdutteti with the delivery mkio catheter inplate, erubling ihe physician lo male
ailditionii ihjertions through the same irticio ratheiei, if netessaiy.

INDICATIONS FOR USE
Emhctkation of lesions in (he penpheia! amt nojrovastulatute, indudihg
arteriovencus malformaiigns and hypervasculai tumors,

HOW SUPPLIED
Onyx" Its isavailabif in three piodurt formofatiohs. Onyx” - 18 US (Six CVOH).
Onyx" /1 US 16,5% CVOH) a) Onyx” J4 (fS (814 EVOH)
Onyx"-18US and Ohyx' 20 itS. Recornmended when feed ng pedicxr
injfclens will be conducted (lose to the mdus
*  Onyx“-34 t£S: Setcmmended for embolUing higher tlovr and larger fistulous
components.

CONTRAINDICATIONS
Onyx" It h hot Indkaled foi use with piemalure infants (< 1.S00 g! or IndWduah
with significant liver land lon impaliment

POTENTIAL COMPLICATIONS
Potential cempikatiorts inciude. but ate not Rmited to:
*+ Hematoma.
" Alerial thrombosis.
= Isthemk events duetoembolk migration, vasospasm, ihrombosis.
«  Catheter emiapment.
»  Catheter rupture.
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Oevke migration and cast movenenL

Kemoirhagic accidents vasculaMuptuie perforation.

Hemodynamk ctunges induced by the embolication may result in
hemonhagk romplutions.

Heraoiihagic compikalions related lo auempa to remove enlrapped
catheter.

These ethemit or hemotthagir oiroplicaiions may result in various functional
neurological rlehciU and possibly death.

WARNINGS

Due to the possibility el electrical aitmg witit the tantalum metal in the

Onyx" IES matenal, use *f mormpdat eletirKautery devices Iw suigiul
resection of bAVMs or arteriovenous fistula embolked with Onyx" lis should be
avoided. Bipotii devices should be used wnh caution.

This devke ft supplied STIIUtf fw single use only. Do not reprocess or it-
sterilui. Reprocessing and le-iterlluatien incieaie the itsls of patient Wection
and compromised devke performance.

+  Useonly the Onyx™*US syringes to kiject DMSO and Onyx' US Other
syringes may not be compatible wHh OMSO.

+  Useonlyevd DMSOcompatible rtikio catheters. Other mmo catheters may
not be coffipabbiewilh OMSOand Ihek use can result in thrcmboembolK
events due to catheter degradation

«  Aways cansidei the poieniul for Onyx" IES lo imeratt with other entboSc
agents, e g, cyanoaciyiates, coated coils, paiticies >n4foi embolic spheres.
Performing emboRaatum to occlude blood vesselsisa high risk procedure.
The procedure should be carried ouc by a soeciahsl wilh the appmpiiate
neuro or peitpheral interventional iMining, and aihoiough knowledge of
the pathology lo be Heated, angiogijphic lechnigues, and supei-seleciive
emboluatian.

= Thepatient's angoanatomy mutt be ame.nable loTk i catheter tip
placement al a location that V1 distal to aitenal branches that poleniuRy may
feed a cranial nerve.

«  Adiuncti i L ideiedi iogiil showsihat
venous drainage of the AVM appears almoil simuhaneously wtih arterial
opariiication

«  flematuie solldificailon of Onyx" IES nay occur if micro tathetec luti
contacts salme, blood or centiast ot any amount

« faihiie to centinuouily mix Onyx" IES for the leguired time may result in
madeguate suspension of the 1inlalTu resulting Ininadeguatc DvoiHiopic
visoalleaiion during deliveiy. Iniect Onyx" US immediately after mixing. If
Onyx' US injection is delayed, tantalum settling can occur within the syringe
resulting in pool vHualiaatioh of Onyx™ IES dutmg injeclioii.

+  Using the Onyx" IES “ynn9”~Cathelel Imeiface Adapter will reduce labeled
deadspace ol the micro catheter, failure o make the appiopi'iale allowances
may lesult m unintended emboRralion.

»  Reference the Onyx Syringe-Catheter Interface Adapter Instructions lor Use
for a list of compatible mkn catheltcs and deadspace info.’ mation

When injecting Onyx" 1ES, ftuoiescoplc vtsuaUfilron shouldreveal Cns" US
traveling through the catheter tumeir. h h recommended to obtain fiuoioscoptc
imaging piioi to reaching the minimum calheiei f adaptei deadspace in order to
viwaliae the embolk matenal beforeil exits the sip of the catheter.

*  OnV usethumb piessute usinject Onyx" US Using palm of hand to advance
plungei may lesull In cithetei rupture due to over piessunaation in the event
of catheter orcluslofl

+ Inject Onsa" US and OMSOat a slow, steady rate, not to exceed0J ml/
minute Animal sludies have shewn thal a rapid injeciion of OMSOinto Use
vasculature may lead to vasospasm and/oi angioneciosis

Oo not allow more than | cmof Ons™ ICS to reflux back over caihetei tip
AngrcairhAirtuie, vasospasm, eicessnie Ons reflux, or prolonged mjeclion
time may lesuft m diflkult catheter removal and calheler entrapment
Excessive focce to renoke an entrapped catheter may cavise serious
mtracranial hemonnagr The long term effects ofan entrapped catheter that
isleftina patient h unknown, bul could potentially Include clot formation,
infection Of catheter migration.

00 NO1 interrupt O ns" EESkgection for longer than two mtnuies piror torem
inffctien Sohdifkaticn of Onsa* EESmay oecurat the catheter tip lesultmg
inlatheier occlusioii. and use of eiressive pressure to cleat the catheter may
resultin catheter nrptuie.

Adequate flaoioscepk visualtralion must be maintained during Onyx" EES
delivtry or non- target vessel erabo&ation may lesull IfvnuaKeation islost
atany time during he emboliratioii procedure. HAIT Orqgix" US dehvety
ttoiRadequate visuafaalion is le-esUbUshed Testing has shown that over -
piessuiieation and wprur* can occur If 0,05 mlof Ons™ US isinjtcted and is
nor visualized exiting the caihetei tip

increased reshtav e to Orxs" |fSinjectkiii - Stop tnjection Oo not aaempi
toclear or overcome resistHKe by applying increased ktjeciioB pressure.

If this otcurs, determine the cause of leiisUnte Ifoc example, Ons* US
occlusion hi cathelei lumen), and replace caihetei. Use of excessive pcessuie
may result m catheter rupture and embolkallen of unintended areas

After using amrciuulhelei withOna" US, do notattempt lo cln i the
nkto caiheirt or lo inject any mitefial throughi | Airempts to deal catheter
may lead to embolus or embolization of unintended area

IfOna™ US f«ap « outside the xascuiir space, as might oicui if the xessel
wall promised, a subacute mflail crsponse lo Ihe malenal
mayKcur.

hxspeci product packaging prioi to use Oonot use if sterile barrlei is opened
orda-maged.

Use pitor to expiration date.

Review both the iitheter and interface adapcer Instnicdons for Use prioi to
usingOnsa™US.

Verify that the catheters and accessories useil Indirect contact vrith the

0Ona" US polymer are clean and compatible with the material and do not
trigger piecipitalion or degrade with comacL Refer to the respectne Warnings
and OhecPons for Use sectkmi

faduie lowail a few seconds to leineve mkto riiheler after Onp” IES mjecUon
may resull in fragmentation of Onyx” IS into non-target vessels.

OtffKult caihetei removal or catheter entrapment may be caused by one or more
of the following facton;

long cathettfuation time

Angio-arthrtetturt.vefydi: terki imationfedby
afferent, lengthened, smalt, or tortuous pedides

Vasospaim

Reflux

litiecUon lime

Toreduce the risk of cathetes enlrapmem. lamfuily selecl catheter placement
and manage leflui to mhiimlze the factors listed above

Onyx"

" EESleflux along the dklaf tip of the micio catheter: Apart Irom the risk of

Ischemtc due to unimended i reflux may
resultIn entrapment ot the mkio catheter causing dlltkull removal. The amount of
reflux that can be accepted must always be compaitd to the anglo-architeaute of




rftroyal Il grnfisl. ninimUt (h>irnuttoINe Ihan | tin along ihf itnUl lip bihf
mico rallifitr All oinei (Jfloft may Ak IhB limil

«  Should (alfittfi ifitioval buomf diffialt, thf futiowing leihhlquf mayw hl
l«fK hf:tttjtif*ll:

Uifwy pull the tathestt lo iiseit any rwlitante w ifmoval
It iMiitance ISfelL removf any'slatk'in die uthetei
Genthf apply tfitlion to the Hthnei ;appiMi.m«fly 14 cm of stretch
tothfcaihftf.").
Hold this tratlion foi a ffx seconds and release. Assess traction on
vasculattiie to musimiyf risk of hemoirhage.
This pracess tan be repeated mternsittently until catheter isietlie*ed.
When using ev3 mioo caiheien, do not apply more than 30 tr. of
traction to tatheter, to mmimiee ink of calhetei separaiisn.

« foi entrapped catheiers:
Under sense difftcuK .Irniulsittaticm, It may be saferto leave a llosv-
diietted calheiei intbe vascuiai system, rather than risk rtipiuiing
the malformation and, tonsegueni'y alsemotihagf, by exeritsingioo
muth traction on an entrapped catheter
This isaiccmplis.hed by slreithing the calheier and cutting the shaft
neii the entry point of vascular access allowing the catheter to lensain
iisthe artery
If calhetei breaks du.nng cemeval, dista' ingiadcn or coiling of the
catheter mayoccsii.
Same day surgical resection shotid be coniideied to minimice lisk
of thronbciis.

STORAGE

Siwe Cnyi'USand DMSObetween -20'and 55*C. Piioi to use, roamiain pmoact
temperature between 19* and 24 X If product fleeces due to eipcsore to coder
tempeiaiuies, thaw at room lemperaiure before use

DIRECTIONS FOR USE

1 ShakeOny»™US aileast 2C minutes asan Onyx™IfS .mixer' at a setting of 8.
Continue mixing uniii ready to x (e« Onyx" 1{S per step 7.

2 Corftrm micro catheter placement with Injection ol contras! agim per
institutional procedure.

3 flush contrast from micro calhetei hub with 10 miof saline, leaxe the syringe
connected.

4. frilir ttelyC.emloffvisterileOMSO
into an Onyx' IES 1m! lyiingr inject the OMSQinto the delrvely Tkio
taihelec In suBstien! volume to filtthe calhetet deadspace fiefei to delivery
tithelec labeling for deadspace volutne.

5, When ftlhng the syringe with Onyx "USS, aspuate appioximatffy 1.1 mlof
On«~ IESsothat the piston head is beyond the) ml gradation line on the
syringe barrel.

NOTE: Thisextra volume ol Onyx™* US will he used to fill !pr,me) Uie
mterface adapter.

6. Attach the interface adapter to the synnge.

7 Inject Onyx' US through the interface adapter untd the distal end of the
piston head is evenwnh the) ml gradualicn Kne on die syiinge baiiel

8. Aty excessOnyx* 'USon lhe lip of the inteilace adaptet may be wiped off
with a (lean, dty pattide free cloth.

9 Remove the OMSO sytsnge from the catheter, ovethll and wash the luer hub
with the balance of the OMSO.

* Stlenliftc Ifldustim Genie 2. Model No(sM 20V SI-0240,240V SI-C251, Vu!
Anachment No. OA- 0S70-010
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immediately connect the Oryx" IESsyringe hrmly’ to the micro catheter hub.
making sure there is no air in the hub during the connection

Inject Onyx” US to displace OMSO Based on dmical piactke, ins
lecomnendfd that Onyx' US be icgected at a sieaay late ol 0.16 m I/rinuie
{07S nsl 90second) Donot exceed 0J mb.minute.

WARNINGS

faifciie to tontmueusly ma Onyx* fESfortheiegubedtimefTO minutes) may
result In Inadequate fluoroscopK visuallullon during deiwety

brjettOnyi" IES imnedtatefy after mixing Uniabrn settling can occur withifl
the syringe tesuWog in poor visuaiOaikm of Onyx" US duhng injection.

Use thumb pressureonly  in.iettOnyx' US Using palm of hand is advance
plunger may result In catheter nipture due to over-pressunutlon in the event
of catheter occlusion.

Stop Injection If Onyx' tES Isnot vmiallrtd exiting catheter tip Hthe catheter
becomes oahided, over pressuruation can pocuc. Ounng Onyx' US injection,
continuously verify (hat Onyx" US tsexiting the catheter tip. Testing has shown
thatover piessutiyallon and rupture can occur it 0.0S ml of Onyx' tES a Injected
and ISnot visuatiaed exiting the catheter tip

Slop Injection If increased syringe resistance is fe | increased injection force may
be due to utheier ocilusion. Continued injection into an netAided catheiei will
result in catheter rupture.

Do not interrupt Onyx" IES Injection for longer than two minutes pri« to
I*Injection Solldiftcalion of Onyx' US may occur at the catheter up resulting
In catheter occlusloo, and use of earrssive pressure to cleai Ihe cathelH may
result in catheter luptuie.

Stop injection if abnormal dilalwn of the micro catheter diameter isobserved
The increase in microathelei diameter can signify a b'lotked catheter. The
increase m micro catheter diameter tan best be detennined by double incldenre
Ituoroscopy at low ir.agiiifiaiion"oc wXh 'road mapping'procedure, examining
the laigest possible seebon of the minp catheiei.

Adeguale fluoroscopic vbuallulion must be iruinlained during Onyx' US
dflrvery or non-target vessel emboiuation may reiuk. IfvisualUatton is lost
atany lime duilng the embotiyalion procedure. HAIT Onyx' US delneiy umU
adequate visualiyation is le-esublnhed.

12, IfasecondOnyx'IESsyii.ngeiiiequil "Mation dor
the adapter fnsm the tatheter. When the new Onyx' US synnge is leady,
simply lemove the empty lyiingt from the adaptert prex'-tal end and
cKuiecl Ihe new syringe to the adapter

13 Uponump.'eUe.". of Onyx" IES injectip.s. wait a few seronds, slightly aspirate
iyrtnge, and then gently pull me tatheter to sepaiale ihe Onyx' US cast
The foloweng is an optional tathelei letiitval technique:

*  Upon completion of Onyx' US injetljo.i, wall a few secondsand then
sightly aspiiaie.

»  Hemovf all slackhorn the catheter by putting a lew cerrtitr.eien of irastion
on the catheter to tteale a slight tension in the calhetet system.

+  Bimly hold me cathetei and then puli it using a quick wrist snap motion
Ifroffl left to light) tO- IS cm to remove the catheter ftom the Onyx' IES
can
HOTE: Il is not netessaiy to pubihe talhele; any moce than 20 tm

HOTE; TNs technique has not been quaiihed lorthe Rebai catheters

Fran”ais FR

Mode d‘emploi
Systerme emboligue liquide Oryx®

AVERTISSEMENT
(onfotmdtnem Ata loi ffderale des ftats-Unis, te diipositif ne peut ftre vendu que
par un r.ddecln ou sui ordonnance mddicalf.

lemploi de ce disposltif rst tfservd aux mbdeems pesibdant des tonnaissances
appro/ondies en matiere d angiogiaphie e: d? tadtclogie mterventionnelie
percutanee.

DESCRIPTION

Onyx' USesi unagent bquidenon-adhbufcc ropolymete
dethyibne-altoci vinylique (EVOH). dissout dans du dimbthyhulfoxyde (OMSO), et de
la poudte de tamale rr.KronisAe en suspension utihsbe comme produit de contrasle
pour la vhualisatioo sous Auoroscopie. te syslene embolique liquide Onyx jliS ') se
lompose d une ampoule de T.Sml d'Onyx" US. d une ampoule de 1.S ml de OMSO.
de dfuxstiingues d'Injetliondel mIOnyx'USel d'imesemsgue de 1 ml de OMSO
U* m.krocathdter d'appiication compatible OMSO. irdiquf pout une utetsaiian dans
le systeme neumvastulalre. perm.et d'aciedei au site d'embolnation I'adaplateur
dinietface senngue-taihAtei Onyx' US (vendu idparement) est un attessoiie

dj systbffle Onyx* IES, qui foumii une intecfate enne la seringue ditt)ectifin
d'Onyx’ US et le cathdiN dappilcaiicn

PRINCIPESDEFONCTIONNEMENT

0Onyx'US est administif dans la MAV vu unmkmcalhbter sous ccnliole
ruoroscopique. LesoNaot 9VSO se dkstpe dans le sang el dans les Itguides
inlersmieis. entralnant la precipitation in ntu du copolymere EVOH el du lantale
en suspension, fdima.'is une embobe homogere ei spengieuse. Onyx" LES fame
immedialement une peuu tandts que MeTboOe potymeie se sofidihe de I'exteneui
»ennweiieui. las de sa course d.ntale dans le vaisseau. Onyx' LES etani ncis-
adhesif, le miciaathetei peut tester en plate pendant que des injections ientes ei
tontrfiees sent etfectudm. langiogiaphie depoit-emSoflsationpeut ii.'e realbee
avec te mk/scatitelei d'appiication, ce qui permet au ntedeern d'effectuei des
injections suppiementaiies dans le mfme mKCKathetet. si necessauf

MODE D'EMPLOI
Embolsaiion deslesiarss dam la petiphene et le sys'ime neuio-vasculaire, y compih
les nalfcrmationsarteiio-ve.neuiesel les lumeuts hypetvaiculaiies.

PRESENTATION
Onyx* Its est dbpomble en insis forrsulaiioni de produii Onyx'-18 US (69i
J'EMOH), Onyx'-20 ItS (6,5% a EVOH) elOnyx'-34 LES(8% d'EVOH):
+  Onyx"-181tSet Onyx” -20 Its . Recomrsande Icisque les sisjectlor.i dans le
pddtculealimentant laMAV lont |Aalisees Apreximite du foyer.
*  Onyx'-34 Its ; Recomrsande pour Tembolrsation de debits plus eieves et
delemems hstieux plus unpottanis

CONTRE-INDICATIONS
le sysiAme Onyx" US nest pas mdique (her les piemaluies (< 1 500 g! oules
xidisnduspiesenlanl une insuffbance hepallquegiave



COMPLICATIONS POSSIBLES

L« fompliuils”i pojjibln pfuvtrt kiflort, it niniKtrontirmuiivt.

Hiuianf.
1> J6nibi>if jitiriflif.

nts luhimiguK du» i une migrglion tmboliqut, un vjiOipjsmt
ouuM jhig

I'atiSsation dt radaptalto’ d Vttifatt stiingat uUiyiti dt10nyx” IES
ryduirai‘tspatf mort marqot da roKimathyiti. It non-tisptt! dts mtiutts
apprapnttt ptut tnuaintr ant t.mbolisation non mttnikinntllt.
Stitpwiti auRoot d'tmploidrradapta-jaid'rtfffjststi'ngof ulhftti
dt IDnyx pool obittnii la littr dts mitrotaibyitn sompatiblts ainsi qat dts
Informations SOl I'espatt raort.

Vytfttr qut 1« cainyitrs et actesolits ulilHys tn contact ditto avtcIt pelymtrt
dt rOnyx" US sent proprestt compatiWtsavtc It matArlaott v dydtfKhtn:
pas dt prycipitaiion ni dt dygtadadon par contact. St rtporttr aux stetions
Modtd'tntpioi tt Mses tit gaidt ittptclrvts.

(] lots dt Mw)K1»n dOnyx" ItS. lavisualKation Ituoioscopigot dtvfait rtvtiti la
countdt ronyx* IES 4tfjvtn la luituyrt da cathyttr, Il fs! iKomnandy d'obtfnii
ont imagtitt fluvmropiqut avar.t d"ailtindit It volamt dtspatt mort niniinum

Obstrvtf un dyial dt qutiquts stcondes avamdt ryup¥ T It nkrocaihyttr

*  Hupluif ducathitfi
apirs nDjcction d Onyx" ICS pour yviitr tout risqut dt ftagmtniattim dr

*  Migration do ditpetilrf t| dtpUamw | dt ia projfttion tokdiftt».

*  A«idfnu hdmoitigiquf}: nipmit yattolaift - ptifetation.

*  Madificatier.s titmodynam'guts Indolrtt pat I'rDtrolHatiiin pouvani
smtainfr dsi tompfications htmottagigbfs.

«  Complttalioni hfmonagiqoft lidti 1 dtt rtntativrt df rtirait do rathotw
blogod.

*  C« fompJitaliant itchdmiquts oj hfmonagiijuw Dtovtnt entiaintt d««s
tioabiM fonttiennth nwiologiquti, voittit d k « dapatitnl

dti lainytti avtc adaptattat afin dt Visoaltiri lamantit tmboligot avant qu'tlit nt
softt dt rexuymiit du cathytM.

H'Initctti rOnyx” US qu'4 ia pitsswn du poutt. Enfoniti It pistonavtt la
paaRf dr lamam risqut d'tr.t'amtt ia niptort dt caihyiri m raisond'ant
saiprtssiontn LU d'occlusion da cathttti

Inittttf 'Onyx* ItS t1 I1f DMSO4 un dfbit Itnt fi ttgaliti nt dtpasian: pas
0J ml/minott Dts (radts animalts on! monuy ga'ant injtrtlon rapidtdt
OMSOdans It systtrtf vasca'airf pfal tntiainff dts vascspasmri rt/ou ant

I'Onyx" IES dans Its vatsstaux non ablyx,

Caustis) dt Uocagt ou dt rtirait difhcllt du cathytti

*  Calhycyramtdtlongutduiyt

*  Angtoarchrltclurt: malfwmation arttrio-xtfittust tris dhlaltaltmtidyt
par dts ptdkults affettnls, aliongts dt ptltlt laHt ou tortutux
Vasospasmt

*  RtOux

VERTISSEMENTS ! angionyciost. « Tiffips d'witction
= EvittrdtlJiSSfiplusinemdt itnuxd'Onyx-USpai dtssasltittbovidu . o
(it laHon dt la possibility duii in dIMttigat ante It ntui dt uoutt kkerpory QIbftft rangioaublttcture, It vatospasie. on tacts dt itfox dOnyx, 0o Af'_” dt ’dd“_'"“ risqut dt blocagt du cathyttr. |t.mt||n tn plact
dans It rMtdiiali dt 'Ontn” IFS. dvitrt d'utilbtt dtS ditpositifs mertopolaiits un tfRps d'miftlion pmlongy ptuvinl lompliqoti it rtiraii du (atsitt tt soigntustnitm ft gyrtr It nflr pourmmhnr Finflutnet dis futtun
dtIKtrotauthiMtien dts ItsionsdtihMtion chifaigiultembpiisttsaw punrttuti un hitxagt. Unt fact txctsiivt poai itiitt un talhyiri bicouy ynumtrys (i-dfeuv
O LFS. Its dispositifs bipotati» dotwil fo t utiiists aw ptodtikt. ptat protoqutr unt btmoitaglt intratrinitnnt giavt Its tfftu 4long ttnnt
. . dun caihttt." bfogaA aisst sui un paivnl snm Incomos. lis pou'iaitnt iiujuir ~ ReHaxit Onyx' I St long dt 'nbeul distal du micracathtttr. outrt It risqut
C{ dbpositifct fouml STIRUEFt M! i usagt uitiput lit jamais It ifBaltttw It laforntai tondt caillats. linftciion ou la migiation du cathrttr dt complications Kchtmiquts outs 4unt tntbolisation non kittmiorntlir,
rrvnFnllstt‘ It fltramrr.nns ttlaits'tllsation ptuvint augmtnm fts m_qats, > NEPASimtritimptf [ |«lion d'Onyx" US ptndant plus dt dtux minales onmportam rtflux ptu tturaintr It blocagt du rakrocaintifi tl ftndrt son
ditifttUofl(hez It patif tt aunprornttiitt bon fowtlomifntnl da dispotitd avam la rtm;t<ticn Unt sobaibcation dt IOr.yx*IESpm it pradunt4 rcliart difficiit la quantity dt itflux acctplabit doit toujours (tit compartta
rxtrymiit du tatbfltt tt fntralnti unt occlusion; 'oWiMtlon d'ont pitstlan  I'angtoaichittcturt dt la maNorraatlon afin dt iiduitt It nsqut d tmboiisalion

+  Ulilisfi ar.iqutmtm 'ts teirngots Ony>" I£S lots dt I'lrifstion da DWiO tt txctssivt pool dtgagti It cathttti ptut tmiaintt falupluit dt ct dtiniti kivotenlaut ou dt rtirait difficdt du calhyitr. Enrtglt gtninit, imnbrntilt rtOui 4

at 10ny»” IES. O'aatits itfingutt ptavtnt nt pattwt compatibits av« = Mamttnii ontxisualisallon Ooorsscopiqut adtgaalt ptndant molns df 1CMit long df I'txIrtmitt distalt du rakrixaflttlfi fousIts aulrts ficttun

It MtSO.

«  Utilnt' aftigjtmtnt dts nKiocaihttfti DM50 tcmpatiblts d'tv3. Its
aatfts mitrotalhfttrs ptavtnt nt pastltt tompatiblts avtf It OMSOtt
leui utilisation ptut tntrainti dtt atndtnts ihiombo-tmboiigats lidsa la
dtgiadation da caltidttL

« Ttnitlompltdafailqut!'Onyi"IESptatin:ffjgiia«tt dautinagtrits
tmboligafs, ttis got dts cyaroatryiatts, dts spaaltsi itvtittntnt, dts
paitbults tI'eu dts spWits tfflboligats.

I'adminisualionct fOryi" US poai (victr unt tmboiisalion dt vaisstau
non cibK*. £n cas dt pfrtt dt visualisation 4 nimpoilt nutilf (tapt dtla
ptocyduif d tmboiisation, INTERIOMPAIE I'administiation d'On”" US lant
qu'unt visualcsatinn adtquait n'tst pat idablit Its irsts ontnonut qu'unt
surprtision suivit d'unt rupturt ptu! st piodavt tn catd'injtction sans
vbuaiisailondt 00Sml d Onyx' US 4 lasoitit ct I'rmbouc du caditttc.

En casdr itstsuncf acciut lon dt I'mjecticnd'Onix" US, inttiicmpit
Mnjrction. Nt pastsuytr d'annaltv ou dt sanricnifr laitsslanct tn

ptuvtnt afttettr tin t Einitf.

«  Encat df dirtkultf. tmoiovt; la ttchmqut suivanif pout itiiiti It cathyttr
Eittf dflicalfmtnt It calhyitr aftn d'yvafgtr loult rtsislanct au ttimil.
En(asdritsistanct, (luriinti toirt* [tu >dans It cathyttr.
ExftertddKatfmtnt une liatlion sut lecaihiiti (yiiitment d'tnviion
34<crasaflti‘aihttei),

Mamttnit cent tiacten ptndant gotiguti stcondtt, puis ttUchtr.
(valutr la Irartion sw; It systtmt vaiculaict afinit mtn.mot." It usque

+ Dot rirbolisatior, ddts fins d'osdusion dt vaitstaui sangulns tsi ant lugmtniant la pirssion d'mitcticn. Dans ct cas, dytrsrninti la caust dr ia dhARoiragit
Initrvtmion i luul dsqut la piostdait dod (tit tfftetutt par an sptclaKilt mysistanct (pai txtRplt, unt occlusion dr i Onyx" ttS dans ia lumitit du Ct protusus ptut Y+e rypy1y dt lagen imtimitifnif juru‘au tttra.l
ayantit{a ant fomsation apptopndt tn thiruigifimtfvtmionntiif vastulaitt caibfit;) puis itmp'iactr It cathtiti Unt piession txttssivf ptui tniraint; du calhtitf,

tt ayant ant fonnaissaikf approfondit dt lapatWogit i liailt:, dn
itthniqutt angisgiaphiqati t! dt i'rmbofisalion supti sdtttivt

*  l'angHsanatomit do patitnl dod tut adapA au posiiionntmtnt dt i'tmboui

du mkrotaiMttf i an tndtoic diital dtt b/anthti an(tit!its poavani
iltm fniti on ntff olnitn.

«  l'abNsation dt la spitaltadiointt doit (u t tnvisagdtsi i"angiograpbit
montit qut It dtainaqt vtintas Of la MAC appatait tn m(mt itmps qu‘unt
cpatlAtatlon iittrltlit

«  Uitt soMK.cation pf(mata'(tdt fOnyx' LES poanaitinittvtnk si It lutt du

miHotalhttfi tnitait fit coniati avt( uw quantity dt syram physiokigiqut,
dt sangoudt contiattt.

«  5'asvijiti dt Rflangti tartinotflwntnt | Onyx” IES It itmps nyttsiain
pout tvittr ant susptntion inadygaair da tantalt. pouvani tntraintr unt

visualKailon fluoroitoplqut Insuffisamt. tnjttIft FOmy«* |tSJustt apiis vou

fait It mdangt. Sinnjtrton d'Onyx” IES tst tttaidyt. unt dytantaaon dt

Mntait peat sunrmd dans lastiingot ryiullanttn §gm maovant visualisalion

dt rOnyx™* US ptndant rin;«tion tl pouvart tnuamtt unt tmbofealion
non crble.
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unt rupluit du cathyttr ti irmboiisauon mvoionta.tt dt la cent.

Unt foil If Btstscathyiti Onyx" US unlisy, nt pas itntti df It dyjagtt ni
dinjtcttr 4 travtci It micrccathtttr un produil quticonqut. Toutt ttmaint dr
dfgagtmtni du caihfitt nsqut d'tntralrfr unt tmbolit ou unt tmbolisation
invoJontdittdt la font

SIrOnyx" US s'dthappt dt I'tspact vaiculairt. ct qui ptut se ptoduirt

i la paioi du vaisstau tst cempromisc. ctla ptut tnitainri unt ‘tponst
inflammatolit sebaigut au piocoli

l.nsprcin | tmbaHage du produil ayant uiiiisaiion. Nt pas ulHistr sit utau
siyrilt tst ouvtft ou tndommagy.

UtHistf avam la dait d'apkatlon.

Avam loutf utibsatien dt I'Onyx" US, txamintt It cathyttt aksf qut It raodt
dtmploi dt i'adaptaitur dSnltffact.

tn (asd uidisalion dt microcalhyitrs tv | nt pas extictr une iiaction
df plus dt 20 cmsar It cathetti ahn dt minimiset It rtsqut dt
syparationdrctdftnifi.

> Cathyitrs bloquyi:
Dans ctrtaints sduaHons cliniqufs diffiolts, il pea! fire plussur df
laisstr un cathyttr Moflan! dans I* systymt vaicclaitt, qut dt risgutt
une rupture dt lanaNornatinn. tutvtr c unt htmonag.t. tn exrraar
une iractkin txctsttrt sut un cathyttr bloquy.
Pourct faitt, eiirtt It cathyttr ti couptt la lige pibs du point dtmiyt
dt I'acchs vasculaiif ft laissti It cathtlti dam I'artyit.
Silt cathyttl Stroniptau cours ction rttiait. “nt migrat.'on ddialt
Ol untn'oultmtnt du cathyttr ptut saivtmt.
Il corrvitndta dans ct cas d'trrvisagtt une cMtaion chitutgtcalt It jour
TYrae pour minimisffit nsqut dt thrombcit.

STOCKAGE

Slocktr "Onyx" IESt! It EIMSOentrt -20* « 55*C Avam toutt utilisation, maimenir
It produil 4 unt tem?yiaturt compiht tnire 19et 24 *C. Silt pmduit tst txpoiy

4 dts irmpytalurts plus bassts, il ptut gtier. Dans ct cat, laiistr dAgtirt 4 la
irmpyiaturt ambUmt avant utilisation.



MODE O'EMPLOI

), *9.ifriOnyj” LfSpbl1/1(aj mam id minulK dari an radlan fuf'
Cnl»"*Its f(i If rdjiantw 8. Con!Lnmn i rodfas™rtjusqu'i tf quf
I'Cnjm™ 1 5» i prit J Jite injectd idupr ?).

2. (cnhrmfl la ml« (ti plact du miOxat"<t*( entnjxtant un prodult df
csnltaslt (wfoiirdmsx a'a protW/rt df “fUbthifmf.iL

} KiiKft ft piedait df (3,",:iaiif a paitit df I'rmbast dwrifiixathditi atf(
10 m!dflotjlicn saliRt la aedrquf raus”ddf

4 fitmplosaqf df I'fipaif tnofl d» lathdif(: aipiitt tm ron0,8 ml df OMS;
sifrite dans unt sfimgm On/>" US df 1ml In|tilft un volume sulfnanl
df DMSO dan! If mifuathd!fj poui ttmpiif Feapxe mofl du tatWitf.
(or.itdlet Kcumettf du catMtei d'admNe<3at)on pour (cnnaiUf 'eveumt
d'Mpaif non

5. londuitmpldsajfdtlasfnnpiif d'0nyj*IC5,a(plmfn¥iran 1.t ml
dOnyx~US aNe que laldle du pKton volt au dela dt la lignf dt gradualkm
df 1ml <ur It (oips df laleringuf.
dfMARQUE: Cevolumf auppltmematif d'Onyx" US !fta uiiliid pour
ifmplit (anoKtr) 'adap'atfor df riititrfaft.

6. ruff radapiairu! df I'mterfacf a la serinqur

1 Injfriti rOnyi'IES vial'adapiaieui de finitilatf jusqu'a te que leftifmitd
drtulf de la Idle du p«!on !olt au mdmf tirvfau que la lignf df graduaiion df
I trdwr If (otpt df lavrnnquf.

8. silfvtffinHf df I'adaptaifur df liniedaif pruewe oneufi dOn»1'11S it
fit ooijlbif df I'fiMiyfr avet un ihidon ptspie tt $e( wnj panicolM.

9. Reart! taifrmgue OM50 du caihtifi, itmolit tomplfiement et lavtt I'fnibaie
lueravfc If rentedf DMSO.

10.  fonnfitf! immddialemfnr laietmgm dtiOnyx" IES (ttnumfwW al'embase
dumkixainttft enasiurant dt Fabnrre d'air dan! fembait Ixs df la
(onrwiioft.

It.  IniKttr rOnyi™* Its pourdtplaier It OMSC. Cnsr baunt sur la pratique
(liniquf. it MI retonimandd d'Injeiler FOnyx’ LES 4 un ddbil totiitant de
0,16 mItenutt (0.25 ml,'90 secondti). He pa! d f paiiet 0,3 ml/mmute.

S'aHurtr df mdlangfr (oniinuftimttnt I'0tiyi“ LfSIt tempt ndcMultf
(20 ffitnulnj p«vf Mijer unt tittpm un Inaddquatf pouvant rnualntr one
yisualhatton nuorwroplque kKOlttsanle.

Irqwtf! rOnyt(* tES(u!tf aprh voirfad lemdiangf line ddtantation de tamale
ptul !t prodjjrt dans la strinque. rdsuhant en unt visuaRsalion mddiwte df
10nyx"US pendant njection ft entrainam unt emboiaalion non obldf,

N'mjfitff | Onyx* I£S qu4 la prk! on du pouct Enfonnt!f piston avff la
pauTe de lamain risque d'entialner la rupture de (athftn ertraison d une
turpresslon fn (at d'xduslon du cailidtrr.

(mmompte linjeftion siFOnyx" 1fS n est pas visualisd i la sortie de rextrdmrtf
du catbfter. Une ortlusiori dv fathdtrr risque d'emiaintr une turpttssiori. lon
dellniettlon d'Onyx" IiS, vdtifift en ptrmanente que I'Onyi” 1iS condnue de
sortit de I'exOdmllf du atbdter Ifs tests ont montid qu une surpresston suhrie
d une rupture peui se produirt en cas d injeetion sam visualisation dt 0,0$ mi
dOnyx" Its 4 la setde de I'embout du catbdlet

* Scientific Indusiftfs 6eroe 2. Model he's;. UOV Sl 0240 243V« 0251, Vial
Attachment No. OA 0S70-010
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AVERTISSEMENTS

Inteifonpre rmiertionen us tdsrstanre atcrue au niveau de la serinquf. Une
loite dinteeUon a«rue peul Etre due 4 une xcluslon du utbetei. Une injeciMrs
continue darts un caibdter Mrtus pmroguera une rupturedu uiM tet

Ke pas Mtftnitnpre rmjection d Onyx” IES pendant plus de deux minutw avani
latfinjectlon Une soWifttatlon de fOnyx" IfS peut se produire 4 'extrdmitd du
caiMter el erHiaMei une wciuslofl, I'utdrsation d une presslon excessive pour
dtqager Iculhflec peut entiainet la rupture de ce dernier.

Iniertompre lityeclion siunt dUaiailon anomale du diandtre du miciorathdter
fst observde. Laugmentation du dlambtre mkmathdiei peut bl Liner une
obsDxtion du cathdrer Il est possible de dEterm'met raugmentation du
dlambtrt dumkrouthdter sous <fluoroscople Adouble Incktence 4(atbe
qgrosstssement >ou sekm ta prpcfdure d ftablissemenl d une ¢ feuitle de route >,
permettant fexamen de la plus grande section possible du minMathdtes

Maimenlt une vbualisatltn Ouoiuscopique adfquate peiuiant I'adminlstratisfl
df rOnyi"IES pour dvitrr une embolisation de vahseau non ciblde. En cas df
prite dr visualisaliDn 4 n'Importe queHe dlape dr la pioceduie d'embolisaiion,
LfTERROMPRE TadmiviistiaPM d'Onyx " |E$ tant gj'gne visualisation adequate
n'eit pas tftabllr.

12 Siunedfuxieme seiingue d O rp ' IES $avdre necessane pour une
e.mbobsaliott. ne pat rebrei fadjputeut du catbeter. lorsquc la nouveUe
seiingue d Onyx™ It Sest pifif, reliiei simpleratnl la seiingue vide df
I'eilihnitf pioximalf de radaptaltur e! connecter la nouvelle setingue 4
radaptaleuT.

13 UrffeltiSnjeclion dOnp™ tf StfimInee. atif.ndte qaflqufs seiondfs,
aspuft Ifgtteme.ni la sei'mguf. puis liiet delicateraent le catbfler pout le
sfpale: de la projection solidifife d'Onp" IES.

Rulir Irchniquf df recupfration du cathftei:

line (ais rinjfction d'Onyi" if Slerrainfe. attendre qaelqurs serondM puis
aspxtr Kgbrfmerit la seiingue.

*  Elmunel(ompibitmfm Ifjru du caihMet en nei{ant unt traction de
quelquM trntimbties sur If calhfiei pour creei une Ifgete tension dans le
systemedfcatbEtfi

*  lenii fermfment If latrififi, pms liifi dun mouvfment lapidf du poignei
(dt gauche4 dmitt! de 104 IS cm pour lelirei le cathftri dela piojfciian
soMdiff d'onyx * Its.

REMARQUE: Hneslpasnetestaiif derfiiifi If calhWerde plus df 20 cm

REMARQUE: Cfite ttchniquf n'a pas ftt valldde pour les cathdifrs Rebar.

Deutsch DE

Gebrauchsanweisung
QnyxMlussige Emboliesystem

ACHTUNG
Nacbden SundMgMftc dtr USAist der Veibauf dieses Oeiats nur dutch rinen Arn
Oder aufgiund acctlkher Anoidnung culassig

Oirsfs Riodukl dart nut von ftlabrentn factiarrtm lui AngiograOe und prtkutanr
Inltivtntionsvtffalirenangfweiidfl weidtn.

BESCHREIBUNG

BasOnp" Russige Eraboliepifm (IES) bl fin nlihl haftendes fiiissiges
EmboBsabonsminH, das aus tinem mDMSO (Dtraelhylsulfoxid) aufgelesten IVOR
{Albylmvinylalksho!) Xopolymer und susprndintem mikionisirrtfm Tantalpulvei
btslfbi. um Kontiasi bei dei Visuabiierung untei Rontgendurrhltuchsung zu

bletfci CesOnp flussige EmboliMptem (LES™ btslebt aus elinsn 1,S-ml-flaschen
Onp" IES, emem 1,5-ml-naichfn OMSO, zwfi |-ml-ApplHLaiionsspiiufn
mitOnp" LESund etnfi 1-ml OMSO-SpiKcf fin DMSO kompalibifr
Mikioabgabfkashftf List cut Veiwendung In der Neumvaskulalw rndicifrt und wild
hit den Zugang cur fmbohsaturmteHftmgesrut On Onp™ tfS Spiuzen Xaihrtft
Sctienstrfenadaplfi. dn sepaiat gebtfeit witd. ill fin Zubebortfil des Onp” IS
Sptfms, del tint Srhnimifllf zwischen dn Onp™ IfS Applikaiionsspiiut und dem
finftihrliatlietefbitleL

FUNKTIONSPRINZIP

Onp" ItS wild dutch finen Mikrokaihrirr unlei Rontgenduichlruchlung in die
AYM (aiteriovrnosf Misibildung) appkziea Die OMSO-losung vettnlt skh itri
Shit und in denmtentitieHen Russiglirilen, wodurch Skh das fVOH Kopclymfi
und das suspendiertf lantajpuhrer In situ in Fmih emes schnammigen kohaienlen
fmbolus absfizen. Onp™ LES bildet sofoil fine Haul wenn sichdtr polymerische
finbolws von auHen nachiimen soidiftziert. wahrfnd er im OefaJ nach dzstal
wandfft DaOnyx"|f Snkht hafteniSst. kann der NeioUtheter in situ belaisen
wfiden. wahrend tangsame. kontroHieilt Injektanen vorgenornmen werden.
Angographien nach dn fmboksation konnen duithgefiihit werden. wahrend sich
dn tinluhrmikiobalhflet in sdu befmdrl. Hierdoich kann dtr Arzl nach Brdaif
zusatzhcht Inftktionrn durchdrn glrkhen Mrkfokathrtfr verabitirhrn

GEBRAUCHSHINWEISE
Embolisation von Lasionen in der peripheim und Nrurovasiufatui rinschKe8lich
S'lnovendserMssbitdungti) und hyptivaikuiairi Tumoir.

LIEFERUMFANG
vfip" Its isl indiei Rrodukrtoimeln eihaltlirh. Onp*-18US (6 Y fVOH),
enp*-201E5;65»sfVOH)undOnp~ 341ES 8 YEYOH!

+  Onp" ieiESundOnp“201(5Wfidfnemploh!fr, wenn
Erniihrungipfdikfl-Injtktlonen in dn Hahr des HerdM vorgrnommen
werden

*  0*p~-34 IESIVW hirdif EmboSsailon von hoher lleflenden und groSeren
fistellompcnenifn emplowen.

GEGENANZEIGEN
0Bp* IESistnichliurVerwendungbfiEruhgeburtf.n <1.$00g|bzw Peisonen
mit sqgnifiilunten Schaden der lebirtunktlon Indizleit
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iaigiund «n!»i«th(r Abwindffung, V«o»)>asatuS,

«  DieVeiwendung des Onyx™ IESSp'ioen-Katheiei Sihnimielienaiapteis
leduiifil dm angegebenenTotiaum des Mikiokaiheieis. Wenn
del vcigeszhiiebene fieiiaam nithi ewgehaiten wird, kann dies zu
unbeabskhiigteii Erbolienfahien
Siehe Onyi Sp'itzen-Xaineie'Sil i Gebiautt isung
bzgi. tintf liste del kompalibten Mikiokathelei and lotiaummEoimaiienen,

Se; del iniektion ven Onyx™* 1ES soiite die SomgenduitNeathiong daith das
Kativeteilamen ffieSendes Onyx™*iES zeigen. £swild empfohlen, v« dem Enekhen
des Mindesikatheiei- and Kalbetei-Adaptei-lofaunii eine Hdnrgendaitbleurhing
darthzuiutiren, am dat embotisthe Maietial zu visuatisietrn, bevoi es aus dei

tze austritt.

Durth ((if tmbotiMtion vfnirmbif KiwodynamiifPf
au eiuiungilwnplHaiiontn fiihitn
lijtungikompHji~rfn invefb'mdafig I'!!'vi~a(Mlen, dm fiagfitiiioiimfii
IUih»ifr rtmfcum

Dws< i«haniikKhen»d(( SlutungskpmpliMWftm lonntfi lu divfiitn
nrtiiologiichrp Fanirtiomdtfiaim and spgar Itim todiH (uhftfl

\gfn 16nn(n

Aafgrifld d « PKim rlrltnuhn Funkmbiiduftg dn Imubneulh In Material
dwOny»" IES wllit dieVfrwtrtdang mcnepotaier ElektiokacTefflieningsgeiatt
fw (Mnjigtwhe S«ektK»if(i flii mit Onp” IE5 emboiisteiie bAVMs odei
ailettorenoit fiitefn mnieden werden. LLip«<1«e Gerale mOiiW mil aroser
Voiikhl nfiwefidet weiden.

Oieies (njnamern wifd SIERII far elne emmalgeVenumdung qgf'ntfnl.
Wblwifdervtfwfi*d«i cdei einfut it«ilisic<en Ajfbtieftung and eineuie
Steiillution nliilien das Mtinomnulu fiii dm Patienten and dai PtsiU fui
fine fingejihianlte Geiatefufiklion.

Nar mil Onjn' UVSpnusn aai livekiisit «n DMSO and Ony»'US
aerwenden A/4IMeScidamsinda.U nkM mit DMSO ksmpalibel.
AuuthlieOlith DMSO tv3 Mikickaifitiei den, Andeif
Miiiokalhetfi Sind u. U. nirtit mil OMSO kompaiibfi and ihie V«wmdang
kanr aufjnind ven Kaiheteraerfali la IAiomboenbetisfhm EitignHien
fuhien,

Slels beafhifn. dass On)n“ I£5 mil andflen Embeltsaiionsminefn ifagieren
kann, r. J fyano«;*Utm, beSibkhte»n Spaten. Pamkeln and/odei
fmbelisf.SenWilkunjtkifiser.

Oie OuirWiihrang elnei Embotiuiian earn VeistnlieSe 1von BiuigefaSen
Bt dn fabikoleYhel Vertahrer. OasVtifahien settle von einem Spenatnier
mit del Erlahiang bei ode’ perfKeien
Inteiventionen and amtangie'Khem k'atbwitten dei za behandetnden

*  lediglith Oaamenuiuckzai Injekiion des Onyx* |ES anwenden. Wmr die
Handflaitie zaitiVoBc'iteber.des Koibens verwendel wkd, kann dies za
aufgiiind des iibeimaBigen Diaiks ira Fait einei Ka'hetenkkiasion zu einem
kaihetemss fuhien.

*  Onyx*US und OMSO angsam and sietig inpzieitn nkblmd neta als
O Snt mr Tieistudieiitiabengezegt.dasseinstbnr esinjiiieiefl von OMSO
indie GeFaSe zuVasospasmenund odei Angianekinse iahten kann.

*  NKhImehiai UmOnyx'*|E! idiei(altieleispitzezur i ]
Ussen AngioarOtileklui GeFa'spasmus ubeimaSlgeiOnyx-Riiddiuss
odei iang aniuliende Iniektioiiszeit konnm zu ScKwiengkeiten bei
del Kaiheteientfeinung und kathrie'e nithiuss fihim. UbeimJSige
Kialtar.wendung zum Entfeinen cines emgesthlossenen kathetei>
kann za sd<weiw>egenden intiakzaniaiett Slaiungen fuliten. Die
langzeiUusw ikungen emes ekigesthlossenen katheteii dei Im Palienlen
verbieAl, sind nkhi bekanni, konnen jedash poienz*: za Sluigermnseln,
einer tnfektion odei KatheiermigratKinfubten

+  Die njeklkinven Onyx™* ICSNItHT langei ais zwe; Mmulm tangvot de:
eineuten In;ekiBin ar.tetbieihen An dei Kaliveienpitzekann es za einei

Veitesligung des Onyx" IES kommen was zu eine: Kaibeieiokllaston ftihien
kann We.nr besin Entfemen des kalheieis ubermaBige kiaft angewand:
wild, kann del katbetei le Ben
Betdel Asp ikation des Onyx" ItS muss geeigneie Ronigendunbleutbtung
beibebalten weiden weil es ansonsien za einer Emhbclisauon ion Beieichen
aaBeihalb deiZielgeraBe kommen kanr Wenn die dentgendurdsieuihtung
wabiend dieies VeifaH'eits umerbrothen wird, MUSS die Applikaiion des
Onyx' IES GESIOPPI werdm  bis w.eder Fat eine ausrekhende Visualisieiung
gesoigt werden kann. tests haben gereigt. dais es za Ubeidiatk and Rissen
kommen kann wenn 005 m- Onyx* 11S nji/ien und be'm Austreien aus dei
Katheietspitze nKhi visuateieil weiden.

*  Waihsmdei Wideistand gegen Onyx" |ES Injekticn - iniektion abbrerben
Fiitht veijuthen, Wuiersljnd durth eihohte.n iiaeklionsdtuck za aragehen
odei abeiwinden Wmn einWideistand spiiibai wnd, die Uisathe des

Pathologte. den angi Tethniken and supei iver Ei ion

daichgefutm weiden.
Die Angio Anaiair.ie dei Palienim muss skMai eme Plauierung dei
Mik'okatheie'spitzeaneinei! i aiieitellen Asir
liegt. die poienzieitin einen Oehimneiv miinden kdnnien
Die Vtrvrtndung einei zaiatziklim Spule sotlie m Beliasbt geeagen weiden.
wern die Angiogiafie zeigi. dasi die venose Drainage des AVM nahezu
glfKtveitig mit dei arteiietlen Vubang auhiitt
Elne fnihzeiiige Soltddizieiung von Onyi* US kann aoftieten, wenn dei

i i-tueita<k mit Kstr . Slut odei Kenti in emei
beliebiger Menge in Beiuiiiung kenmi.
Wenn dai Onyv" US nichl libei denvoigevhiiebenm Zeitiaum
keniinaieiiith gemndit win), vemtsaeht dies eme angenugende
Veiabiettbung des Tanlals, was tucinei anzuieichendmVhualisiefiing uniei
fidnigenduiinleachtung bei dei Abgabe tiihil Onyy™* LESdiiekt nath dem
Misthen in|«ieien, Wenn die Onyx"* US-Injekticn veeadgeit wild, kann skh
das lantal in dei Spiioe abseuen, was za einer mangeHiatten |Asaattsienang
des Onyx™* US wahtfr.d der iniekiien fubit
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(z. S Onyx" US Okkiusian im Kaiheteilumerj und
dm kaiHelei austausthen Fine ubeimaBige Oratkanwmdung ka>Lzu emem
Kaiheterriss und/odei einei Emboiisation anbeabsn. itigief Beicitheiuhten

+  Naih del Vei wendung emes Mit'okathelers mil dem Onyx" US nkbl
veisi.'ien, den Mikiokaihetei zu entleeien Oder Material duith d<sen zu
injizieftn, Veisothe, den Xatheter ru emieeien, konnen zu traboiim bzw
fmboiisalionunbeafcskbtigtk Beiekhe liihzen.

*  WennOnyx* US auSeitvalb dei GefaBe austmt, was voikommen kann,
wmn die GeFaSwand veiietzt ist, kann es aufgrand des Mateiiah za einei
subakaten Entzundang kommen.

VORAIGHSVASS\AH-MEN

Die Pioduktverpacluing voi Gebiauth auf Sthaden iiberpiiilen. Bei gechnetem
bzw. beszhadigteffl stenlen Veipatkungssiegei nkht veiwenden.

Vi demVefFaltsdaza mveiwenden.

VARSCHISVASS\AHMVEN

SowoW die Kalhetei- ah auth die Sthni
VOl del Verwendung des Onyx" US lesen.

Gebrautt !

Skheisieiieft, aass die Xaiiieter and das im direktm Xontakt mit dem
Onyx"liS'Peiymer veiwendeit Zubebir taabei and mh dem Mateiial
kompalAel Sind and keinm Abbau bzw keine Oegradirning bei konlakl
veninathen. Sleiie hierza die mlszHMtienden Wamhinweise und
Gebiauchsanweisungsabsrbmtte.

Wenn iiath del Onyx" IES tnjeUon nkh; ein paai Sekanden abgewartet
Vfkd, bevoi der M krokathetei entfemt wird, kann dies rat ftagmentleniiig des
Onyx" IES In GefABen aaserbalb des Zielbeiekhs lubien.

Sthwlerigkeiim beim Zuiazkziehen des Kaltieteis odei ekn KaUvetelebmhluss
konnm daub einen oder mehreie dei folgende Faktonm veiursathi weiden.
+ lange Kalheieiisieningsdaaei
+  AngtoaKhnekIBi; sehidistale, darth alfeitrrte. veilangeite, Heine odei
gewundene Pedikel erzeagle aiteriwenbse Fehifonnaiig

*  Vasospasmus
*  Reflux
*  InjekOonszeit

Um das Rislko emes Kaibeteieinsthlusses za leduztertn, muss die Platzierung
desIUhelcn vonkMig gewabb und dei Rutkfluss konti«Neel weiden. um die
obm aufgeliihfte.s faktoien za minimieien

Onyx" IES Rutkfluss enllang dei drstaien Spitze des Ahkiokatheiers' Zusatzliib
zum Bisiko ischamiszhei
kann del
Eniteinm ersibweit Die Menge des Ratkfluises, die Ms alzepiabel gHt, muss
sletsc'd del Angioaiibnekiui der Mhsbildung verglkbenwerden. um das Ristks
einei anbeabskbtigien Lmboi.'salion oder euvi ubwieiigen Kaibeteremnabme zu
minimieien. Im Allgemeinen muss dei Rutkfluss aul weniger ais t <m enllang der
diitaien Spitze des Mikr
dieseEinsdi‘ankung beelnflassm

iigiei Emboiisatioii
blelben. was oessen

ionen auFgrind

i daitb Rutkfluss sleik

is itduziert werdm. Atle andeien Faktoien. konnen

+  Sihwei zuiuckzdebbaie Xatbelei soliten antei Anwendung dei iolgenden

Tetbnik gebandhabt weiden.

- Om Kalieter vonkhtig zurutkziehen, um den Widers"ard
eiozuK baizen.
Ist WKterstand spuibai den tUlhelei siiaffaiulehen
OenlUlbeiei vorsithtig itwken ‘ca 3his 4<m)
OiesenZug einige Sekunden aahertiterbalten und dann teenden Oen
aul das GefaS ausgeublen Zug beat.blen umd e Gefaht einei Biulang
aulein M ndesimaR zu reduzieien
Bieser'/organg kann mtenr, tlieiend w edeihoii weiden. bis dei
Kalhetei emfrmi hi
Bei derVeiwendung vonev3 Mikinkalheteir. den kaibetei nitbt
mehi alt 20 tra stierken um die Gefaht einer katheteiseparalioft
zureduzieien.

Fill fesotetkende kaibetei
In einigm sthwtengen k mistheri Situationen ist ss ggi.
ongefabilieher. emen Finsibwemirkatheiei im GefaBsystem ru
belassen, ah durth Anwendung ubeimaSigei Zugbra*! eine Ruptur dei
Fehlbifdung .mit rachfolgender Bluiung zu ihkieten
In diesem fall wird dei Kaibetei gestietkt und der Stbaft nahe dei
Punktionsstel e duitbtrennl sodass dei kathetei m dei Aileiie
veibeibl
Wenn der Kathetei beim Zuiutkziehen le Bl kann ei nath dhtal
itiigiieien odei veibogen weiden,
Um die Ihitunbesegefahtaul ein MindesimiR za ledazieim, loSte
fine operative Entfemung am gtekhm Tag ei wogen werden.



LAGERUNG

onyi” ItSw i OMbOfwiithen -K ilnd 551 Ujun. Voi if«Vfiv*frdung mjt!
iit froduhtempfiuuiiwuthfn19and 2d t Wenn dis Picdut! bft
lilJHfn U'njfban”rtfmptfjivifr. jeftifil. mu» u »oi dw Viwmdunfl bfi
2iinmtitfmp» r»!uf lutgeUut wwdfn.

GEBRAUCHSANWEISIING

1 Ony»™Its mindutei» 20 Mmuten Unj mit f mtmOny*"! FSMnfi’ bti
fiofi fimifHung »or 8 klanun. WfHfrmiitntn, b« daiOryi" ttS wie in
Sifitiu 7bn«h(:rttn injtnfrt wwdfn kmn.

2 0if PbUiMung in M;titUtScen mithiUtonn Injeklitn »nn KoWiitmittfl
gfiTii8 li«maljviinchiiftfn hestitigen.

3 DisKontMitmitldmil 10ffliIKnchuidjdsungausdtmUikralullMteransat:
auitpdidii Ow Spid”~ angHChlossrn

4 thelfftoliium lirtitn u. 0,8 ml Jttrdfi OM50 mnw Onyi" US 1ml-

spit. Wn. "« ws!f<hfnde Mtngf OMSO in dtn Applilatieni-
Mikrokaihtifr iniUiww, um den Kaiwtnoeaam w fiiRfn. Sitlw
Eukemttong d « Appi;ki! lenj-Xilt!tl« ( bfgl Totfaunwolumen

5 WfnndtfSpntijnilOryi'USgefdi'nwiid ti IImlOnyx" U5a»piriff(n.
lodits sid) d(t Kelbnnknpi nbnhalt! det 1 ml Strithmaikifrung am
SpidzynwIbfnbtfindH.

HINW{t$: Oits* autiUIKbf Mfng( O nyj' I tS wild nim Vorfullfn d «
S<bnilU!flifnadiptfri vffwfndfL

6 Dtn Sthnindailenadaptft andft Sp'iUf anbungen.

7 0as Ony1" [tS dunh dtn Sdmituttitnadapiti injdititn, bis dat diilalr
fndt (!« Xolter.keph sicb gtnau an dfi I-miSttishmaikmmng am
Spinitnlalbtn btftndfl

8 Itgkhts ubtnchuuigti Ony>" U5 anin SpiL't in VhnduitUfnadapim
kann mit tincm taubritn, tikktntn fluttnf'titn Tutft abgtwi»ht wtidtn.

9 Cie OMSO Spn'jt vom Aaihtttt tnrtetnnn, ubtrfuHtnund dtn latiansata
mil dem vT'bitibendtn OMSOv»ac«htn

10.  Scfw:dif Ona* US SpiiOt ffil andtn MikioUibttwanuu anscMiffifn
und dabn; mbemtitn, dass skh bt;m Ansthlirern ktme Luftim Anuta
btftndtt.

I, Ony»* |tS as»Vtidtangang d « DM50in|iatntn. Batitrtnd aul kiinrtthtn
Piakliktnwifd tmpfohitn, Onyi* US mittmti «tSgtn ftatt von0.16nil/
min (0,25 ml/90 s)au inpaitifn. Oabti 0,3 ml/mIn nkM ubtutbiMtn.

Wtnn dai Onyi” US mthl ub« dm vofgtKhntbtnm Ztioaum kontmuiwlkh
gemiKhi wtrd (20 Minattn lang) kann di« andn« anaurekhtndm
VHaalisitning imiei RdntgmduKMtutbiung bri dti Abgabt Rihitn.

Onyi** US dsekt nach dtn Neuhm injiainfn. Das Tanu) kann sxh indti
Spiitat absMam. wai au tinrr mangtihaftm Vsualisiming des Ony!" ItS
wahitftd dft Injfktien fdhn and find fmhoiiulton aafitibalb desMbtrtkhs
vmnathtnkjnn.

ledigitth OaammdriKk aui Injekiion dti Onyi~ ICSanwtndm. Wmn did
Hantffiaihd aiini Vemhitbdn ddi Xofbdm vtrwrndet wiad, kann diesk
aufgiond dts ubtnnaBigdn Dnxks im tal elndt Xathdtdiokkkiiion au dindm
Xaihdtdii bidn

>5(17|/1( Dbn!Tk iieroe 2. Modtl Nod). 120V S| 0240.24CV Sl 0251, Vial
Aua<hmtniKaOA-0570.QI0
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Did Injekiion abbitthdit, wmn kdin Ony>" IfS an dei IUibdimpitad awtiitt.
Wenn ddi Kaihdtdf ventoph b1 kann Dbdidruik auftrtim 8dldti Ons™ ItS-
Injdktlen kononuidilkh skhtmeHen, dan Onyi* US an dti Katbrttfipita
tattin. Idin habm gtatigt, daun auUbtfdnKk und Rsim ksnmm kann,
wmn OGS miOna” ItS kiflaieil und btun AnM I an dti Xatbttrnpita
nkhlvisuaiBitftwdtdtn

Did Injekiion wenn erhohlM Spitatr veispiiitwinl.
iihoble Injdkilonskraft kann duith KathdItrveislop(ung vrruiutbt wtidm.
Kontinaldikchd Injektienin rmm vtniopiim Kalhtlp fubna taUiettnei.

OldInjekiionvon Onyk™ LtS nith! langei all rvei Mkiuten tang voi dfi tmtuien
Injdktion unidibfdahm. An dei (atbetmipitad kann a aut mti VeibnUgung

del Ona" ItS kommm, w « aufinei Kalheteiokklunon fiihien kann Wenn
beim tntfenim dei Xalheten ubeimaSigd Kiah angtwandi wkd, kann der
KathdM iti8da.

Did Injekiion abbaeibm, wmn rind abneimald Odatabondti
Akikrekatheinduithmeutfl erkannl whd. OieVtigibeeiung dti
MtkfskalhdtridunhmnidH kannauf einen biotkimen Xatbeirr hindeutdn
Did VdfgibSdiung dn Mikrokatt i kann am beitm dunh

Italiano IT
Istruzioni per I'uso

Sisterma.embolico liquido Qnyx'*

ATTENZIONE
laIrggf fedtrald USA (onirnit lavtndiu t i'utiiiaat di gutito diipoiiiivo loltanlo a
mtdKiOiu pwcnaiend medna.

no diqunio diipaiiiivo diiidivalo ai mtibii conuna conoiimaa appiotondila
debt pioirdmr angiogtafuhd e dtgfi irurrveiiti ntuiofogni ptitmanri

DESCRIZIONE
Oigri" [ESAunagm It etboko bguido non adtiivo conituitc dal lopoiimdio tVOH
(akol tliidiivinilko) diyioiio m OMSO (dimdul lodoiiido) e dauna sospeni‘ient di
polvtit mkroniazata di tanulio (hr foim»d un contiaito vnibile in viiualiaaaaiond
Muokiicopka Onsi U S 't lempnlo da unaDatada I.S mldeiOns' US, da

unafialada 1.S ml di OMSO (dtmttil soKmiido), da due sinnght dal mtpri la

d del Ona" | fSt daunalinnga da 1 ml di OMSO Pfi aicedeit al

Uwet-tbenen-lethoik mil gtUngri Veigieerning* odti mX ttidinlk
fdiigtilrlll wridrn, indem dri gil be AbKhnlu del Miki im
gepiuftwitd

8didfrApplikationd « Ons™ US mull gtfigndit Renigrndurthleikhtung
bdibdhallm wridfa wdil« anionilm auekitf tmboSubon von Beeklidn
aulrihab dei 7id)gefaSd kommm kann. Wenn die RbnigmduKblduchtung
wakend dieiei Vtifahitni umeibiothm wild, MUSS die Applikalion dei
Onyx” ItS GtSIOPPTweidm, be wiedri tui eme aasitkbdnd* Vbualliiming
gnoigi we.'drn kann

12.

Wtnn (urdint tmboiiuiion tine awtilf Ons™ ItS Spnoe notwendig

el. daif del Adapiti nkbt vom [Uibfifi tnlfdin! weidm. Wtnn dieofue
Onyi" US Spiitat bfifit o i emiath dmletie Spntat vom proximalen tnde
dM Adapteii entitinen und die ntue Spntatam AdapinancbMT.

Nath dti Injekiion dwOnyx" US dm paai Sekunddf abwaittn, dir Spiilat
Idiabt atpbieifn und daitn dtn Aaihetti vonkhtig htiauiaitiien. am die
Onyx" USMaiir abaultmntn

0Old nathloigend btiihiiebrnd Ttibnik Ki tine opiionair IUiheteientfeinung

+  Naibdti Onyx” US Injtktion tin paai Sekundtn abwaittn und dann Itithl
aipinrien.

= Otn Xattietei vcllilandig warlen. indem ei tin paai Ztniimtw gtilieik|
wild, um dine Spannung imKalburnsleT autiitugm.

+  OdnAalhdtrridiViallmunddindaniimiltinrMakbm

Aimgditnkbtvvfgung (von tinki naih itthu) 10bii IS im wen htiauiaithtn,

um Dmau! del Ona™ Lf5-Mailt au mrfeinen.
HINWHIS: ts iit mcht notwmdig, dm Kalhttti mehi all 20 on auitiKken.

HINW1IS: O Itit Ttidintk wuidt bliOfinitW fui Rebai-Kaihelti guabftntit.

11s di tmboliaaaaknd li uidiaaa un nudKatetnr OMSO tompaiibilr mdiulo pn
[no nti mtrma nnnovauolait. t'adanaloit d'Inteitacdamerio liringa-cildtdtd
delOns" | fS vfndmo itparalamenid, tun atctiioiio del Onyi” US e cenirnir
di inttrtaccuie la winga uldiuaia pei lalomminiiiiarone drlOns™ ItS cond
caietntdi diipmuaiottd.

PRINCIPIOOIFUNZIONAMENTO

Ora™ us vierd drspmiatp sotto guida OBaTcopka, nrilairdt deUa AYM.
atliavrito unmkioairtrit. Il isivmtd OMSO (dimttil lolfmildo)« diiwIvt nrl
ungutt nti lluidlinltnlinali. dntimirundo la pinipilaaioiK Iniilu del (opoliratio
tVOH (aksl dtdenvtniiko) t del lantalio inimpmswnr per (cimaie un embolo (oeio
dipugnoso. Onyx” US (oima immrdiatamdnir una ptilkola (he avvolgr I'mbolo
polimenia viavia iht qunlo ii lolidifua. daltnienno ai mirmo, mmlir piiKtdt
diitalmenlf netvain PokW 10 ns" US non dadtiivo. d pwidnld taiciaie n sede
dmNlixalrlrir mtnlit vmgono titguilr uvraioni Itntd r lenlicilalr. t'angiogiafia
poll-tmboliaaanont pub tiitir eidguita (on ii mKie<attttid diidaiito w iitu,
lonitnltndo al mnixo di nrgwie able mitaKini~duaando le nneiiano, Isiteiio
mknxaididif.

INDICAZIONIPERL'USO

tmbobaaaaiont di leiioni a laiKO dei iiiltma neuiovauolaft dvaKOlaie petilrrko.

induir it malfoimaaiont aiteic-vdnMd (AYM) t i lumon ipenraiioiaii

CONOIZIONI Di FORNITURA
Ons"ttSddltpolublitinutdn«ritlorffllliaa®«n! Onga™ 18US 6" PYOH),
0ns"-20 US (6,5% tVOH) dOns"-34 US (84 tVOH
+ Onyx"-18 ItSe0nsa”-20 IES: Ratiomandaio pei nitawnl nel prdunioto
antidfllIf (ondolre in praiibnitk dti iKo taig
+  0»2"-34 ItS: Ratcomandalo pet rtmboJizaaalont(on (teio emratko
eirvate td tlemtnil bdoloil piii tilti

CONTROINOICAZIONI
I'uw delOna" us dtonlipindkito nti bambini premaluil peio<I 500 g) onti
loggtiti (on ilgndKatna (ompnomhiione dtRa funaiont tpatka.



POSSIBiLI COMPLICANZE
hi It peswtilll tcnpiKtntt s flpo'Uno, a liiolo ntmplificaiivo

tmalsma

:nmt;euai;t;ioia

fyfr.loichfn!!CodwM!oa.'iii HjtiMtrffst, Tilk>)a vaiMpjiinoctwmbou
inliappelamt.ilDdtUattirrt

lom ifaifltaifirt

migruiontlit! dbpovUte t spoilamrnio dtllI'tnbsIB

aaidtim emwragid- tonma B ptrlws/iont vaialt

It aittiationi tmodinamKht indent dafitinboltiutionf pcjiana tomportatt
tor.piKinzt tmeiujiihf

io(npbfaiue tmonagitlif ImpuUbiii a Itntau nn'e/iont di un taitttft
blenato

tali (ompiiURit iubtiDKhe otmenagklie pxano dttemmatt dtliiil
hinsonali di vaiia natutaa esito Ulvolia Itult

AVVERTENZE

U poiidutiti di IUbtIUt a/thi el«trtri ton K latitalio ptutmt ntl Onyi* 1fS
»anfi9ka l'Inpltyo dititilrouutttinatori monopolad dutanit la («tSonf
(hifuniu dtAVWO hitolf arttro-wfloie tmboHaart tan Onp* IES t
ddpoiltnn bipoUfi dfvono tiSttt «lil«ati contautfla

't menouia. Ken

di4 «!5rtlvo b (omito SUAIIE ed e twluj

ndmttnluuit. RiporcfiUMne t risttniiataaiont peiune aumtnurtdinchn
diinfttione ptr ipatitntt t di matfuivionaffleiito dt) dh?o«liva
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Pni linifoonr di OMSOt dtl Ony»” IES titilmait «tljuvatntRIt «<nn”ht
Onp’ IfS Alut linnjhf patrtbbt'O fH ttt Huampatibih ton 8 DMSO
Uslhaaie unicamf/l t mkrotattitn tv1 O.MSO-tompatibili. Altri tipi di
tatttfft pcittbbfiofisfte intompatibil) ton #OM50 t il loro mifeao
poiitbi» dfttrminart tvtnii ttambot/nboliti doauD adtprado dtl ratttttt
Valulattwmprt lap atiiiiili di Inltrationi di 3nyx" ItS conaitti agtnli
tmbafcuanli. ad tv tianoacrilati, toil tivtvlilf. panittilt t/o rfti» tmboiiuanti.
La proetduta d! t.Thollataaior.t bnalluala alTcccKviont diaaci tanguigni

t una piottduta ad alto litthio I'Inttiatma dt*t t« ttt titguno da unn
cpctialnla ton fortr.ationf m intttvtnlls.icanMioyastolait t dtivavi
ptidtivl. «ptilo dtHa palotegla datialtatt, dl Ittnichf atigiografitht t di
tnboicuanant luptistlttriva

I'aiulomia vaitolar? dti paaitmt dtyf poitt tonstntitt la toAotaaiont
dfllapuiua dtl imtriKaittttf inpowers dmalt rnptiloa rami aiitnoii
paitnrtilmtnn afltrewi ad on nttve ttanito

btlanglograria mtHiracheil lovtnosodtllaAVMtoiTipatcgiuii
(ini,)tarea.nwntf ailopatUMBont ailtnow octoiTtra tonsidtiart d ncoi»
attodmg.

Stl! lattoido lutf dt mitiocaitittf tmia in totiiaito conwlonont
bvMlogKa. un g jt omtati dl contravtoi in paalsladgoaVKa. ootrtbbt
vtnficarai una toiidditaaiont pimaluia del Onyx' IfS.

Stil Onyx* LFS nonvitne tominoamtntt mtitolito pti il tttnpo iicbitsio,
Yunulic poiitbbt muhate inadegoatarntnit toepno e la tiiualinaaiotte
Ovormiopka. duranle fafast dl dhotnuHont. turn imgffititnte. Inienatt
YOnyx"IfS immedialamemt depo averio ratvfolaw. St rmitJione dtl
Onyx” Its vifnt matdata, ¥ tantaSo oolitbbt itdimenlart ak'intttno della
cinnga dtltminando iin'msulfictntt eKetto di «Ivaaliuadont del Onyx” LfS
daiante I'mittiont.

I ino dfll adaiuiare d'mietfattiamtmo liringa-fatttere dtl Onyx” US ndatt
to tpaaio motto nommait dtl mmotattltrt. la mancata oiinvaiua dtllt
todffanjt indicatf pud piovocait nn'nnbobuarkro mvolontatia

2tfftirnto del miflocattstfi compatiWii t pti (t infoimationi ttlatnrt

alio ipaaio motto, consuiiait It {(inuiom ptr Mato dtS adaltaNet
dinltilattiamtnto linnga-cattttte Onyx.

Inirnanoo Onyx” US in guida fluotsstopka li pud ttguitne li tragilio attravt.no
illumtdtl caieterr Ptr nuKiir a vimaliuare Y maitriair tmboliaanir puma
tht fuonrica dalla panta dtl caieirrr, ii rattonanoa di o ittw r immagini
Kuoiottepkbt primaPel cc dtl mmimavolumt di ipaato triathroa
tattiere + adattatort.

« Ptrinittlatt YOnyx” US. uiduzart latola pttvtiont dtl pollkt. I'uio dtl
paltro drila mano ptr fat ava.ntait io t'.antufta della sirkiga pud mdone
10yraprmIuilll XTe elo lottuia del (aieitrt. qualoragurtto fottr ottlute

+  InitOarr nOnyx” US 18 DMSO (dimttil tolfaitido) can ptogrtttione Itnia
f undermt. it.va tictdert 0.3 mi/mimito. Sladi animali Kanno dimcttrato
cht linltdont tapida di OMSO Idimtid tollptudol ntl titttma vauplart pud
indutre vatoipatmp t/o angiontcmti

«  fvKamunitdutto dl phtdi 1cmdtl Onyx' US dalla puma del ratttttf
iirinstmo del lumt Archiltnura vatiolatt. vaiotpatmo. rtflutw tertttivo
del Onyx t tempi prplungal.’ di initciont pottono complkart la timotiant del
cdteltrr r cautatnt linttappolarntmo Fortatr ecctttivamtnle un cattittt
tlw rtUfIf al'esliidiofle pud cautatt gtavi etnortagle Inttacrankhe QI elltlti
alungp ttrmint della ptiittantnea di un catettrt kittappolalo alfintftno
dtl «ate dtan paaitntt non tono .non Tatuxia. lalt rvfritnca potrtbbt dat
luogo a fprmaaont di coaguli, kilenoni oa tnigiaaiont del cattittt

+  NONmttnompeit linitnont dtl Onyx" US per pKi didut minuti puma
di ripmndtrtamitttat* Onyx™ US puccellleare in pioitimkd della
punta dtl cattittt. drttrminandpnt l'occlutione. In tat caio, I'applicacient
dluna prtinont teerttiva, alio tcoped! tiprittinatnt laprrvirU. potrtbbt
ptovocamtiarottura.

*  Ptrtvitart ditmboluza't unvaio non-targti durartt b lommititiiiaciont
dtl Onyx” US manlfnett un‘adtgoala vbuaHrrariont tluototcepka. In
gua‘iiatimontnto dutaottla ptoctoura di tmboluiaciont. gaabra m
mitrronpttit la vitualOrajient fluototcopica t ftnoal tup nprtiline.
SOSPNOffif latomminnsanonf dtl Onyx* US. I ttti rondotti dimontano
cht te Minifttano 0.05 mIdtl Onyx' US tenaa tonttaiarnt la ftroriuKtu
dairtsirtp.lid eppotta dtl cattittt. il cattittt pud ttitit tofopoSioa
soviapttisiontt/o a loituta.

« Inttttomptitlinitlientdtl Onyx” If Sit ii pttitpiKf un aumtnie dt
rntiitmaa. Non ttntair ditiiminait ocontiaitait lartilittlua aumtntand."
la pmiionr di mit/iont. In caio di aumtmaia itinttrua, siabiiitnt iacauia
(ad Ktmpio. roccluiiontdtl Onyx" IfS nt! lumt del cattittt) f Hutituiti ¥
calrtttr. Un'Hctitiva prtiuont peittbbt pipvpcatt la tolluia dtl cattititr o
rrmbolizaarkint diaitt indtiidtratr.

+  Dopeavtt jiato un tnktocaltittt can 80nyx” 1fS. non Ittitatt 0i pubdo nd
ei nul8iuailo prt mittlait qualiiaii aitta lotunaa Ogni ttntativp di pubit
il (iltlrtt pud induiit lalotmariont di tmboli o i'tmbolioiarione diatrt
madtiidtfatf

*  StiiOnyx'US luotKisclttt alTtiltfno dtPo spaaio vatcolatr. rvtnto pevtibilt
ui cam di cofflptomiiiiontdrila paittt vaicolarr, potitbbt maniftiuiil una
mpoita Htbarrmaloib svbacutaai maitnalt.

lipefionart la conftaiont dtl predoito ptinu dtH'uw. Non utikaaamit la
bamttailttlit daprna o danntggiata.

Uoiiaaart piima dtlla data dl icadtnaa.

Piima dl utiiiaaatt d Onyx” US, iHtggttt It Istnuieni ptr Fam dtl ultltrt t
dtHadaiucott d'mtttlacctamrntp.

Vitttficait cht caltleii t acceitona umtalto dkrtlo conY pollmtto del Onyx” US
llano pubti t rompatiyi ton Y matriUit utiaaato, e cht non kintschino
ftnemenl di pitdpitaaione odegradaaiont. fait rifrrimtnte aHr inprtlivt
itrioni d tit Awttttnat t dtllt tsiraaioni ptr Fn

Stnond atitndOM | poctii itcondi ntcnvatl al ircoptro dtl mkracal tttrt dope
UntraiontdH Onyx” LES.lad «t dti Onyx” US pud paktllaaaiiL diflendtndo
Invasi dnttn) da qutiii utgrv

Poisibi difficoltl nrya rimoiloot dti caititrt oll ito fnliappolamtnle poitono
Mitit atliibaibiti auno n pb dtiitgutnli tanoti:

+  attltmmo protungato

+  ardoltlti lart.mallDri ttn J)
dislaimtntt. abmrnlata da prdumoll alftitn|l adungatl pkcoY o
tsiluoii

*  vaioipaimo

m itflasH

*  Itmpo diHvtaione

pti ilduirt Ylathin dl intiappolamtnto dtl caitttttt minimlaaait It evtnitnat
wpiatitfxatt, utghtit ton lanwmTy cuia dove posiatsnair ¥ caltleit t
qtdimc | fnwmtnldlitfloin.

Rf(liwo dtl Onyx' US intornipondenaa dtHtstitmild dhtalt dtl mkrocaitleft
ollie al mctM di compheanat bdieinktit dovutr a ar.trabeliaaaakinr indtsolrtala.
Itvfntrnaa dl un ttHuiiO ilgnifkativo pub dtitm uiatt t‘ nliapp«bmrnlo dtl
mkiocaltlwt itndtnd nt difficile la limoatont Ptim ntmlaaartliPKhiod!
emboliaaaalontaalOtmalt o d fficoHa di titiw lont dtl catcirtr. Hgtado di
loDtianaa del rtflutw drve »m pit n itft itlaalenato all atiluleliuta vauolait drila
mallsrmaaiont. Ingtutialt minim aaare Y trfluiia ilductndoloa mtno ill I cmin
(orrKpondmaa dtP tsirtmiid diitair dti mICTetattirtr Netii gb altri fattori poiiono
brutnaate gotilo lunllt.

+ Incam dtdifficottd ntUaktoatonr dtl raltitit It Kliuat. nl qui Indkatt
poiMtm akiurt rcpttaiott a letupttatt Il taltleit

Rttrant conU massima cauttia ¥ cattittt vahiutidont rvtniuali
ttuiitnat a8'tiuaaient
St Il awttie itiHlenaa, elbimait ogni gioco'drl calttett.
Appbearr una leggtta naaient» t utttrit lacuta 3 4 cmdtlla
lungheaaa dtl cairttft)
Manttntftinltaaiontilcaitlettptialcumittoad qumdi nlaiciatt.
Vakiurt la tetivone w1 1iilf ma xakblare ptt ridunr al mtnirm ¥
rischieditmimagia
Ounaaoptiaakinr pubtiiete ripttuta dl lanto intanlo hno
afftittaaioet dtl catttrt.
Quande |1 usano miciDcateltri tv], ptt ndunr ai mmime Y littbio di
leparaaiont, nonapplkait piii di fOtm di itaaiont al tatttnr.

*  RnicattittU'urappelaii
InakvntMuaalsnlictinkhtpa.'tkofaiTnenitdiffioli piunoiloiht
applkatt unattminnt tuniiva al cateint imiappolato rivhiando la
lacrraaiontM i tnadotmaaiontt. di nmtqutnaa, un'tmoiiagia. pub
m ttt pkiitevre ntaMlaie ntl usltma vascoUtt un cateteir JloMallle
Atil fint, dmendftt il utetetf t laghatt In strio In lotmpondtnaa
dtl pumo di accriM vaicoiait. laiciando ¥(in tn neffiarttna.
StUcatelHt li tompt duiante la rimoaiont. pub mlgiait dioalmtnte
oawolgtm
f quindi ntCKiario considtfaft la pocubYe rtitaione chtfutgka, da
tfitltuare Itiltiu glstno perridutita]tiMmo ¥ mchlo diiiombni

CONSERVAZIONE

Cosmtvatt Onyx” US t DMSO (dimttil Mliossido) a ttm ptfaiuir compitia tii

20" ( e SS*t. Primadtl'uM, manttnnt ¥ piodoito a una lempttatuta compitu
lia 19*Ce34T5r,acannyrifmpollamnealrrprialwarol(obalu. Ypnynno
(ongHaiM. scsngrtaHo ptima YrY'uua tempeiatuta ambiemt.



ISTRUZJONIPERL'USO

i il Oryx"”Its pfrilmf.TO iOninjti ui niitr Ony«* IES” ttjcU» lul
vaiwf 8 Coniinujff il tnficoiamf«o df) Oiryx" US fifidit non « i piomi ptr
llnwMnt, comeiilgyaalo al pur'a 7

i.  Umftraait powionaaifr.to del mkrouif!m [pu Mkupnone d»In fos
ditpniranp (onloimtnFnte ai p'ciocotlo vIFr.iF nalla struttura uniiatia
cipitaniF.

) LataiFvuilinF:FPdl(cn!fa'todalnnnF!iarF()FImiao(at;tFiFcon 10mldi
taluilonF lislolpfka UKlare (PIFpaU laiinnpa

4 AipiiatF rota 0 8 ml di OMSO (diniFti splfwiido) fvJiifiil f in pna sirirga
Onyx*If Sda 1 mi. InlFttatF il DMSO (diniFtil solfcisido) ntl mttrataiftFif
diiilnoo in volumF sviTidFRI £ a litmpiiF lo ipatio ffipttp dtl talFIFit. larn
(iIFiimFn".aaireikbtna dtl cal«I«F di riiaiao pFi ur'indkaBone dal xolunf
d(llotpana mono.

5. Durante it nempimemo della iiiinga ton Onyx” I 5, atpiiare nita U ml del
Onyx* Its, in rredp tale Che la lexla dello starHuffo$Ltipvi alire la linea di
graduahone di 1mltui cilmdto della tiiinga.

NOM:t (juFsto volume fida del Onyx™* US laia utiliiillc pet nempae
{adeuatel I'adatuiore di inteifatciamrnio.

6 CpKegare I'adatlalpie di ittterfattiamento alla siringa.

7. Inietiair Onyx* US aM-toeraoradanalsr» di inteilauumento Ontlie
rniremiiadulate dellainta dello Mariiutip giunge In loinapoitdenra della
linea di graduaeione di 1mi airl cdmdie deliailnnga.

8 feemuale Onyx™* IES in ettesse alleiifemiU deilaianatore di
inierfaiciamei'lo pud ttsere eiieninato can un panno pulilo e auivlip ptiva
di peluttfii.

9. Rimuovere la viiinga del OMSO (dimeill snlfcssidai oal tatetere, riempiiia
blre il Smite e Kiatguaie dconnenaie hiei conil lea'c del OMSO idimeiil
lolfpiiido).

10 Subito dope, coilegaie ialdamenle lasmnga del Onyx" tf$al lonneiioie del
rainotalfteee, evitando I'mgiesw di ana nelio «exm durante iltoliegamenta

11 Lnienafe JIOnyx™* ItS per sposiaie» OMSO (dimetil «bllon™a), In aase alia
pratica dirica.« tonwgiia di iniettaie d Onyx" US a una velotiia toxtante
di0,!6 ml/minuto (0,25 mI/9fl setondi). Nsn superare la velotita diO,3 mi/
minute.

hon eflettuare la tpnlimia mtwelaelcne del Onyx" |tSper Mempo tkhteste
(20 minutl) pud compoiMie una visuailuaTione /lnoro4opka madeguata
durante it niaxoo.

Inieitatet! Onyx" itS HTimedlatamenie dop«avetlom«:ol.Ho PuOvftifttaoi
laiedIme,'iU;ione del Unlalio ad ntenw deda iiringa, prpdutendo utu
vliuaUaatlene xcadente del Onyx" LtSduiante r1enone

Per kiiettare il Onyx" IS, exerUtare la prexsione xeto ton il poBke. lit»
del palmo della mane per far avanzate la stanlutfo della sMnga pub indurre
tavraprenuriuasone tie roHura del tatetere, guaipra guextp fosse oftiustx

* Scientific Industries Senle 2, fAodel N. 120V Sl 0740,240V A C2SlI, «al Anathmem
No OA- 0S70-010
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Saspendfte [Tnlerione le non si tHserva la hjortuKtta del Ottyx" ItS
dalfesiremiti opppsla del tateiete. Oottlusiane del tatetere pub deierminare
(enpmeni dr tovTapressutiuasone. Durante Itnieeione del Onyx" IU ,
vetifitame coxtantrraente I'elfelliva luorlustda dafestremiia epposta del
tatetere, | test condeni dimestrano the le siIniettano 0,05 ml del Onyx"U S
senza (onstatatsse la fueriiiMita aB estreffliU oppos'u) del tatetere, il taietetr pub
esseie sottoposta a sovrapressiane tie s tattsma

IrilerwnpereiinJezione u la i oppo.v

reiixtenza ala ptegressione. laumento dellafotta dSnleaarte pub eueit
detemutala dalt ottiusiane del tatetere. (ontinuaie I'lnieeione in un tatetere
otdusp pub determinatne la tsltsita.

Won kitertompeff Tmienone del Onyx" US per pii di due mmuri prima dt
tiprendere a inieture. Onyx" US pub solldIfKart sua punia del tatetere
deSerminandoneroatusionr Intaltasa. I'applkaiMnediunapmsione
eccesstva, netiets' alhrodl ripmtinarne la pervieth, petrebbe prpvocatne la
rottura.

Saspendete I'inteeione se si ossetva utsadilatazione anomala del diametrg
del mtcnstalelere. laurrsemo del duntetro del mkrotaletere pub bl kare
(he il tatetere i biottatp. la drlauzwne del mkrocatetere pub essere megkp

Espanol ES

instrucciones de uso
Sistema embalico liquido Qryx™

PRECAUCIAN
la leyfederalde ft UI' lirsda la venia de esit dnppsttrve a rmbdKos o bajo
pretttiptidn latultatrva

fste dlspositivodebeta ser udluadoexclusi lie par mhbditos tnn uria
comprensien minutiosa de laang'iog'afiay de prottdimienioi neurpinietveniivos

pettulineos.

DESCRIPCI6N

1l sistema enbblito liquido (US. liguid fmboiir Systeml Onyx" es un agente

eTbbl|(oTam!innp adKesrvpde copoiimero de tVOH (etilene akohol vimlko!

diSuelto en OMSO (OimelilsuUoiido). y polvo de lantalio mitipmzade suspendido

paravisuahzai el (oninsle ten fluprssccpia 1lsistensa embblko ilgurdo Onyx

1tfS") tonsta de un frastpde 1,5 ml de US Onyx*, un Irasto de 1.S ml de OMSO.
jeii del i arUSOnyx'yunajeiinga para OMSO de t ml.

determInata mediante Ouerpstppla a ‘ doppia Hsildenza a bassoing imentp
0 la protedura di 'nuppatura’, mediante le guab si esamina la seocne piuampla
ppssiWe del rrskrsKateiere.

Perevrtate di ptoiurre attidentaJmertr on'enbblizzazJone indesidefiia n

vasi ison-taiget durante d riiastio del Onyx" US. ttsanlenere un‘adrguata
yisualizzazlone Mioreyopka In gualsiasi mamento. duiante la prpcedura di
embclzzazspne, gualpta si (ntermnpesse la vrsuaOzzadone nuorostopka, e lino
al SPripristinr; SOSPINOfRF la somninhirazione del Onyx™ ttS

12, Selembotizzazione rkhiedesK dritP'SPad una setpnda siringa del
Onyx" US, non nmuevere i'adattaioredal catelere. Ouando la nuova
siringa del Onyx' US b pronta, saiS suffitlenle rtmuoveit la siringa vuota

i prossimale deil e ceilegarvi lanuova siringa

i TerminatarmlezicnedelOinx'US attendereguakhtsetondp, aspui'e
leggetrnenit urn la siringa, guindr tenant defitataneme i tatetere per
sepaiaric dairembolc del Onyx" US

Segue la desinzionc di una tetnita alteinativa di retupem del tatetere

«  Atersthrsrone delliniencne del Onyx' US, attendete guakhe setondp.
qgui.ndi asp.karelfggermente

« tiiniinare ognl gioto del tateiete tots una irazione dl guakhe tentinesc,
ppnendo tosi leggermente in itriione tutto d ststema.

m  Tenere ten fermezza dtaieteie. gukidi inarlo ton un rapido irsevinento del
pblxo (da sinistraa drstia) di 10- IS cm per stattaic i tatetere daii'embolo
delonyx'Its.

NOT*: non b netfssario estraiie il tatetere per piu di 20 tm.

NOT*: guestatetnka non b stata abditata per cateleii Rebar.

Paraattedei al siao dt emboiizaribn, se utiliza un m.kioratbrer de suministro
(pmpjiible ton DMSO irsdkado para neu'ovasruUtura tl adaptador de imeifaz de
(eiinga tateier del If50nyx", gue 1 vende aparie, es un actesorio para el sistema
1f50nyx" gue Sirve de ktrerfaz tnite lajeringa paraadmmmrat el Its Onyx"yei
catdteideintipductibn

PRINCIPIODEFUNCIONAMIENTO

2 us Onyx" Y admnirtra mediante un microtalbitt en la lesion ton control
Jvo.'Oubpko. tl dispivenie DMSO 4 dnipa en lasar>gi« y enlos fiwdos inteislitlates,
hacienda gue el copplimeia de tVOH yei lanuiro suspendidc se precipnenin situ en
un bfflbolc espo,ni«o y coheiente. tI US Onyx" forma una piel de manela inmediaia
(onfpime el embolo polunerko se solldihca desde fuera haila adentic. mienuas viaja
mbs diiiairsente en rl vaso Comoel US Onyx' noes adhesrvo. puede de)ai rolpcadc
el muTPcateter mientras se leaiizan inyecciones lentasy concoladas. la angiogiaiia
tias laeTbblyaoon puede leali/arse con tl miaotaibitr de miroducobn colocado,

lo gue permite al mbcuo leahzai mis myeuionti pot el mismaffiKtocaiete.’, si

fuera .netesatio

iNDICACIONES DEUSO
tmbolizacibn de lesicots en la vasculatuia penfbiita y neuiolpgkj. imluidas las
ionts i y los tumores hij lai

SUMINISTRO
tl us Onyx" estadisporuble entret fatmulatioties distmtas, US 18 mOnyx"- |6H de
tVOH), US 20- Onyx" (b”H dt tVMf) yUS 34 Onyx' (81bdt FVCK):

* Its 18- Onyx*yUS 20- Onyx"-20 Recomendados cuando las tnytttienes
en et pedkutp irtigante (feeding pedkif) se adminisiratin cerca dt! nidc

* US 34- Onyx": Retomendado paraemWi/ar componenles ftstulosos con
mayor Quf0

CONTRAINDICACIONES
tuts Onyx" nomb wdlcado para su utlHzaclbn en bebes premat uros (< 1S00g) s
personas con insuhdenesa hepAlica significaliva



POSIBLESCOMPUCACIONES

t«s poiitiit! tempi incluyen, enttr atm

iwMmI
4tonlriiigifntas iiqu”rnksf drbidos a ntigfationtmbo'Ka, vauxipamo.

Migiaiibn dfl dispaiitjvo y raoviiiiltma dfl molde

Atcidtmts hfmoniqiCBt loiuta del ta(At« perfetation.

los ufflb«< hemodiwimKai fndmid» pe>la emboldaiidn peeden ptnatat
(rnpErackny! hemondgicai

(nnpkacnnm henonijicas p« inlenioi de exaaef el taieiet aliapado
bw (emplicadofiej Kqueinw) «<hemoriagluj puedea prayoca; debeiti
newstofwas hntieaalet ypoiibiememe 'a mutile

ADERIBENOAS f "3

Debtdpa la poiibiMad dequek ptddtunnanss eldflrket ran el metal del
tanulio enel matertal del IES Ony>", debe eviuw eluu dedopoiib*« de
eletPdcaulefUactdn mpnepolai paiala it\ttoin quinirgka de MAV cetrbraln
erntulat artenoeeneut embobaadai ton e(I£S Onyi" Debe ubliaai I«
dspevtNK bipetaw ran raldad«.

EstednpMKm i« wmininta en feima ESTEM. para un loln uia fl« ie piotete
de iwevs nlIs vueiva a ettetduar. S vuelve a proceurteo InntetKu de
nuevo, expended at pacienle a un Taym neiqo de inlextWnydetewaij Us
upaddades del diiposttim

*  Usesolalas (enngas del | tS Onyi" paeamyetlai DWS3ye!|ES Oryx' Oteas
;<nnqas pueden no sei rampabbles ran OMSO.

*  Use solo mitiotatdteies compatibles ran OMSO evj. Ottos miciocaieteres
quiza no sean compatibles conOMSOY su use puede ptoveejt
acentecifflienios ttomboembolicoi pot U degradatoii del caidter
Considere sirmpie la posibiHdad de que el EESOnyx” imeiaciue ran olios
agenies embolkos. coTo cianoactdatos. bobinas tesesiidai. patticulas y
esleras enbtWicas,

*  Reatzat una embdiution pam aduu vasos sanjuireos esuna Weivenciin
de alio liesgo 1a mietvencidndebe tealkaila un especialista con la
fotmacidn aptopuda en imeivenciones penfencas o neu'olPgKas y un ampiio
corocimienco de la patologfa que sevaat'aiat, de IAcnicas angiogtaftcas y de
embolUacidn muy selrcliva.

+ laangk»naioinia del pacienle debe set adeiuada pata la tolocactdn de la
punta del microulElit en on Ivgai distal tespeUo a ramibcaciones atlenales
que pudirrati im-gat un nervio uatieal

+  Ofbe conler.piatse la potbilidad de utilieai bobma ramplemenuna sila
argiogialia muestia queei dienaje aitetiai de la MAV septesenlacasi de
loirtu simultanea a la cpaabcacidn atletul

+  Lasolidibcaclon ptematura dellES Onyx* puede ocutnt sie’ hiet del
titlelocaieiet enlta en conlacto con lalucKin salina. tangie o conttasie en
(ualquifi canltdad

+  Sinotonsigue meaciai commuamenie el LESOnyx' e! tiempo recrutio.
puede suspendetse Inadecuadamenre el tanialio y pioyocat una vbualuacidn
fucresedptea inadetuada dutante la adminhiiatidr Inyecte eilES
Onyx” |usta despuAs de metclar. Si se tenasa la inyection de IESOnyx',
puede asenuisr el camalo enU jetinja y vene matel US Onyx' dutanle
lainyeccidn.

m  Siuliliaa el adaptadoc de U mletlaa jetingacaleie 11ES Onyx', leduclia
el espatio muetlo toiuUdo del mictocaiAlet. Si no se lieneis en cuenia ios
ttobimenes indkados. se pedtia ocasionar una emboiigacior, no deseada.
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«  (oflsulte las de usc de Uinletfv.i
Onyx pata vet una lislade mkiKatpceies compatiblrs e MottnaciDH de
espacios muertox

Allnyecliiel US Onyx', la ttlsualUaciiln fitiotoscopica debieta levelat el 1 f 5

Onyx' desplazbdose a itavds de la luz del caidiet Selecomtenoa obienei imagenes
porfiioissccpia antes de akanzat el espacio mueiio minitno del calelet + adapiador
patavKualuat el ir.aierial embotira antes de que saiga pot la punta del catdiei.

«  Ptfsione solo cone! pulgat pata Inyectai el IESOnyx'. Si usala patma de
la tnitso pata avanzat el dmboio, puede tompet el calelet pot exceso de
ptesuiizaiidn en casoi t oclusion de! caldlet.

*  Inyecte eUESOtiyx'y OMSO lentay unkonseTe me, sift supetat los 0.} mi/
mmutis los estudios en animates han denosuado que una myeccion tapida
deOMSO en U vascuUuta puede ptcvocat vascespasmos oangioneaesis.

+  bopetmttaonfeflujodetivisdeltmdel US Onyx'sobie lapuma del
catdlet la angioatqultentu'a. vasoespastne, eneslvd leHujo de Onyx otiempc
pmlongado de catelecizaridn pueden difiniltat U eniaccidn del caietei y
hacet que esie quede attapado Si entpiea demasiada fuerza pata eiliaer
un catdiet attapado, puede tausai una bemotiagia uiltazraneal giate. No te
conocen | ds efectos a iaigo piazo de un caldtei atiaoado que queda en uti
paciente, peio podtian inrluit foimacion de coAquiot, Infeccion o migtacion
del catfiff

= NOintenarpa fainyftcion de IESOnyx' mds de dot mtnulos antes de la
nufva inyection HUSOnyx' puede sdidlfttaise en la puma del cateiet
yoclu'uio, la aplicacion de una ptesidn extetiva pata desaiattai el caldlet
puede lompeiio.

«  Eeoe mante.netuna vHuahzacidn adecuada ran fuotsiccpla dutanie la
adminisuacion del IES Onyx', de Id conliat'to podtla emb”izai unvaso que
tsotea el vaso dsana. Si pieide la vitualtzacidn en algun momemo dutame
la embotfzacidn, OETENOA la awmmisitaodn del US Onyx' hatta que te
leslabier.a ia vkualtzacidr adecuada Us pruebas hao demosttade que
eitesd de piesutizacidn y la ‘ctura pueden ocumt si se inyectan OCS ml del
LESOnyx' *nosewvttualiza taliendo de la puma del cateiet.

+  Aumenti la tesistentude U myecoon del US Onyx' - Dfje demyefUc No
inieme elimlnai o supetat la letisieocia aplicardo mat ptesidr deiftyecodn.
Siesto otuttf, dele'mine la causade la tesistetitia (p ej., ocluMcn del IES
Onyx"en la luz del laietet) y sutlituya e! caldiet. f1uso de una ptesidn
extesiva puede tompetel cateiet o embclizat zonal no deseadas

+  Hasutiiizar un r.tcmcatdtet con el US Onyx', no ifttente detpeyai el
miCTDcaietci nl inyeciat rungiin maieiial pot di Cualquietimento de despeiat
e! catdtei puede piovocat un embolo ola embofizacion de una zonano
pievjsta.

Sifscapa LESOnyx' lueia del eipaoo vasrubt, lo cual puedeocunit si esta
en pehgto la pated del vaso. puede producirse una tespuesta inQaiiutoria

subaqudaalmaietul
o1

Examine el envase del ptoduflo antes del vso. No fo utiiice sila baneta esidtii
esti abietta o detetlotada.

Se debe usat antes de la Eetba de zaducidad.

Revise Us Inttmaones de usodel utdtet y del adapiadoi de la mtettaz antes
deutdizaieUESOryx'.

Compnjebe que los fatdtetei y atcesoiiei utiRzados en conlacto dueao conel

polimeto del [ES Onyx' estdn InnpNt y sean compatibles ten el malena)y no

ptevogquen peetipitacidn iri se degtaden con el contacla Consulie las seccliones
de AdvettencUs e indKaoones de usa

S noespeva unoi segundos alecupetarelmicmcaldtet irasU inyeccidndellES
Onyx* puede praducitse una fragmeniaridn del 16 Onyx' en vasos dderenles
delosvasosdiana.

la nttaccidn ddiol del caldteto Iu alrapatnlento pueden ter causadoi pot uno o
mas de let liguientes fanotes

+  Tiempo ptalongado de catetetlsme

+  Angloatquitectuta v i
pot pedirjios iletemes, alargados. pegueAos o lottuosos.

*  Vasoespatmo

*  Rfflujo

«  Tiempo de inyetcidn

C iteiiovenc

Pata teducu el riesgo de que quede attapado el caiMet, selecuone ten culdade
ellugat de coioacido y cor!role <LteOu.io pata mintmizar lot ladoees antes
menclonados.

Relluio del IES Onyx" alo Utgo de la punta distal de! rnktocaldlei Apane del liesgo
icaii i icai pot idnaccide.nlal. el tefluje slgnbcai”vo

puede aliapa/ ri mkiuutelei. ic que d beuKatiaso extnuldft la (arlldad de

teflujo que puede aceplatse slempie debe ratnpatan: con laangioaiqulltctuia de lo

mallomiacldn poto minimitot el tiesgo de emboiizacion attidenU! o dibcvKad pata

exliaet el calelet. [n general, minlPilte el reflujoa menos de 1cmab laigo de io

punta dmal de! mktocaidcet. Eltesto de lactoies puede aleciai a ecte limne

m (n casode gue cetulte dUici! reb'ai el catAtei. la Itcnira siguieme seta de
uididad pata tecupetailo.

Tiie ran (uidado del catete; para evafuai la lesiiteflcia a U exuacewn
Si ftou tesistencia. elmine cuatqu ei ‘distension* del utAlet.
Ap'ique suaveniente liatOon al totdtei UpiBximadameme i-a cm de
extension al (aielri).
Montenga esta iraciidn durante unos segundos y suelie Ivalue la
tiaccidn en la vascuiaiuia pam nimmi/ai e! tiesgo de bemonagia
Este pioceto se puede tepetii intetmiieftlememe hasta que se
letupeteelfatdlei
Cuando utibce miciecateietes rv), no aplique mis de ZOcm de
Itaccidn al calelet. a *In de mininuzat el tiesgo de teparacldn del
misma

*  Pita catdteies aliapados

- En el case de algunas situacionrs tlinkas ddkitet, puede tesutiai mas

seguiu detai un calele* de (tujo dmgido en el tstema de vasculaluta.
en lugat de aiiiesgatse a tausat una lupiuta en la malliiitnacion con
la ronsigutenie hemcitagia. al eyetcei demasiada fueiu de traction
en uncaldteiatrapado.
Esio selogia esittando el caiAiei y coitando el eie ceica del punts dr
enitida de acceso vasculat, peimitiendo que el catAlri peimanezca
enia aileiia
Siel catdier te rompe durante suextiacodn es pottine que ocutra una
migtacion >iiiul oun bobtnado del catetei
Sedebe toniide'at b potibdidad de lealizat una tesettion quiniigita
ese tnismo dia paca minimizai el tiesgo de uonbosis.

ALMACENAMIENTO

Almatene ei |ES Onyx' yei OMSOaenlre -fITC y SS'C Antes de utdizai el ptoducto,
mantrttgiio a una trmpetaluia erttr 19*y 24*C Si te corgela el ptoducto pot la
exposition a lempetatuias mat (riat, detcongfielo a tempeiatuta ambienie antes

de utiKzailo



INDICACIONESPARAELUSO

1 Agitr fI 1(S Onjn**dufintri! mtnoi K mtnuioi cnww mricUdoi” d( US
Ort/j"" “»jn Y413;it S CoiuiiK ton U fluiclo lusu gj( «lUS 00" rnd
Inio f»ii ici myettxfo tanfoimt ol piio 7.

2 ConfiitnoU (oloutidi) del mluotdltirr ton U Inyeittdn dt unjgenK o>
(omustt logiin ri pnitdimxnto dtl irnuo.

3 W&% dt<m\aK«tlti ton 10 m! df lotucon u Ihm. Dej» U

4 Litiudo dtl npotlo muorio dtl cMdttf otpiif opimimadomEntE 0.8 ml do
OMSO e«dfit tv3 f« gnajoiir.gi ton 1mldf IfS Ona" Llyotie el OM50 en
efnMioulEttf de iMroduitidn ton tofttiMle yohmen [ua lerun el eypa:to
naffic del catdief Contuhr la eliggtia del taidler de inriodutcion para »er rl
votonrn del ejpatio muerlo

5 Cuando lellene la (etioga ton ItS Onsa", atpire aprotimadameme 1,1 m! dr
US Onsa”. para goe la tabeta del piitw Hipeie laHnta graduada de | ml en
elnUndrodelajeringa

NOTA,; ftie «durnen aditiotui del US Onyi” le uHiitara para iirnar Itebar) el
adapudotdelaimerfar

6. Acople el adaptador de interfaj ala ininga.

7 h”~tle elUS Onyx* per el adaptador de inierfat batla qoe el tx'temo ditui
de latabfla del pttion setbur ala alluradr la lirtea gtadoadade | ml enel
tilindrede!a|rtinga.

8. Cjaiquirr fxtew del US Onsa" en la pnnia del adaptador dr intetfat puede
limpiaiie ten an padolimpic. leto y smpaiiitulat.

9 Retire la (eraa OMSOdel tareier. lobrepase el limiie de ilenado y lave el
tube ton el OASretlante.

10  Conette layeringa del US O sin" de forma Ir.mediata yroe firrreu enel
ihitleo del mitrotaldler. de mode gje no haya aire en el nurleo durante la
tone«ibn.

11 Inyfttf el US Onyx* para detpiatai el OMSO.fn funtidnde la piattka climta,
te recrtmierdawsanar elUS Onyx*a unntmo romtarle de 0.18 ral/tninulc
(0.2S m1/90 legundot) No sobrepate lo! 0J mi/mirvuto.

Sino cnniigue meatlar totrtinuanenif el 1tS Ons™ durante e! liempo netesario
)70 minvtof) pnede pretotai uru vbualuaddn fluoeottdplta Inaderuada
durante laadminittratidn.

Inywte el iS Ons" »y* deipudt de la meziia. O laniaSo puede ateniaite en la
Ictinga y provttar uru vsualuatwn defKlentrd'l US 0«5 * durante laieyeccidn.

Rreilone telo ton el pulgar para inyettarel US O ns* Siutalapalna de
la mano paraavanur el dmbolo. puede romper el uldtei por eireso de
pretutitacldn entato de otluudn del tatdler

Dftenga lainyetridn ti no*e ulir elICSOna* de la ptmla del tatdtet. Site
obtlrvye el tather, puede habet exceio de pm uriation. Ourame la myettibn
dfuCSOna" compnifbe tononuanente gueel ICS Onsa™ m & por lapunia
del taldler Catpruebas ban demoitrado quoel eireto de pteturintiony la
rotuia pueden otutru il te Inyetian 0 0Sml del ICSOnsa" 7" « «suaiiea
taliendo de la punta del caidler

Dfienga la inyectidnti nota aumemat la resit(entia de la yernga. C! aumento
de labtena de myettldn puede deberse a la otiuvdn del taldter. la inyettidn
fominuada en un tatdter obttniido puede tcmperlo

‘StlenlifkWu'.IrtetCfnle2 ModellWi' 120Vg-0?40 240VS| 0251 Vial
AtldchmentNo QA 0S70010
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No ItHerrjffipa la «tytccMn del ICSOns ™ niit de dot minutos antes de lanueta
inyeftidn O LCSOns* Reede iolidIA(a5e en la puntadel taleler y oriuirlo; la
aplrcacidn de una piettdn eueuva para detatattat el tateier puede tonpetlo.

Oetenga la Inyettidn si obierva una ddatatldn anormal del diimeiro del
mJereoUtet (I aumento del dUmetro del mktotaldler puede slgrtmtit que
eltatdtR etU blogueada O aumento del diimetrs del microeatdtef puede
determlnartf de nanera iptita medUnte la fluorottopia de IntldenOa
doble conauraemo tedurido o medlante el pro<edimientode 'Tapa de tula',
examinando la teciidn n it grande potible del Tkrow iier

Otbe manlenei una vbiuKtaObft adeatada ton fluomtopta durame la

1deltCSOnsa" i iUatunyatoque
no tea el yato diana S<pieide laviwaliucidn en algun momemo durante
lar idn. OCICNOA 1del US Ons* batla que te
testablena la yituaiieitidn adetuada.

12, Sihate falia una segunda jeringa del US O nsi* para una emboluatidn. no
relire el adaptador del uir»t. Cuando la nueya eInga del US Ot7 x* etrf
.htta. rebte la jeringa vatia del eitremo proximal del adaptador y eonecie
lanuevaaette.

13 Irasrampleiat lainyettidn delICS Onsa". tipfteunosstgundot.atpiieun
poto lajeringa y despudi lire suatememe del taUtet paratepaiat el molde
del US Ona™.

Csiaet 4a letnlta optional de einatnon del catdier

+  Irai (onplftir la inyettion del US Onyi", espereunot teg. .-dot ydespjet
aspire lentameme

«  Retire toda dmeniidn del tateier ‘jatrionando eiie unot teirrmeuci po'a
Gear tierta tension enel tetemi.

*  Sostenga ton ISnme/a el ralelet y detpaes Ur* de eiton un moylmienlo ripido
de muheta (dr iiquieidaa dertcha) 10~ 15 rm paraextiarr el tareter del
moldf dfuC50.na"

NOTA: Ho et neteiario lirir del fattier mat de 20 cm

NOTA,; Cita ietnita noei tempatibie ton tateteiet Rebar.

Svenska SV

Bruksanvisning
Onyx"flytande embolisystem

fORSIKTIGHET
Tnhgt federal lagstdining [USA| lit denna anordning endatt tal.ut, distribueras oth
anvandat ay laSare pi lakatet ordination.

Anotdnmgtn lar enoatl anyandat av luSate med grunoliq Vantredom om angiografi
oth periulana imerventiomforfatanden.

BESKRIVNING
Ona"US at eft kkt yidhaftande Ilytande embohsenngimedel tom bestir ay CVOH-
lopetymer letylenyNiylalSofwtl upploil iOMSO Idmelyltulloiid) oth suipendrrat
mHironiteta; lantal*umpulvrr sem get komrast lorveualitermg under fluorotkopi
Onyx*flytande embslis*tem (Uguid Cmbolit Sptem US) bestir av en 1,5 ml
ampu'lCrgn" US. en 1,5 ml ampuil OMSO. tyi 1mlOns" US m.'tktwnsiprulet
sami en | miOMSO ipruta CnOMSO-Umpaiibrl mixroln‘'otmgskaietrr som ir
Indiliriad for anvandning i det neuiologisla karl19 % e Lanvandi Tcr att fi iikorm|
HlemboliieilnjtilailelOns™ U iptuia kaietet, saljs
separat. at ett tilfeeher iMO ns " Ulsysteraei tom uigdt en granssnitt mellan
Onyx" US injektiomspiuu oth inforingskateiem

FUNKTIONSPRINCIP

0.na* n5 lots mi AvMmed en ttukitilulelei under Huoimkopisk kentroll
DMSO Iritni flski i nir'.tts".io nli att
CVOH kopofymeren eth det sutptndetade tartahimet fits ul pi plats oth bldar er
tyampakiig. kohertm pmpp Ons* ICS bddai omedelbart enbrnna al't eftersom
polymeiproppen tlelrur uldran orh mtamlidigi sum den forftytias alll iarigie ditlall
ikarlrc (ftersom Cns" USintearvidhaftardekanmikrokJtriemlamiuski.it
medan lanqtafflini, konitobende rieklionet utfen Andfiogtafi efier embolnermgrn
lun utlcras med mikrokalelem pa plait, ydkrt get lakatcn mdytighel alt gikral tt
injektionet genom samma miirckatrter om dei bebovt.

INDIKATIONER FOR ANVANDNING
Cmbohtering av Itsionet idet prrdtra oth dei neurclogitka karHslete;, inklutne
ailerovendsa mitibddningat oth hypervaikulara tumorer

LEVERANSSATT
0ns"Tr5 i* tilganglig i trepraduktformuleringar, Onsa'-
Onyx"-201CS 1d,54 evom oth Onyx"-34 US (8 % fVOil)

(6H CVOM,

*  Onyx*18 US oth 0ns*-201CS; Rekomtrenderai nar matande
ped.kelinieknonet Co-nmer alt ulforat itira nidus

* 0Ona"-34ICS Rekomraenderai for embolltfring av stone b.slelkompenewer
med bogie node.

KONTRAINDIKATIONER

Onyx" ICS ar Inte indiktrat for anxandring pi for tidigt fodda bam (<1 SOCgjellei
prisoner med beiydSgi isedtau leyfifunkticr.

MdJLIGA KOMPLIKATIONER
Motbga komplikationei innrfatur, men ai inir beqiansade tA
*  Hematom.
«  Aieiirllttombos.
* Isthrml pi grand av eTboCrik migralion, yatoipasm, tmmbos.



)Uirt«n Ini(nrl

MijijllOR av ananiiN®(p ~ (sdimimja pnpjifn
Biftdnin;»han<Irbn;Ut!nipiui  pct/oirtin;.

Hrmpdynamislta fotandiingai som otsa«as avmboliMtii*m Uii Inla till
bioSninjikofflpliUlistir

SlodivngugT.ptttabprir) fvkpipiMiir mpd fm ot atl ivlagirta <n katflar
semfastital.

S"dana »(h«miska e'ltt biodmn;slienipllikaUDnft kan 1ma tdl sfilia

Injicaia Onyx" US txh OMSO lingsamt oth iiadigt. oshovaiskiid iisla0.3 ml/
ninitl I"uniudiat bat visal an snabb injaktioii av OA'SO i katlsystamai kan
lada [id vaioipaint och/adat angicnaktoi

Litirta matan | tm Onyx" 1f Sfloda tiilbaka ovai kalaiatspaban Kadtiadais
aikittktui. vasospasm, lot stoil alatfloda av Onyx aitri Ung iisjfkimnstid kan
iasla tillan dal bli< svirt an aviagsna kataiam aliai all katatrn fastnat Atl
anvanda slot kialt foi alt avtagina an kaiatat som fastnat kan otsaka ailvailig
inlrakramal blodtnng Da lingsikt ga eltaVtatna av an kataiat som lasinat

FORSIKTIGHETSANVISNINGAR LU

Foran minska iFskanfn an katatam fastnar ska man nega vaija katatarplatai ksg
otb bantarailarlloda for att m>nimata da taktorei somanges cvan

Ate.'ddda av Onyx' US tangs miktokaiaiatns distala spats. Utbvat wkan fdr
ischamiska konipltkalionti pi giunit av ouvsikilig rmboiisaiing kan signitikant
atrrfiodalada liHalt mikroxatatamtasinai otb bhr svai all aviagsna Mangdan

ntuiDlo”iskafunktiemardsalininjaf ochnantutilt till dEdtfall.

Pdgmnd av raofhghftfn tiH flaktink bljbiwnii® mdd lantaKimmrtalifn i
Onyi**tES-matrfUlrt b« anvandninp av fflonspolai diatthmainmning lot
kinirpskitstkiion av bAVUi {arttitovmdsa niiisbMningaf I hjainan) atlft
tn atlfilovtftds ftjttl wra embolhnalt m«l Ony«* Its undvikav Bipolai
utnistniitg M | anvamlai mad fdnikoghet.

Oanna piodukt lavrinat STFVL otli di andatt avsaddfu an®injsbiuk Fiiaj
uppaibatav abat omsteillKafat. Upt;afl>atnind abet onitanlisannf kan oka
riskan fw o<li nadult predt

*  Awand aiidau Onyi” US ipn:toi foi atl ifljKaia OMSO Ofh Onyx*IFS Andia
spruior kamka ima at kompatibianad OUSQ.

*  Anwand andastav3 DMSO Andtar iatrai
kamka rtta at kompatibia mad CMSO oth on da anvandi kan dana lada till
trontoambokika handalsatpi grand av att kataiam biyti nad

+ laailltd bamyn liH mkan fat att Onyx" LES intaiagatar mad amut

, fcalagda vpiialai, paitiklai othi‘allai

amtoiitartngi jiial. t ax.
amboliiaingisraiai

*  Atl otFbra amboliiaiing Foi af, otktudata blodkat! at an hogriskpiotadat
Ingiappat ska atfbiai av an ipatialiH mad lampflg iilb Idnifig i natiio'oghk
aliai patdai mtaivantion son hat giundkg kunikap idan patologi torn ska
batiandlas, anglogtatisk tatnik 0Oi supanalakt” embolistting.

+ Failantans jiigioanatoml nJita vatanettag'lg fdtplataring av
mikrokataiaisoattafl plan plats somat distali om atlaiiala fdtgianiflgai som
poiantitllikan mala an ktanialnarv.

+  Anvandmog av aitia spola ska ovatvagas om angiograP visai att vanos
diaRfting av AVM (tirnltadar luslan umtldigt scm attailali opasifikallon

+  Fniidig staining av Onyx" tts kan inliaka om mtkiokalalam xonmat i
konjk t nad saltidsning, blod aliar konoastrsadai av vilkan tnaisgd sons balst.

« ‘JndtiUtalsa att bUisdaOnyx" (tS kontmuafligt undatarfoidatkg tid
kan lada tid otiHiatklig sospatssionn lantalpmai o<b lada IW otilitathlig
(laotoskophx visitalisaivsg ondai inforandai In)lfa.4 Onyx* US onadalbari
aflat blandningan, Omitgaktionanav Onyx" IES Ll vania kan tantalum
bdiia sialna i sptttlan, vilxat ledai till dilig vnuaksating av Onyx" US undai
ifijfktionats.

*  OmOnyx' US gianssniitsadapla’ nalian spiuia nth kataiat anvandi.
.minskar dat angivna dcdutiymmat i mtkiokatalain. UndaiUtenhat att ga tan
uttymma kan lasuliaia | oavsiklbg ambolisaitng

. i i tiUOnyxgtar i iai ‘fbtan
lista Oval kompatibia mikiokatattat ocb infotmation on dddultvmma.

Sit Onyx" US injitflas ska den fluoioskopislu visttathetingan visa bur Onyx" US
(odlyttar slgganom katataxs limen. Oat rakommanderas att an ganomlysningsbit!!
tat Innan fflinsta dddutiymmasvolym i kaiaiain s- adaptatn nis lotatt kunna
visualisara amboiisaimgsmaianatrl innan datta kommai ul n spatsan pj kaieirtn
+  Anvand endast trytk mad lumman (dt an inikara Onyx" US. Om handOalan
aflat handan anvandi lotan tryskapi xolvar. kan katatainiptuf tntnffa pi
giund av (br hdgt tiyik tfall kataiam biUigtnsall
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oth som tainnas kvat | patiaman at okanda, man kan polaniiallt inbagiipa
ptoppbiidning Infaktion aliai kaieteimigiation.

Avbiyi NeM bkaktionan av Onyx" US Ungtalin tvi miiutai innan
injakliDisan lortiatteiigan Onyx" US kan stalna i katalarspetsan oth otsaka

tgansjttmng av katalam, oth om fci itott itytx ativands foi att tensa katetam

kandana iada all katatatruptui.

Adakval r.uotcskopisk vhualnating masta uppiatlhailai undat Injakbonan
avOnyx" US, annais kan ambolisaiing av kail sommla at mala! intialfa
Omvisrialisatingf.n avbiyis nigon ging undat ambolisaringspiotcduian
ska injaktienan av Onyi” USSTOP?AS tide adaxvat vistialtsenng bar
alanippiallals Tastai hat visal att f« bog! liytk otb niplui kaninitjffa

om 0,05 ml Onyx"it 5mijltatasoth iniavHuaiiiaat not del lamnat
katalatspatsaix

Okat moislind mol Onyx" US-injakiion mStoppa mjaktenan Foisdk

itste ta bott allti dvatvmna raolstindtt ganomatt oka injaktionstiytkat.
Cmdatia mliaffat ska du laslsialta otsaian till motstindat (axainpalvis
Onyx" ttS-biotkaiifsg | kalatains lumen) oth byta ul kalaiain. Anvandmng
axfoi hdgi liytk kan lasullata i katatatruplui oth/alirt amholisenng av
oonskada oimidais

bar an mikiokaiaiaf anvanb idlsamirans mad Onyx" US fit du ima foisdka
tansa mikiokatflf nsellei injicaia islgonting ganom den. Alla forsSk an
letssa kaiateir. kan lada liU picppfcildnmg aCai ambolisaiingav an irka
avsen omtida

Ons Onyx' US latnnai xiflft. vtlkal kaninlnlfa om kaifyaggcti bbi skadad.
kan an subakut mlUmmationsiaaklion pa tralitialal mliaffa

FRIKTIG-ESANMSNINR [ |

(Indrisdk ptoduktans forpaiknmg foia anvandning Fit a) anvandas on dan
naiila baiiUian at dpptsad allei skadad.

Anvand fbta utgingsdalum

Granski bniksanvisningan for 6ida katatam oth gianisnltuadaplrm Innan du
anvandfi Onyx' ItS.

Aonitollata alt da katasrai och tsllbabes somar.vands t dtrakilconiakt mad
Onyx' ttS-potymai at tana oth kompatibia mad mataiialat oth ima gat upphcv
till urtalksing aHai nadbryining vsd kentakt. 5a taspaktiva avsnin.Vamingaioc(i
Bnikianvtsrsing.

Undatlitalsa att vinu nigia sakutsdat foi att hamta tiifbaka mlkiokaiatam aftai
mjektian av Oryx” US kaisW a tiA ftagmentering ov Onyx" |ES lid kart som
lilairavtfdda.

Svinghaiat att aviagsna katatam altai att kataiam fastnat kan otsakas av an
allti flan av foljanda faktciar
« ling katatatisatingsnd
*  Xaiiats aikKaktut: mytkat distal artatovands missbiidning som matas av
affaianta. foilangda. smi adat slingtfga padiUar

*  Vasospasm
+  Raflux
*  Iniakiiottstid

alerfloda som kan attapteijs misla alKd lamlaiai mad kailtradels aikitaktur i
missbildntngan fat att minimata liskar fbi oavsiktlig ambolKaimg allai svinghala'
altaviagsnakaialam Wnimtta i alliwnhal alartlodat Itd| cm iangs miktokaiaiatns
distala spats. Aila ovnga faktotat kan pivaika dantsagram

Omda: it sviii att aviagsna katatam kan folianda trkn k uiidailaxa

Itaitsanttandf! av katatam.

Ota rprsiktigt i katatam Fdi alt brdoma avantuaili molstind mot
aviagsnattdal

Omas moislind kanns. avlagsnaavrmuallt ‘siatl’ ikatatan.

Ota foisikiigl kaiatamistiatkkatelaincxkaS-Atm)

RibahiN danna spanning inigra sakundat oth sUpp sadan aftai.
Sadom dtagkiaftan | kailsystamat si atl bktdningsiiskan minimaras.
Dana fotfatanda kan upprapai mtaimittam iifh katatam avlgsnan
bat avJnikickitatiai anvands fir x e matan 20tn diagning
anbimgaspi katatam di katatainannan kan biisu

Otnkaiatftnhaifasinat:

' | vissavamkkga kimiska siiuatiofat kan del vata sakia‘aall liia an
Oodasstyid kalatei sAlakvat Ikatliystamal. badiaan an itskata rvptui
av karim sshildningan mad itibijanda blodning pi gruisd av alltfot
kiaft g dtagning i dan fastsittanda katatai.

Datta istadkoms ganom an katatam slratks oth kapas av mull
ingIngis'jllat Ui'iyitetnet viiaftei katatam Umnas kvat | wtaian.
Om Kataiair. git av under avUginandet kan dan vi.ndi.s allar lulla
ibop sig dtslall

I'si fan bot hiiutg".ski aviagsnanda samma dag ovarvagas fbi atl
mimmara hskan for trombaiisfnng,

FORVARING
thivaia Onyx' US och DMSO malian 20’ ocb 55 C HII! ptoduktans tampatatui

lillmallan ig*och?2A ‘Eloiaanr

di ipigniisd

1 Omptoduktanfr

av axponating lit 'iga tampataluiai ska du tina den’ nimitemparitui fbta
anvandningan

BRUKSANVISNING

1 Skaka Onyk' US ininii 23 minutat ianOnyx' US-miiat' vid mstallnmgen
S Foftsatt atl biandadanftills duit tadoatt injicaia Onyx' IFSanbgt stag 7

2 Kenlr isinjfiii oedal
anligl Institutionans lullnet.

3 DO Ifii 'Tiad IOmlsaltiosning Uc
ipiutan vata anslulais.

4 Fyllning av dodultymmai i katatam aspitfia ciika 0,S ml av3 start OMSO Ul
an | mlOnyx' US*spniu. injkara ttUiaiklig mangd DMSOi mikiokalaiam
foi att fytia dodutiy.mmat | kataiam Samaikningtn pi infotingskaialam for
information om dddiitrymmats volym.

5. Vid lyilning av spiutan mad Onyx' US. sug ul ungefar 1,1 ml Onyx" US si
att kolvhuvudat at bottom giadatingslinjan 1ml pi sprutcyfindftn.

ANM: Dannaaxtia volymav Onyx' US kammat an anvandas fitan fyva
gia.nsinittsadapifin.

6. rangianss.%tMdaptfinvidipruian.

* Stlamiftc Induslrlas Ganie 2, Modal Nofs). 120V 102A0, 2A0V SI-0251 Val
Altatbmam No OA- 0S7M10



T[K«1 Or|r«"I{S9H!em Srany!Ylur<laput||!15 koifhuvudfts dii‘jla atidf
ii jims mfd MadtiKigilmjM 1ml pi sprulfy[ind«n.

fvfnuiflit ovfnkott av Ofiya” If Spi gramtnimadapififu ip f» kan loikai
avmed (M tm, toir, paitiktNe irasa

Tabolt DMSCT spruiafiTiln katccin, ovtiTylioch taana iaei'apmnfa.i mrd
itJtfn a» OMSO

Anilcl omodribait ipmlan mod Onyx” tfS oidfniligf till mikiokatfUmj
(atlning. samIMigt somda tertiflalt del Im« 1nT nigon Iufl (atiningw
ardn anslulningm.

in"Kcu Onyx” IfSIn alt tunja andan OMSO Saarial pi klimk piaiis
Ifkommwdflas att Onyx” tf5 iojicKaj vid yn kemtant (uitighf! av 0,16 ml
mmat (0,25 mi/M stkundei). Oxwiknd mty 0,3 ml/rainal

UndtiUtdM att kootimwriigt blanda Onyx~I(S undn nfoidtiAg ttd (20 mmuTttl
kan teda tiH MiUradilig OuMitkgpisk vBual&aiingundn Inlorandyt.

Injkda Onyx” LfS cmydflbart tftw blandningyn.Tantalum kan bbfja rtfina 1
~pnua™ xilkrt W 1ill dilig vtsuaHifimg av Onyx" IFS und« Injokllwn.

Anvand fndijt trytk mtd luranwn Bi alt injkpra Onyx" 1tS. Om handfialan
(Itd handvnamrands (m att liyika pi kolvtn kan katridniptw intiilta pi gnind
avlit hbgi trytk Kail Utrtfm bill IgynuR.

Sloppa inifkiontn om doim( set att Onyx” 1£5 kommei ut ui kalfttim

Ora katftffn bSi Igenjatt kan St bdgt nyik uppstl Undti In)(klionen av
Onyx” US m ht( do hda liden vtiifiMa alt Onyx' IES koramd ut oi kattieiro
tpm iKtfr hai vHat att Torho;t tiytk otb niptui kan intiatfa omO.0S ml
Onyx” IES injkeiat oth int( vitaalnfrat nat del lamnai kaitteupytten

Avbiyi injtktionm om eit bkat motatind 1sprotan kannt. Okad njektioniktaft
kan brio pi Igefluttning avkatetnn. On man Toittattd injfktiondiinitn
iferuttkatttd kan katdem att biitu.

Avbtyt inte Injektionenav Onyx” ItS lanfir an tvl minatft innan in)eklion(«
mtitiattffiffn. Onyx" | f Skan tleina 1 oth ortaka If i

av kateiem, oth om Sr «on trytk anvandt Sr att lensa kateiem kan delta W a
liHkatelemiptui.

Sloppa Injektranen om onoimal diiatatioii av mikrekaieidns diaraeler
observetat. (*ning av miktckatfternt diameter kan tyda pi att kateiem ii
bStkerad. Okning av mikiokatrtein) diameter gii bist att famtiilta genom
mdobbelimldeiBfluoioitopi med lig (ontortitgtgrad e*er mtd ‘roadmapping*
dir man undenbkei itbisi mbjiiga tektien av mikiokatetem.

Adikvat Ituoimkopbk «txalnefitig mine appiatthJHas under injektSnen
avOnyx” | £5,annan kan embotitering av kill tom Inte it milel wiara
Omvnuahteiingen avbiye nigon ging under embofeeiingtpiotediiren ika
iigekuonen av Onyx" I£S SIOPPAS tilh adekvat veualiieilng harllemppratua

12 Omenandra Onyx” US tpruta kiavs Sr enemboliiertng tka do inte ta bon
adaplem hin katetein, Nai den nya Onyx” IES-jpiuan ai klar tar du belt
enkelt bott den lomma tprolar Tiin adapleint praiimala ande oth ans kiter
den nya tpiutan till adapain

13 Nar Onyx” US-injekimnenit kiar ika duvanta nigra sekundei, aspirera
iproan lilt oth daiehet Srsiktigt dia i katetein for att sepaieia Onyx” ItS-
proppen
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fotpinde at en|,-nt. ig lekmk Sr alt dia tvtbaka kateiem

Nar njekuonenav Onyx” ItS ai klar vanai du rtigia tekundei orh aspiierai
tedan tin.

Avlaguu all ilatk filn kateiem genom att dra katetem nigra (enrimetei Tor
an tkapa en lan spann ng i kaietenyvemeL

Hill eti itadigl tag i katetein orh dra ledan i den med en tnabb inappioiehe
met) handleden fiin vaniter Il hngeri 10-15 cm for att aviagina kateiem
hin Onyx” US-proppen

ANM; Oetai me nodvand flat! drakatetein metan 20tm

AbIM: Jenna Kknik har tnie kvabfi.etatt for Rebar katetrama

Nederiands NL

Gebruiksaanwijzing
Onyx*vloeibaar emboliesysteem

LET OP
Oe (edetale wetgeving van de Verenigde Staten tlaai de veikoepvan dn imuurnrnt
allfer toe door of op voenrhidi van een aiu.

Dit Hiitrument mag uittlultend woiden gebruikt door amen met een giondige
kerne van angiografie en peitulaite nlervenliepioteduiex

BESCHRIJVING

Onyx” IES « een niel-hethtend vloeibaar embotiemateriaal betlaande u.t

£VOH- lopolymera (etheefl-vmylakoholl opgelost in OMSO (drmethybulfoxide). en
gnjtpendeeid gerrationneffd tamaaipoeder vooi tontratt voor vhualtMbe ondet
lliroieKoplf.Hel Onyx liguid £mbollt Syitem (LUl *) bettaal ulteeninjedleltiton
van 1,5ml van Onyx” US, een iniectleflaton van t,S ml OMSO, twee injettmpuiler’
van t mlOnyi” US en een mjectleipitlt van t mi OMSO. fen OMSO tompatibele
ffikio-invoeikathetei die is geinditeeid voor gebtuik in it neursvastulatuur woidl
gebruikt voor toegang tot de De Onyx” US-imer iei
voor inlerti(spuil'kalhet(r, dwapart vnrdi vertochi. is een arcessotre van he;
Onyx"IfS-sysleem dat een inierfare biedt lussen de Onyx“ IfS injettiesput en
de mvoeikatheter

PRINCIPE VAN GEBRUIK

Onyx” 1£5wordl via ten mriiokalheter inde AVM loegediend ondei (luimistople
Bet OWSO-oplmmidaei veidw”nl m hel bleed en de mterwiielf vioeisloften,
waardoor het EVOH topoJymeei en gesuspendeerd tantaaipceder in sHu kan
neenlaan in een spovige, loheienle embolus Onyx” US vormt cnmiddellijk

een huid omdai de polymeie embolus harder wordl van de bratenkanl naar de
bmnenkanl, letwgl deee cch nseer dislaal in het bloedval verplaatsL Orndat
Onyx” US niet herhlend K, kuntu de mkrokathelet op tijn plaats talen terwifi n
langraam. gttontroleerde ittfetties loedienl Na de embolnalie tin een angiografe
won)en uitgevoeid met de rairro-invoerkaiheter op exn plaaii, waardoor de am a
nod g aanvoKende niettieikan toedienen via deaedde mirrakatheier

GEBRUIKSAANWIJZING
(rabjVsatie van laesies in het penfere vaatstelsei en de neiuDvastulaiuur waaiondei
alter jvtneure maifoimaties en hypervastulaiie iumoien,

LEVERING
Onyx' US isveikriffbaai in dn? pioductfcirmules, Onyi” -18 IfS (6t- EVOH'
Onyx” 20US (6,S - EVOH enOnyx” 34 US (8<n EVOH
+  Onyx”-lgU5en0Onyi”-20U5 Aanbevotenwanneenectiesinde
toevoerpedKii | dkhl bifde niduswoiden gegnen
«  Orgri” 14IES Aanbevolen voor i t emboSisatie bij hogete sliommg en
groteie t'steU" htige tomponenien

CONTRA-INDICATIES
Onyx” IES ISniet geaidkeerd von gehiuik bij te vioeg geboren batyt {< 1.SOCg) ol
peisonen met een emstige vorm >an ievtrfalen.



MOGELUKE COMPLICATIES

complifalifs rljn 3 «!s meft. :ondPi hintcf bepeit! tP /ifn:

o Hrkan

. tfomfcoi».

. gtbw'iMrttfP do»r mijiaiif van df tmbnla*. vaailiarippn,
Iromboif,

= InlienmingvandeladiMM

*  G(hfutdfkaihftfi.

*  Migratif van «fn Inilivmpnt en vKpUaising van vtiband.
Kfmanagische ongfvallfn: ubpvfintt pfffo(«in van ttr, biatcvat.

+  HrmodynamiKhf wif-'igingen als gpvaig van dc pmboliuiir kunnnn Ipidpn
lol I»mairagitch( comphraurj.

*  HffnotragiStht compbraUfi ah gfvoig van pogmgtn oy tut vasuifltnif
kaib(lei teverwijdpitn.

*  Ou»tnhffflikhe of htmoiragiuht iorapfitelie» kunn»n Itidtn lo!
Wwnchilltndf (awtionfl» mufofogn<b» dff«t»n »n r".ag'L)k oveilijdfn

bl L

D xi d» kani op flelnri«<h» vonken mH h»t Unua!m»taal m h»t Ony>"IfS-
(TiatHiaal meet het gfbraik van monopofabe elektr«ajtBtialie iwoumenten
voof chmaghtbe toeflie van bAVMi of arteriev»n»ua fistth di< mwt

Ony»* IES Bjn geembokseetd, wcfden vetmeden. bipofaitt iilutwnwwen
moffen vocfithlig wotden geba-ikt

Oif holpmnfdel wordt STtRIfI geieveid ens uiuludend beilemd »ee( »»nmallg
gebraik. Hiet he of k gent

vergmien het tI$KO van infetlie bi( de patient en de kam op piobiemenmet het
funnioneten van het holpmiddel

« ufbr.ik vitjluilenddf Onyx™ US-injettiejpjitfn om OMSOenOnyv'IkS te
inietteien. Andere w»ctifvpuiten Bpi mogelijl ni»t fompalibfi n»t OMSO,

*  OebniikoiitlvitendevIOMSO  compatibel» mkiokathtte.T And»;»
mtiokaihflets aijn mcgeliik met compatibf m»t Of.150 en gtbuik «van
kan mogelijk leiden tot liotnbo i doc
vandt kaihetet,

*  Hood et ait()d tokening mee dai Ory«"USkan leageien met ander
embolietnatfiiaa!, birv (yanoattylaten, gttoale coih. deeltjes en/of
emboihthr veiden

+ fnbolKatie uttvoeien om bloedvaien afie dkhten is een mitovolle ingieep
Qe ingieep meet warden iitgevoeid dooi een specialist met de gestfitkie
neaiologiKhe of peiiieie mterveniiruam mg en een giondge kennisvan oe
te behandelen patboiogie, angiografitche tethnieken en ulteisi telettleve
embolhatie.

«  Oeangioanatonif van de patient nsaet gesefnkt ign wot de plaatsing van de
'mcrokalheleilip op een lotalie die distaal isvan aitefiele veitakkingen die
mogelgk een tianiafe tenuw voeden.

*  Hetgebtuik van een ondeisleuitende coHdienl :e warden overwegen indien
dt anglograhe vltwijst dat de veneute dialnage van de AVW bljna gelgktgdig
met de atterWf opatifiiatii optreed!.

»  Voortijdig» soMificalie van Onyx* LLI kan optieder. afs de n'ICTokathetetliifi
Wcontact komt met een hoeveelheid toulopiossing. bloed of canuastmiddel.
AhOnyx' US niet gedoiende de vereisle ti|d onondeibioken vtoidi
gensfngd. kan dit leiden lot onvo'doende tiispens» van het tantaal,
waatdoor ei tijoens de irgieep onvcidoende Ouacoscopiuhc vHiialhaile
mogelijk is. Injetteet Onyx™ US onmiddeliifk na het mengen. Ah de mjecae
vanOnyx” US woidt vectiaagd. kan het tantaal inde mjectiespoil betinker
wai ieidt tot slethte msualisalle van Onyx” US tijdens de injettie

*  Het gebraik van de Onyx” US-ir i vooi ini it-kathet
vrtklemi de opgegeven dode luimie van de iniciokathetef. Ah u nietveoi de
juiste marges rtigt. kan dit tot onbedoelde emboTisaile leiden.
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*  Raadpleeg de gebioiktaanwijaingen van de Onyx IES iruetfaceadaptei voor
in/fciiespuit kathetet voot een lijst van compelibeie nkiokathetets en
m/oimalif over dode niinte.

Warneeta Onyx” US Injecteett. moft uOnyx” US met behulp van fluorescopisthe
visiialisaiie door het katheteilumen aien vioeien. ki wsrdi aanbreoien on
fluocoscophche betldvsrining uK te voectn vooroal u de minma<'e dode luimte voo>
de kathetec t-adaptei beieikt on het embobemateiiaal weet te geven vooidat hri
de tip van de kathetei vetlaal

+  Oefen uitsluitend dmk ml met uw duim om Onyx'IfS te iniecieren.Ah ude
palm vanim hand grbtuikl om de nnge.-steei op te voeten, kandh leiden tot
een gestheuide kathetei dooi te veel diuk bi)kathetfio(tIL'ii»

* Injefleei Onyx" US en OMSOmet een iangtame. constante intlheid, niet
sneSei dan 0,3 mOmiiMal Dieiondeiroeken hebben aangeleond dat een
sneile i.njfctie van OMSOin het vaalstelsel kan leiden totvaaikiampen en/
ofangionecmse

*  laa! met meet dan 1cmvanOnyx' ttS naai de kaiheteilip tetugvioeien.
Argioatchitectmit. vaaikiampen, oveematige tenigvloeiing van Onyx of
langdmige Injeciietijd kan leiden tot ToeHuke veiwijdeiing van de kathetec
envasuitten van de kathetei Als ovrtmatige kiacht woidt uttgeoefend
cm een vaswiter.de kathetei te veiwgideien, kan emstige innaaaniale
liemoftagie wcider. verocctraakt. Oe effecten cp lange leimiin van een
vasuiltende katbetet d> in een paberl achteibiiift lift niet bekend, maai
omvaUen mogebjk tismbusvoiraing. infectie of migiade van de kathetei.

*  Ondeibieek de mjeclie vanOnyx” ID hIEI langet dan twee mmaten vootdai
ucpnieuw m/fcteert Aan de katbeteiiip kan solidifiutie van Onyx” ItS
optieden, wat tot kaiheiecoctlusie leidt. bovenditr kan de kathetei scheuien
als gevoig van ovtimatige drsik om de kathetei te vetwijceiep.

Vddoende flucioMophihe visvalsaife ,hveieht tijdens het loedlenenvan
Onyx” Its of embclisaiif van niet-doelweefsel kan opiietlen. Ah u de
Vv.suai,utie op een bepaald mcmeiii igdens de emfcoiiotie-ingceep veibest
STOP! IShet ioedienen van Onyx” US tot u opme-jw vnidoende visuatiiatie
hebi. Tests hebben aangetoond dat overdiuk en scheuien kunnen cpiteden
ah 30,05 ml van Onyx” ttS mjecieefl en deer de katheteilip niet 2t
verlaten.

+ Vehoog pOnyx” US-injectif — stop de intertie. Probeec
weetstand niet te veiwiideten ofop le lessendooi eitia d; uk op de mjectie
oil te oefenen. Ahdit cpiieedl, bepaaft u de cotaaak van de weeixtand
(bijvoofbeeld, Onyx'lfS-occlusie in katheteriumen) en vervangi u de
kathetei Het gebimk vanovetrvatige druk kan leiden tot scneitien van de
kathetei en embolisaiie van onbedoelde gebieden.

*  Asumet Onyx” IfS een micrckathftfi hebt gebnsikt mag o de
microkathttei niet piobeien te «eiwgilfien of ei geen mateiiaaldooi
irjecteien. Pogingen om de katbeiei te verwgdeien kunnen leiden tot
embolus of embolisaiie van onbedoelde gebieden

+ AhOnyx” tes pitOe vasctilaiie wSmte ontsnapi bgvcoibetid als de
vaatwand hbestlsadlgd. kan een subacsile LnlUmmatoiie leactie op het
matfiiaaioptreden.

VOORZORCSMAATREGELEN

Inspecteet de veipakking van het product s ~i gebniik Gebnijik het irnttument
niet alt de stesiele afdkhting geopend of beschadtgd «.

Gebiuik hei Huintmeni vddr de j'ltnste gebcsilksdatum.

lees de gebrjlkuanwipngen van de kathetei en de mleifactadaptei vooidat
uOnyx” us gebniikt

Contmleei of de katheters en accetsoiies die m ditect contact met de Onyx" [ES
potymeei weeden gebruiktschc ncompatibrimelheimatenaaiai

cofttaa geen neeislag of degiadaiie vetoomken. Daadpleeg de respecUevt

hKi 1 Gebtu'i wingen.

jaingen er

Ty W

Ah 3 niet enkeie setonden watht om de miaekathetei nade Onyx" IfS -
mjectie te veiwijdeien, kan dit leiden tot fmgmentatie van Onyx” US In
niet'doelbtoedvaien.

Ah de kathetei moeifhk te veiwijdeiM B of vasWt. kan een of meet van de
voigende (adoien de oortaak tgn
+ langdurige katheteiisaiie
+  Angeaichitecluuc teeidsuleaitei'evenesuemaffoimatiegeveeddooi
affrientc, veiiengdtof kionkelige pedkull
' Vasotpasme
ReTui
*  Injeciietijd

Omhet ibko op vastzitteft van de kathetei te veikleinen, seiecteert u
hsigvsiidig de plaatsing van de kathetec en contsoleeit o de tenigvloeiing om de
bovenstaande factexm I; bepeiken.

Teiagvioeting van O<iyx” |f Stangs de distale tip vend» miciokaihetei naast het
risko op Kchemisihe dooi onbedce'Oe ie. kan aauienhjke
terugvioeiirsg leiden tot vattzilten van de mKiokalhetei waaidxc u deze moedgk
kuntveiwijdeien. Oe hoeveeihtid leiugvtoenng die kan woiden aanvaaid moet
altijd met de i van de. ie wordeis veigeit om het
iisiro op onbedoelde emboliutie of moeilijke veiwijdenng van de kathetei te
bepetken.In het algemeen diem ude lenigvioeSng to bepeiken cot mindei dan
1cmlangs dr disuie tip van de micmkathelec Abe anoeie factoim kunnen drie
giensbeinvioeden.

< Ashet moeitijk is om de kathetei teiug te iiekken,« de voigende techisiek
hieibg henulpcaam.
Fiek vooHichtig aande katheiriom mogriijkrwfeistand bij
Vfiwi,idfling te beooideien

- Ahuweeisiaisd voelt. veiwgdeit u ade spelingen in de kathetei
Irek voo'tii.htig aan de kathetei (ongeveei 3-4 cm teekkiacht op
de kathetei).
eSjf deze tiekkiacht gedurende enkeie setonden urtoefenen en iaai
dan los t valueri de tiekkcaclu op de vasculatuur om het itsko op
bloeding tot een minimum ir bepeiken,

- QOit pioces kar woiden herhaald tci de kathetei h teiuggeliokken
By gebtuii van ev3 miciokatheters mag u met meet dan 20 cm
uekkiacht op de kathetei uitotlenen om het lisico op loskomm van
de kathetei tot een minimum te bepeiken

*  Bijvasizinendekatheiffi.

- Ondfl bepaalde moeilijke klinisthe situalies kan het veiligei zijn om
een flosv-geieide kathetei in de vascuialuut te laten want ah te veel
tiekkiacht op een vastzittende kathetei wordt uiigeocfend ioopt u het
risico op scheunng vandr misvoimmg met hloeding ais gevoig
U kunt de kathetei mdr arteiie laten iV de katlsetei un te lekkrn en
d; schacht nabij bet vastuUiie ingangspurt dooi te smjdm.

Alt de kathetei tgdens het veiwijdeitn bieekt, is ei kans op distale
nigratie el opioiien van de kathetei.

Chjoigische ifsectit op dezelfde dag dient te worden oveiwogen oir
het risico op tiombose tot een minimum te bepeiken.

OPSLAG

Bewaai Onyx” US en OMSOtussen K en 55'C. Houd het pioduct vdot gebniik op
een trmpeialuui tussen 19enM “C. Ah het product bevties! boot bloojtelling aan
koudeieiempeialuten, ontdooit u het vdci gebiu'k tot kameiiempeiataui



GEBRUIKSAANWIJZING

| khud Onir»* IS tffl miMtf M mmutfa mtxw  Onyx*US mixM*

0? mitellin™ t 8lgfmff4 fr let uk 1b»ntomOnyx' US inlup 71t
initOfitft.

2 Contreitrf it ptutiin; van dt micisliaiiicttt mri injtftit van conitaiurnddd
vedgtm dt pfoetdutt van htt ;:tktnltud.

3 Spsdhtttgmtaximiddrivandrnaafvandtffikitxathtttinitt 10mi
ttuteplossin) OnUsppHdtinftOitipii‘Init!

a Oedodf tii'iiwf vandtkathtlft«illen:jJ4 onsf»ftr0,8 mlvantv3litotle
DMSOin ftn Onyx' US-Injwifspuit van | ml, Injtttttf voidntndt OMSO
indt miffo mvctrtaihfitr sm dt dodt rjimit van dt laibelet it vuden.
Raadpift? ht: Ubtlvandt invotriaihtlef voof ht! volumt van dt dedt
ruimit.

5 Wanntfl « it injtaitspui! mt! Onyx' IES v«R, aiplfter ongtvtti 1.1 ml
Onyx' US todat dt aui’tikep aich ichsei d t maaisttttp van | m<np dt
(ilindw van dt in)t:iiopuil btvindt.

OPMtRKING: di! tx!ta volumt van Onyx'US vmtdt gtfcrutin om dt
inlt(fa<tadap:tr it vulltn (inipiiiitn).

6 ROrpt* i f initrfactadapiti aan op dt mitititspuii.

7 i.ijKittf Onyx'* US dooi dt Inltdattadaplti lot ~ distalt oiitindt van
dt :ai5tiSop 9tii)l i mtl dt maaiilittp van 1mi op dt cilindtivan dt
injtflifjpuil.

8 Ukitn! ~tmomt Onyx' US aan dt puni van dt inifrfacfadapitv afvt9tn
mtl ttn «hont, di»9t tn pluiivnit dotk

9, Vitwildtr dt OMSO-initditipun van dt kaihtiti, ipotl dt lutinaaf uit mt!
htlovtiHholvandt DM50,

10 Studonmliddtliik dt Onyx'If S mittlitipun sitvi* aan op dt naafvan dt
mlookallirtti. tl ti lijdtm dt aanxluilin® cp datti gttn iuchi Indr naal
itiwhlkoffl!.

1 Initdttf Onyx'US om OMSO It vtfwijdtitn Opbain van kixiniht
praklijkr.tihcdtn w«dl aanbrvolfnom Onyx' IES mtl ttn ronitanlt

intflti injtflt.tn dan0,3 ml/mmoul

WARSTHOAINGEN

AhOnyx' US nlfl ptduitndt dt vtittKt Il)d 20mImiltnl onondtibroktn
wort! gtmtn”~d, h tt iljdtns it ingittp mogtiijk onvoldotndt fluomstophfbt
vhualnatje.

Injwitti Onyx' Its onmlddtlli)k nati« mtngtn. lanlaalnttnUg kan oplrtdtn
indtinjtflitipiiil ab gtvdg vanilt(hit vhaalsat.* van Onyx" I tS ludtni
dt Injtcllt,

Otftn vitsluittnd druk uit mtl uwduun omOnyx'US !tin)«!t(tn Ahudt
palm vanuw hand grinuiki om dt auigtiittti op it votrtn. kandn Ittdtn lol
ttn gtifhtuidt kalhetti dow it vtti dnik blj kathtitiotilinlt

Slop dt jnjtotie ah uOnyx” LtS dt kaihtttfbp nlet fltt vttlaltn. Ah tf nttiilag
indt kalhtiti koml. koni utt vtfl dnik ‘jftotftntn lijdfni dt Onyx” US-
InjKilt mofl u «niinu rantroititn dai Onyx' LESdt kathtirrtip vtilaai T«ts
htbbrn aangtiMnd dai ovndrak tn idituitn kunnm opbtdtn ah uO.CSml
van Onyx" ItSinttettrt tn dtatdt kalhtltnjp nitl aiti vtrtaltn.

* ScientificinduiltltilSenit 7.ModeINO(5) 170VSI-0740,740VSI-0751,Via!
Allachmtrn Na OA-0570-010
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WAAR5CHUWINGEN

Slop dt injttlit ab 0 vtrtioogdt wttiiiand tp dt In|t(lifip«i! waarnttmi
Vtfhoogdt injtilirwafht word! moftivk vnouaaalit domblhtttioalinit. Ah
Ilinttn vmtopie kaihfiti bliftinjtiititn, kan dt kaihtiti «htuitn.

Ondtfbittk dtiiyKtit vanOnyx" ItSmu langtf dan iw tt minultn vooidai u
opnltuw in)ttltfrt. Aan dt kaihtltrtip kan lolid|Ifiullt van Onyx' US oplitdtn,
wal tW kiihfifiK thvijf Itid | eovtnditn kan dt lalhtitf Khtintn ab gtvolg
vanovtfmallgt dnik om dt kaihtltrtt vtivvi)dtitn.

Stopdt injtdit ah uabnwmalt dilataiit vani t diamtlti van dt miciokathtlti
waarnttmi Of vtigrolt diamtitj van dt rakrekathtlcr kan op ttn
jtblokkftfdf kaihttti wgatn. Ot vngmit diamtitv van dt mirokaliittfi
wofdt htl fctite gtionimlttnt dooiSiubbrlt Incldtnlltfluoiostopit mtl Utint
vtigibling'el mtrmapping’, waarfaii htl gmotit mogtliikt gtdttht vandt
mkrokathftfi wonll ondtuothl

Votdotndt flucrawopiiibf vhuaiulle h vwtht tijdtni htl lotditntn van
Onyx" ItSoftnbolBdievannitl dcthvtthtl kan oplitdtn. Ah udt vwialhaiit
opttn btpaaid momtnl lijdtns dt tmbolhaiit mgittp vtriltii SIDPIu htl
lofdltnfn vanOnyx" US toi uopnituw voidotndt vhuakiatithth|
17 Abvoor ttn tmboiiiatit ttn rwttdt injtititipuil mtl Onyx™US vtitnl a,
vtrwydti dt adapltf nitl gil it kalhtiti. Wanntti dt nitgwt inffOifipji;
mtl Onyx” Its kiaai a. vtiwyotf gtwoon dttjt irjttlitvpuii van htl
pioximalt uiitindt van dt adapiti tn sluil dt nituwt injtUitipuit aan op
dt adaplti
13, Nahfl vcliooitn van dt Onyx' US-mjfXlif waihl gtnktlt ifiondtn.
aipktfft ndt injtciitipuii ttn fcetlit tn litki uaan dt kaiht:ti omdt
Onyx" USvoim lo) tt maktn

llitrondti volg; ttn opiwntlt ifihnitk cm dt kathttfi itiiig It trtiktn:

+  Naht!voitoaitn vanit Onyx' US-T |« |.r waiht gtnktit itionden tn
lipifttn llit kijtaifspuif ttn bttijt.

« Vflvn)dfiallt iptiing gn dt kalhtiti dooi ttn paai ctntimtit! litkkiaihi
op dtkaihtltjil It atftntn omttn Ikhit ipanning inhtl kalhtltisyiittm
It eiftitn
H»gd dt kaiht'ti sitvig vail tn liti 11danin ttr intllt pohbrwtging (van
linki aaai itxhu) 10 - 35cn aancm dt kalhtiti vandt Onyx' US-voim
It vtfwijdtitn
OFMtRXING: hf! anit! nodig om dt kalhtiti mtti dan 70 im vtidti It
irtiktn.

OPMRKINO; dtat ttfhnitkB nitl gtiihikl vooi dt Rtbai kaihtitiv

Portugues PT

Instrufdes de utilizaao
Sisterma Erbolico Uguido Qyx™

MLL KO
AitgbUi;30 N t lal dostUA iniimgt a vtnda dtiit dnpoii'nroamddkoi t poi
oidtm dt ctdKCi.

flit dapoiiiivo so dtvt iti gsadopm mtdk oscom um conhtumtmo piolurdo doi
piotfdiffltniov dt angiogiaha t Ot ladtologla nturo-micivtniional ptnuUnta

DESCRKAO

00nyx'US f um agtnif tmbdliio kquido nao adtsivo contnuido poi gm
lopolimtio tVOH (dt tidtflo t kifool vmilico) Oasolvido rm OAKO (dimtilhuifoxido)
t pc dr Untaio mkmniudo iutptnsa paia fomnn um conuasit paia vagakaatSa
sob Ruorouopia 0 Saltma «nboko liguidu Onyx (US") t lonvirtuido poi um
liascodr 1.SitridtOnyx'US. um‘iauodt 1.SmIdtOMSO. duassriingasdr
kil.'oduiao dt 1ml para0 Onyx' US t umaitringa dt gkiodU(io dt 1 ml paia o
DMSO. Um mkiocaititi dt aplitagio lompaiivtl com DM50 indkaOo paia uso na
vatcjialuia ntufoiOgica t uliluado para aetdri aolocal dt tmboiiaagic 0 Adapiadoi
daImti'act Sriinga (atttn Onyx'tCS. vtndido stpaiadamtnit, d um actssOiki

do mifmaOnyx" US qut tiiabtitct ama imtrfact tn’it aimnga dt jntioduyJo
Onyx' US 10 taiftti dt aplkagia

PRINCfPIOSOPERACIONAIS

00nyx'us t intradujido aiiavdi de um miiTocattlef nai malfeipa?6fs
afifiicvt.'ioias (MAV] lob to-miloPuoroicopko. 0 soivenle OMSOdbilpa it no
sangur r kquidosinttiilkiaa. Itvando d copoiimeio tVOH r olintalo suiptnsc a
pitcipitaifin- (tin sitJiot a foimadt gm fmboto tiponjoso t coeitmt. 0 Onyx' US
iofmaiirtdlatair.tnle uma pelt Amrdlda que o f mtola polimdiiio solidifiia
dotxitiiofpaiaoinieiini, tnquanlopticciitovaiomaedalalmfnlt. Cemoo
Onyx' US nAot adtsnm. o mkiocaltltf pode licai cslocado duianit a itaiuayAo dt
InitcyOn Itrlas t coikmladas t posilvtl elecluoi uma angngialia pos-tmbolUayAo
lendo 0 mkfocaittti ainda colocado. ptimilindo ao fntdno ticcluai injtcgots
aikionais aliavdi dor.tsmo miiiocattiti, it ntctisAiio.

iINDICAM6ESDEUTIllIZA(;A0
AtmboliugAo dt lesoti na vahutaiuia ptiiffika t ntumauulaiura, uxluindo
dei aiit i

iai t iumoms hipeivai ts

APRESENTA"AO
00nyi'US tnconiia-it dispcnivtl era ires foimulas dt pioduioi Onyx'- 18 US
I1fVOH a6%), Onyx'-7<U CS(fVDH a 6,5%) 10nyx'-34 ItS (EVOH a 8%)

*  Onyx'-I8UStCnyi-70US Rtcomtndadosquandoaadm
iniec(6ts not ptdkuios lei rfrciuada junio ao nicho.

*  Onyx'-341tS. Stcomendada para embolUai componentes tom um Muxo
iupeiiof t uknadoi dt giandtsdimtnsdn

ia(aodt

contra-indica”Oes
0 0Onyx'US naot mdicaoo para USOtm t thn pitmalu/oi (< 1300g) ou ndiv du:s
com uma unuheitnua htpatica signihcativa

COMPLICATES POSSIVEIS

Poiiiveh femplicaioti indutm, mas nio st limdani aostgumt

*  Htmaioma
+  Tiombost aiteiial



EvfTtoi t«)uNei(0)

Asmionamcivo da catetet

ftupl"ra do Mirtn.

Atiniiao do diipoiilivo t fflovoamnto donaldr
Acideatfi hMionigKOi (upwi «ifiiiat pfrfuutio.

?lt ia(d«s dindnj] |Odusdai pda «fflPo<t:a"a0 podm afifioaF

«Koftpasno. i>ombsi«.

Complita<6« hfnondjkai itfaocnadas com tfautiva» d< afoic*ao do
caUltrapritionada.

blat comphu(M>uunrrw o» htmond?ius podfn ctrFgnar vino; d<ki(((
ncj'olbjkoi hinaeftalso potiivdmanlf none.

ADERTINOAS

Evilt0ina de dopojiinw de eletliouoleriaa®Jo monopoUtfi paiaa mffffia
(Kwdkade maMonna®ids aitrnovmosai reiebtah o« de fistulas atteriovenaui
enbolizadat com 0Onyi" IES devido Aposubdidadedf fo<mafio de aicos
e(dtui(0! tom o metal tlolalo ettstente no Onyn" IE5 Utittn os disposlttvos
bipolatettomiuidada

Este dispotAivo d fometido cSTERKIZAOOe destina seapenas a tota
linka ueba”io. Nio lep nem lo-estetdief.0 r
eMetenltfa;ao lunenum os nstosde inlettio paia c doente e de
(ompicmetimento do detempenbo do ditposKno.

+  Useapenas at seno;at Onys™ t ESpata injettat OMSOe Onyi" IES, Asdenan
seiin®as pcdem nAo set tompaliveis tom 0 OALSO.

+  Usai apenas mitrataieietes da evj icmpalt»eis tom CMSO. Oubos
mkiofateteres podem nio set tompainrets com OMSOe 0 tea use pode
oop'na’ evenios tiomboembolkos devido Adejiada(Ac do tateief

*  ConS'dete sempie o poiential dr mterat(So do Onys' US tom outios agentet
eraboticos, poi e>. tianoactilaies. espitais levesliCas, pa/wulat e/ou esfeias
embolicas.

+  Aefflbobzatao para ociusAo de vasot sanqolneos t an ptotedimento de
eJnado iitto 0 protednento deve set eiecutado pot um etpeciabsu ton a
devida foimatio en Interyenjoes pehMntas ou oeutolbjkas e um prafundo
conhecimenlo da patolopla attala’. (ecnkac an“ioprafitas e embolitatao
supeitelecina

m A rdrvf 1A:0<Dca(Aodapo!ttade
niifocateteres mim lool que se entotilie distal at iamifiia(bes atletiais que
possneimente podem estai a impa-' am nemoaa.siano

= Oeve tontidei Ji-se a uidaapJs de una espita! de atorapanhamento
sea anpiopijfia demonsttai que auienapem venosa da mafioimatJo
atteitovenosa (MAV; apaiece gaaseen simultjneo tom a opaofitatlo
aitenal.

= Asolidlfiusjo preiiulun doOnyn' IES pode otonei se o luer domitiota’ete;
eniiai em tentatio tom qualquei goanneade de toliisJo salma. sanque tu
meiodecon'.iaste.

®  Uma suspensJo inadequada do tntaio pode osonei se nio mmutai
tontmuamente o Ony>* IES duiante 0 tempo netessatio. o que origira
uma insualuasAo nuorostdpka Inadequada duiante a apikatao infrese o
Onyi” US inediatamente ap6s nissurai. Atedimenia(Jo do lintalo pode
otonei no sennga se ainjetqSo do Onyx™ IES fa letaidada, ongiiwndo
uma frata vbualieatJo do O nyi' LESduiante a injetgio, bemtomo uma
embolja;io nio also.

0 uso da Adaptadoi da Inieifate Seiinpa Catetei Onyx' IES lediiti'i
0 designado espagomotto do mitwcaietec Anio tealua(io destat
tontideiapiet pode oiipinar wna entboliza(io aiidental

«  Censuitar as Intltutdet de utiliti(io do Adaptadoi de Imeifact Seiinpa-
Caletei Onyx paia obtei uma bsia de minoatetaes tonpaliyets e
mnfoimapbes sobte etpapo mono.
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Aoiniftta: 0 Onyx' ItS, a *nuali/a(ao fluaostop'O deve levelai o Onyx' US a
aeiioira o liimen do caleiei Dy 1 que oblenba i fiuoiosrdpica
antes de akanfar o espa"p motto minntto do caieie: -f adaptadoi pata visualiMro
mateiial emboliro ao sa aiiavds da pontad: catein

+  Useapenas piesiic do poleqgai paiainjettai o Onyx' US. O usoda palma da
mio paia axanqai o Embolo pode onpinai uma luptuia do taieiei devido a
um fiiesso de piessuiuagio na rxentualidadr de otiasio do uteter

« iijecie 0 Onyx' IES e DMSO aumnano lento e estivel, nio supflioia0,3 mI*
minuio Ci estudos em animals lexHaram quo uma infet;io iJpida dr OMSO
navastulaluia pode ottginai vasoespastno e/ou anpkinettote.

* Mo peimila leduxode mais de t tm de Onyx" US sofcrea ponta do tatetei.
Aanglo-atquiiettuia, vatoespasmo, lefluxo extesslxo de Onyx ou mjec™ac
ptolonpada podem diffitultat a lemopao do tatetei e apiBtoname.nto do
tatetei Auiilitapio de piessio eitessSa para lemcvei um taieiei uttobiliudo
pode piovtxai hemoitagia intiatiamana giavt. Orstonhesem-se os efeiios
alongo piaio de um taieter aptisicnado que peimanega itum patimie, mas
podem ir.thili poientialr.enlf afoima;io de toigulot. infetgio ou mi;ia(iu
do laietet

+  NACinietiompe! a Iniotgio de Onyx" LESduiante mais de dois minutes antes
de nova injecsio. 0 Onyx' US pode soUddStai na ponta do rateter ottginando
aociusiodo tatetei. e 0 usode piessioextestiva paia desobitruii o cateter
pode oiiginai a luptuia do mesmo.

*  Avisuaba;lo fliomstdpitaadequada dexe set maiilda duiante aaplita®io
doOnyi'lES caso contiirio pode otoiieia rmboiuatio dr xasos nan aKia
INIERROMPA aaplitatio do Onyx' LESse avisualuatio sepeidei duiante
0 piotrdimento de emboR/atao e relome apenas apds o leeilabriefifflenso
davisuabagao adequada Testes irvriaiam que o extesso da piessmUatio
e luptuia podemotonei se0,05 ml de Onyx" USloi injenadc sem
visualuagjio da sua saida na ponta do tatetei

+ AumentodaiesisifotiaainjettiodeOnyx'lES-Rarrairietsio Nicienie
limpai ou ultiapassat a lesistencia exeicmdc piessio aditional na injetqao. Sr
isto otonet, dr:etmine a tausa da lesaAttia (ptu ex. ctlusao do Onyx' LES
r,0lumen dotatnei) e lubstitua o tateiet. 0 uso de piessio eitrssiva pode
onpinai a luptuia do tatetei e embduaiio de ireas nio pirvistas

*  Nio Irnie desobstruu o mkiocateiei ou infettai qualquei mairisal atiavds
dele apos ouso do mesmo tom o Onyx” LES. As tentajvas de dnsobstiugao
do tatetei podem or imasio de Emboiosou a io de uma
iieanJopieyiita.

+  Umaitsposta infUmatoria subaquda ao malrnal pode otonei se 0 Onyx™* IES
sab paia foia do espajo vastuiai, tomo Apossivel se a paiede do vaso estivei
tompiometida.

lipetciofse a embaiagem do pioduto antes de utRiur. Nio utiiuai sea baneba
esiAtH tstlvet abeita ou danfiicada

Utdieai antes do It-s dopa/o devaUdade

Rev¥|aas Initn)(des de Utilua(io doratrlei e doadaptadoi da miriface antes
dfutiDaaio Onyx" LES

(ettl<tqu”sr de que oscateteres e acessdries usados em tonlacTo dkecto com
0 polimeio do Onyx' LESestio limpes e sio tompaliveis tom o mateiial e nio

qualquei pieci jioot io apds ocontacta Consultr as
lespettixas sec(des dr AdveitAntias e Indkagies de Utiiiaa(io

Aguaide algiins segundos antes de lecupeiai Omkrouteter apdsa ini«(io de
Onyx' US. nso contiirio o Onyx' LES podeiJ fragmental se para vasosnio alvo

Oifiiuldade em letirai o cateter ou cateter prtso pode acontetei poi um ou mab
dosiegulnwsEatioies:

*  Renododecitetecleagiopioloiigado

. o-aiqui ia Atalfoina: ous muito disuis
alifflcntadas per pedfrulos aftimtes, alongados, pequer.os ou tonuosos

+  Vasoespasmo

+  Refiuxo

»  TempodehfecvSo

Seleccionr cuidadosamenir a txtfocagio do catetei paia leduenoibto dr
apmionamenlo do catrlei e gha olefluxo para minimUar os fattoirs ftslados

RrOuxo doOnyx' LES 20 Itmgo da ponta distal do miirocateiet PaiaalAm do listo
de compticaties isquAmtas devido aemboliya”is acidrnlal. umirriuio sfgnifital™vo
pode advii do apiiswnammti) do maiotaieiei diArubando a suaiemo(ic Omertante
de lefluxo atritisiri deve sei sempie tontpaiado tom aang>o-aiguite(Uira da
mattotma(Jo para minimitai a iisco de embolUaUo atidenlal ou difkuldaar de
iemo(ao dotaletet. Nognal imnimne oirOuio oaia menos dr | cmao longe da
pontadisul do mkiKatetei lodos osdemals latsotes podem afettai este limitt.
+  Sealemofio dotatetei se loinai difitii, a ptotedimento seguinte pode
Pne tunfadosamente o tateiet paraavaliai qualquei irsistAntia i
ie.ms{So
Remova qualquei'Wga'no catete> se serina-'guma lesisiAntu,
Exeuja suavemenleiiac{io sobiec uteiei ,‘teicade 1 * rm de
disteniio sobte otaieiri)
Atantenna essa tiattie poi alguns segundos e depois solte. Avaiie a
tiacgio sobie a vastu”tuia paia minimitai o risco dr hemonagia
Este piotesso pode set lepetido Inteimiienlemenie ate o catetei lei
sido letuptrado.
Atutauai nkictateteret ext. nic apiitai maisdr  cm driiat(is an
tatetei afini dr mmimitai c ristodr separa(ic do catetei.
+  Nocasodecateieiesapilslonados
Em snuatoes tbnicat difkris, pode set man segumdriiat um utriet
orentado poi ltuio sangulneo no sislenia de vastubtuia. rm vet
de aiiisiar a ruptuia da malformagao r. tonsequmiemenir uma
hrmomagia. devkioa se apikai de.masiada tritfio numtatr» piesa
isto Aconseguidci eslkando o catetei e conando oeiio petto do porno
de entrada do atesso vastuiai permltinao que o tatetei pemarega
naatiAiia
Se duiante atrmojis o catetei se pai'ui, podeii otoirri migiaUo
pioximai ou eniotammio do catetei.
Deve set tonsideiadairstetqae tituigita. exetulada no mesmo dia
paia minimuai o iisco de trombose

ARMAZENAMENTO

A.tnatenf 0 Onyx' LESe 0 OMSOa uma tempeialuia entie -20 e SS'C Antes de
utditai, manlenha o pioduto a uma temperatura enire i9 e 24 4. Se o pioduto
tongeiat devido a nposkio atempetatuns mais baiias, drttongele a temoeiatuia
ambientfantes de utibat

INDICATES DE UTILIZA®AO
Abanr 0 Onyx' LESduiante peio menos 20 minuses mimamistuiadoia do
Onyi'lES' numa (onfigura(io de S Continue amblurai alA estar pronto a
inyettai 0 Onyx' EES segundo 0 passe 7.

* Scientific Industries G eidei Adodel No(s). UOV S| 0240.240VY 0281, YLLI
Attdtltnient No OA- 0570-010



2 Confirm» i colouyo anmioocJiMfi tornuma injK”Jo do dt

contrastf srfjndo g pio(rdi.m»nio inttiirriienal. S H
uomi Fl

3 trri“od 0 (cnnasir do (ubc dc mkigoairlR (am 10mld(iox(m u lhu Lntenompaza In se observar ona ddatagk andnsalado dilmetra do
befitairrinja iigada microcaleter. 0 aurtsenlo do dUmetro do microcateter pode slgnittcar gue K tt h H t

4 Enihtr 0 fipaja mono no (aiftn. aspno t«ud « 0.» ml do OMSO «idril 0 cateter esti blogueado Amethor marietta de detemsinar oaumenlo do ay 0 o J e e
f* Jpaia umaif’ingaOnjm' US df | m) In)«tt c OMSOno rrk/o<ailM»( dtimetr* domtcmcatetec i atraves de tluoroscopla de tnOddiscU deptaa baiio

de aptka{4o »rn «Hume suftflenie para enOitr o e(pa(o mono do (aieter amplia(20'ou com um procedimentode'mapejmento do caninho', rxaminando A . .
Conjulte 0 rdlulo do caleler de aplka(ao paia otiler a InfoTmaUo do volume amotor settle possivl do mkiocaietet. Ow -rESte-en'ml USJdl]GStEl rm
df eipa®omotra.

Aytsuatiuglc lluoroscdpica adeguada deve ser mantida durante aapHcatlo

. « " N < - ! »" . N . 1
e s S i oo tom WO
no (Dfpo da leimga. MTfAAOMM a aplicaglo do Onyx" US sea visualuatlo se peidei liuranie o USA“n uttnvallicUVi lajoiitaa laitteen myynnin laafiaiille tai laaliuiin valtuutiamitie
proredimenie de embokugio e letone apcisas apPs o reestabeteumenio da heniiddHif.
NOTA; file volume fjirad f Onyi* t£S setd usadc pava eniher (pieparat) o «sualizacao adeguada fali laitetta seavac klysiaavain laaSaitt, joiU haltitsevai peiusteeltisesti
adapiado‘daioteiface. angiogiatisrt |a peikuiaannel interventiot
i fruiie 0 adapudor daimeifa<e a«erjiga 12, Nio removao adaptador do catetec se for necrssiiia uma segunda seringa
7. Injette 0 Onyi" LWl atravds do adapladoi da interlace ate a extremidade df 9”?*" U? parauma emb‘ola(Avo‘ Quan.do a m\{a St.ermgadfe 9’“/*' (fs KUVAUS
dutaf da cabega do piiUo eaiai uniforme coma linha de graduaUo de | ml estivei pronia, besta.removel a:.;ennga vacia da extiemidade pioxima.' do Onyx™tES on liimaleq nesiemainen embotnen ame. Se koostuuOMSO hon
adaptador e encalxai a nova seringa no adaptador (dimrtyyltnkliioiiidi) liuonneesta EVOH (eieenivinyylialkofieli) -kopotymeeiissa selu

no cotpoda teringa.
13, Apdiatonclusk da iniecgao de Onyx" IfS. aguanle alguiss segundos. aspire suspendoidusla mikionoidutta tanuatiiaulsefsta. joU muodosiaa vnuaCsoimiin

5 ualquer eveeiso de Onyi* US napooia do adaptador da Ime. face pode set . - . . o
Qualg Y P P po ligeiramence a sermga e puxe entao suavemene o cateter para sepata’ 0 larvictavan kontiastin lapnralaisussa Onyx nesie e.-nbclusjarjesifima (IES") slsaltaa

limpo (om um pano tmpo e seco lem paniculal. mclde do Onyx' US. yhden .S inl:n pulton Onyx' US ia. ylsden 1.S mlin pulton OMSO ta, kaksi 1ml n
9. Henova aseringa OMSO do (ateler, entlsaemmesso e lave 0 tabo como ) . . " . _— Onyx' tfS -luiskua jaybden I mt:n OMSO-ruiskun.Cmbolisaatiokohlaan paasuan
Em seguida, encomia uma iAcnka de recupecajio do uteier opcionai o N T o
eguilibrre do OMSO OMSO . neef rseen kaytidon mikiDkatrlrdla
. i lo daini < i N ) N, L N
i0  Entaixeimedaameraa seringa daOnyx*IfS m cuho donwrocaterer, ?ga_ade alguns segundos asdsacondusio dainjec(lo de Onyx™IESe aspire  Eijkseen myyiava Onyx" US-iuisku Kaffilittymasexitin on Onyx" US
cerlircando-se de quo ndo eiHte nenhumar no (ubo durante a liga(ao \geirameme . ) o jaijestelman lisalatvite. loiia saadaan kaytloliinyma Onyx IES"-syottdiuiskun ja
*  Kemova ioda a fotga do cacecei puxando alguns centimetfos da iiacgio no sydttokatetiinvaUle.
Y. inject* 0 Onyx*I fs para deslocar 0 OMSO, Com base na pratica clinka, caietei para crui uma beira tensao noseu lesperiivo sistema.
recomendanos que 0 Onyx" US seja miectado aum ritmo estivel df + Seguif fiimemenie o caleser e puxe-0 com um movimenlo subito do pulso TOIMINTAPERIAATE
0.16 mirftHrutos (0.25 mirSO segundos). Nao eicfda 0.3 mi/minulo (daesquerda paraa dufita) 13 -1 Scm para lemovei outeier domolde N I o
d - Onyx"IfS syilftain mikretaleliin lapi *al1|T0 lBkTOepaTn(HwInlaan(ATM)
0 Onyx US. . o lapivafaisussa. OMSO iiuobn hajoaa veieen ja kudosnesietsnn fa saosiaa EVOII -
NOTA; Hao e necessim puiai c calflei mais do que 20 cm kopoiymeerin fa suspendoidun (ancaatm In sdu siemmaisekii ytitenaHeksi tutpaksi.
5enio misturar cononuamente 0 Onyi~ US durante o tempo necessdrio NOIA: tsta tfcnika nao (oi qualrticada para s cateteres Rebar OII;yX ITSIIffI;r;dortaa.qutdrarjlasil kuoler.1 DOIYZ‘_';EHSIZ;SIPM knntey;yeza
(20 minutes), hso pode otsgusar uma vtsuabatio lliiotoscdpka inadequada LKOpUOTeliastSaanpaia sam .a‘ un seetenee d .aal I.S o
durante a aplKagio Onyx" |ES el ole bmsauSuva. mikiokaletn vordaan jattaa paikaleen suontettaessa
: hilaiLi. tialliltvfa mjektioita Embotrsaat'ionjatkeinenangiogiaba vordaan suonstaa

miknikateirin ollessa paikattaan. Tama mahdollisua Ituinjekiiiiiden antamiseii

Itgecte 00 r* ™ US tmediaumente ap6s melurar, Asedimenlatio do tdntalo
larvittaessa saman mikiokaietiin lapi.

pode ocortet na seringa orlginando una fraca visuatUa(do do Onyx*US durante
am.ecgSo

KAYTTOTARKOITUS
Use apenas pressio do potegar para In.leclato Onyx" tfS.0 usoda palma da Leesioiden embolisaatio aareis - fa neumvermionistossa. mukaan lukien vaitimo-
mdo para avan(ar o dmbole pode origmar uma ruptura do tateiet dcvido a um laskimoepamuodostumat ja bypervaskulaarlses tuumoiit

excessode precsuruagdo na evenniahdade de oclusio do cateter.
Imerrompa a Injecqao se nio visuajlear a urda do Onyx" US naponla do cateter. TOIMITUSTAPA

Emcase de obslrugiodo cateter, podeta oconei o eitesso de pressuriaagio do Onyx"|ES on saatawssa kol@lu luotemuotena, Onyx'-U IES (6 4 EVOH).
mesmo. Certflque-se ronlinuamente de gue o Onyx* US esU a sair pela ponu Onyx" 20165 (6.5 H EVOHja Onyx~-341ES (8 H FVOr):

do ca>eter durante amjecqia festes reveiaram gue o excesso da pressuriaagloe
ruptura podem ocorrer se 0,05 ml de Onyx" US for Injectado sen veualua;4o
da sua saida na poma do cateter.

*  Onyx"-181£5jaOnyx~-20 ttS: suositeltaan amettaessa pedikketi-injektioila
lahflli taudmpesaketta.

*  Onyx*-34 EES bohsoitaesu suurempr ja
laafempiaukkoisia osia.

KONTRAINDIKAATIOT
Onyx™ EESei ole laikottettu kaytettavaltsl keskoslile (< ) SOOg) rat henkilolUe. jotiEa
on huomattava makun vajaaioimmta.

interrompa a injecglo n sentirum aumenlo da resistincia na seringa. 0
aumer.to da fotga da in;e((ig pode dever sei obstrugio do catetec A injecqdo
(ontmuada tsum cateter obstiuido otigiruta a rupturado cateter.

Nao interrompaa Inlec(Ao de Onyx" LI duranie msaisde dots minutes antes
df nova injecgdo. 0 Onyx" ICS pode soiidlfkar na ponla do aleter orlgmandoa MAHDOLLISETKOMPLIKAATIOT
cclusio do cateter. e o use de ptrssao excesstva para desobstntir o uttetet pode Mahdollista kemplrtaatioita oval muun muassa seuraavai

otigCnai a nrp'utra do mesmo.
+  tiensatooma

+ valbmouomEioosi
L i imat, jstka johtuvat emboEi li iseKa,
vasospasmista tai tromboosista
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HUOMAU7US: T/ ylirniiiiinm On/k" US -raiiia
ilittymaioviUinfn (Hi) UyitoSn
6. liiulitit>nayoviTmri;isliuun.

7. ItdrttixOn)f«* US ia hittymaieyitiimfn Upi. kunsx mannan SKiaalipa® 1+
lauRrjKkun I minmnkinnankaiku.

n Xaikki jrlimaaMbtR Cny>"*1E$ voidaan pyyMuapeH i>ittyniasev:tlim(fl
kaifHta puhtaalla. kuivaila, hiuklatHlamalla lanalla.

9 Pohu DMSO-ruisli» kalftrisu, ykiayaja ptst luHkftketopalla OMSO.Ka.

10.  KhdiHa valitiomaiii Onyx™US -furtkii tiukast! «ikiokalttiin kfskioon>a
vaiffiiita. HU kHkiMsa ti ola iimaa yhsiyumiwn aikana.

1 Syilayu DM50 irvekroimaila Oityx"*I{S. Kiito««1 kayunncn p«s«ftila
suwnrtaan, Hta Onyy" i£S injtkiaidaati lajaisfOa 0,14 mi B
BiinuuttiPopt'jdHla (0,25 ml 90ukuBBiisaj.AU ylita nopfutuO,] ml
minuutisu.

Jos Oflyi** 1(S:ia <i sekpitrta [askuvasi! vaadhlua alkaa (20 miiHNlilal.
stuiauksma saatua oka miumalOn yniulboinli lapltalanusu mjtktnnnin
alluBa

Iryaktot Onyx' Its nitlotiusU stkomarnisan jalktfB Muulom voi upahtua
Untaalin luiotcytymiBFn rahktnsa. n IU johlaa tmo.von Onyx* LESN
vsuaiisoitstiin Inffktion aikana.

KayU vain pHikalopainHu Onyx*[Q ininjakicinUiii. Kammmrn IUytio
ruiskun maniUn painamisHn saattaa aiheutua kalHm rtptamisHS ykpainwt
laku, {CBkaifin nkkHWw

| opela injekiks, [os Onyx" US in ft naM5 ultvan «!a kattitin kai)«ti. Jes
kaiftn tukkfutuu, voi Upahtua ytipainfiswmiisfn. Sfuiaa jaltuvasli Onyx* 1Q
mffkOon ajan, ena Onyx” 1Q t«I»f ul« kaittiin kaij«ta. Kokffi oval
esoltunfti. HU ykpainrHiumintn yairpaama oval rsahdolltsla sfvtaiiksia, jos
mifkuidaan 0,05 ml Onp" ttS:ia fila naMa stn luitvan ulos katfOin ka”HU.

lopHa injtktio, jos iunuu hukntyvaa vaiusta. Aatnii saaRaa olla
tukktolunui, Jos injfkloimiin larviuan thomman voimaa. Jatkuva injfkieiflti
lukkftilunrfufn kaltpiln athtvnaa kaiHim rfpfamiun

AlakHktyia Onyx” |Q -mijtktiou yk kakden mmutilin ajaksi f nn«i sfuiaavaa
Irafklotfitia Onyx” If5-ainf saatua kiinitytya kateoin kaijfssa, mika Johlaa
kattliin Nkkfulumisrfn. XatHrin (ytijMiUmin«t luakisfila pauwflla saaitaa
aihMtUa kaifein rfpfkmisfn.

(opfu injrk tointi, jot havaitsft katrlrin lapimKan kasvaisffn

ap[lsortaalaO MikiokalHiln iapimlUB kasvaminffl voi mnkiu

lukkftituntiiu kaiKna. Miktokatttnn Upimiun litays voidaan maantua
partuiltn kalQobksivaBlamisOaoratkaputu piHiftia wiiirnmiksfita 111
"iifkartutoinsfnpiirella’, jotu tutkitaan mAmkatetm spsirin mahdollinm osa.

Onyx'1Q -injfkiioB on likkailuva niltavMI lapivaUisun avtiNa
loimtnpitrfn ajan Muotoin saaiua Upahtua muun kuinkohtefna olfvan
woofR fmboliuatio. in visualisoinp mtntiHaan missau lunu vaDsmsa
fmbolivaatiotoimfnpiiftnaikana, KfSKtYIAOnyx'IQ-iBjfkicimi, kunnot
ridtava vnualisointi on palautHtu.

12 Jot fmbobtaatioon tatviUais loinnn Onyx” US nnsku, ala poisia sovitmu
kaltinsu. Kunuu(i Onyx” US -niskuon valffiis, poisu tyhja ruitku
sovittlntfn pmksHraaJlpaastayaNe - uusi ruisku tovdiimrfn.

13 KunOnyx” US 'injfkiio on valmit, odoia mujuma sfkunii,aspiiol rultkua
hifman jaInou sittfn katfUi Ons” US -amtHta kfvyMti vfiamalla

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

Sruiaavatu on fsitftty vaihioeliiDintn kaiHiinpoisiottknakka:

*  KanOnyx" IES inifklip on valmis. odoia muutamia leiiintfia yaaspiioi
siRfnhifnan
Po<su kaikki ‘loyu* kalftiisia vrumaKa kilt :na muuiama sfntlimeui
kfvytn vtdoii luamiitkti katHiiyaijfstflmJan.
Pida tiukasli kiinm kalttmta ja poisu st Ons” US -ainfnta vHamalia
10-15 (m ropfaHa nmel nkkenk'a (vasfmmalia oikfalif).
HUOMAInuS: ft oietaipffn vftaakaitiiu fnfmpia kuin 20im.

KUOMAUTUS: Taia Ifxniikkaa ri elf hyntaksyny RetyaikaifiitiHf.

Dansk DA
Brugsanvisning

Oy flydende embolisk system

FORSIGTIG

tiolgf amtiikansk lev (USA) mi dfnist rnhfd kunsatlgfsal fn lae”f fKn pi fti

Ir/*n Astanlfdning

Ofnne anctdn-r~ nsakan bre9ts a( lafAft mfd tn ~iiindij lonlifb f af aiipioijraft 09
pfikuUnfi«f(vfnlicnspio(fditit'.

BESKRIVELSE

Onyx" 1Q ft ft ikkf-kUbfnde, Oydf.ndf finbolsk slol btstifndf at kVOH
(fihyltnvinylalkfihol) lopolymti oplosti DMSO (dimethylsulfoiidi 09 suspendtifi,
mikronhfift tantalpuUf1tom konliastmlddfl til vHualtsfanp undri fluarmkopi
Onyx f ydtndf emtofik i~tfm (1Q ”; tfttlraf*11,5 ml hjtUfjlai med Ona” US
ft 1,5 mlh<ttt9iasmfdOMSO,ta 1T10na™ AN<4P""9» 2 "*|Ibr ordn | ml
OMSO spio|tf Oft anvtndK ft OM50-kompaiibe!t Indfeimpsmiktokatetei, sum ft
ttidturti td bruj i nfurovaskulataien, iii at cpri adgan™ td embotisrnnpssifdft.
0o.ns” 1Q sproylHkaififf jifmeOadfadaptettn. som selpn stparat, ftt ifhfnot
tilOns" tQ syslfmft, d« us9fifi tsm en ptaenstiladf metlfim Ons” tfS
mdfoiirgsspfoytfn 99 tndfoiin”skatftf'ti.

DRIFTSPRINCIP

0,iyx” us Ifn f« ijfmifm ft miktokalelfr 09 Ind i AVM uiidff ruoreskoptsk
kontiol OMSO-soivrnsm spifdct 519ind 1biixIrt 09 df intftslitialf aatskf109 ‘it
SVOH topoiymtttn 09 dft susptndfifdr lantaipalvft nl at ptapftpi'iftf In situ thd t
fn svatnpfl kohatifni fmbeiut Ons™ US dan.Tft mfd dft ummf fn hindf, nit
polymfitmboiusfn staiknfi ha ydfrst tf Indfitt undri vardringrn m fif distalt
ikaitft. oaOns” US 'Un kla'bft, lun mikrokatfirntt f Itfiladts pi piads. mans
dff 9» n iangsominf. konliollrrrdf Wirklientr. Ofrkan (otrlapn angiogiafi r/tri
f.mbo<:Sfrinpfn mfd mdftiingsmikiokaitttirt pi piads, hvtlktt 901 dft muii9t lor
ligfnal givf Onr injfkiionf1via dft sairanf T1k19x.1>HH, hvn dri ft nadvrndiot

INDIKATfONERFORBRUG
Cnbolisfting afianionf11dm pffilttr vaskulatui 09 nt utavaskulatutm. hnundft
ailfiiovfnesf misdanntisff 09 hyprivaskuliif tumwH

LEVERING
Onyx'iQfindHilffpiodakilamul fi Ona“-13 US 6% IVOH),Onyx'-20
IQ (6j fVOH)090ns"- EbS @/u@om
+ 0ns"-181Q 09 0es™M 1Q Anbtfalfs, nit d« ska! udlitfs fiiurttniif
pfdikflinifkttonft UH pi mdus.
* 0na”-341Q: AnbHalfs 14 imbcbstiing af h»,ifrt (low 09 stonf fistulost
komponfntff.

KONTRAINDIKATIONER
0ona"1Q ft ikkf inditfift tit brag hos lor tidligt fodtf spaalbom (<1 500 9) flIfi
pfisonti mfd alvortig Ifvf (insuffitlfins

POTENTIELLE KOMPLIKATIONER
Df potmtiHIr komplikalionrr omfattri. mtn ft ikkf brgiasnstt tiL
+ Ha>maton.
+  Arifnfl Kombost.
«  Iskarmi (oiirsagft af rmbohsk vandring, vaseipismf, uombosf.



IUIftn, dtf SKidH fast
' elefnippit . - - -

Kf(Dciihasiskf ulyUri vaslii;l<«( tuptur  prtfoiatICR.
Himodynamakf fetamliirgfi Kxliicttfl af sftWrsRiingfn lianirsulwfi
haMTcirPagiske korapiikatiiHKt

ilugll wRplikilionrt fnbumirt lotseg pi udtagning af del
Dnsa jstfmislia alln natmoirhagiskf konpl uirenn Un frsultan i
fonkrttgr nejiolog sk( funkliamdebci! 09 imiligyis d»d

Pga nuhgVdm fw cMtrisk gnstdanncba med unukncui’aiiOr-y!* US-
mataiialtt slusi brugen af monopoUrr firksrokauitiKniisgsaneidiMngat &
kiniighk nsfksiofl afbAWd « aHpi arttrtownas» fmltr fmtKile««< mad
Onyi'ICS undgis Bipolait ansidningrt ikal anvaisdas mad foisigiighad.

Dannaanotdning laveras STCftHtg ar Inm|d afigangsbrug. Mi jUa
ganfeiatbaidas alar rasianDsatas. GaiifMariiafdniAg eg tas(anhaiing agaf
nwlane tea palfanlinfaktion og funktiensfajl vad awdr.Ingan.

AnvfR(i kun Orsy»' ttS-sprijtafiia til injaktkm af OMSO eg Onys'US Andta
spiajtat ai mukgan ikka kcanpatibia mad OMSO.

Arwand k4n av3 OMSO-kocrpatibla mikiokalalia. Andia mikiakaialia

a( mi)llg»i> ikka kompaiibla mad OMSO, og datas bnig kan lasuiwa 1
tTumboamboiiska tvardflsarpga kaiaiaibirnngalsa.

Tag aSiid rii'koan loi at Oryi” US mtaragaiat mad andia anboleka stoffai
ibaiiagifting faks (yamMirylaiai. balagta spiaalai, paitiklai og/allai
emboirtka staaiar.

CmtolUaiing mfip at okkhidaia biodkai at an hejnsAopwaduia. Piwaduia.i
skal udftiat af an ipanaili*. .mad dan lalia aifanng | najfofsgiska afla;
paiifaia mdgiab ng at gitmd'igi kandikab li! dan patdfngl. dar ska! bahandlas,
da aitglogiafiske taknikkai »g siif Hiv jing

Pallafltam angiogiafnka anatom) skat «aaratilgjangaOg for pljiarksg af
mikrekatataiipidsan pi at slad. sam ar disuli for attaiiagiane, som patrniiall
arnaKatankianianaisa

Sanlidlg splralbisig b«i cvatvajas. bvfe angiogiafi visar, at van»s diatnaga af
AVM (famkorairei rjaslan samtWig mad atlafle! opattfikailcn
Piaamaiu’ staikn'ing af Onyt* US kan opsti, h*is mikfokataiaiais luat
kommai i kantaki mad uitvand, blod alfalk

maangdan

Undladabaafkontinoailigtal bundaOryi'lcSidanpiktaevadatidkan

ig tiispansion af tan'jIpulvaiat hvilkat kan >aiultaiai
ulilstiTkkalig fluoioskopnk yisuatbaimg under indlonng. Onyi'US skal
injkafai isaks after blandmg Kvts Onyj"*US injekwnan foisinkas, kan if.
(diekdm.ma bundf~ldning af tantaipolveiet i spiajfen, hvitkel kan inulteie t
tinge vituafiseiing af Onya' ItS undei iisjektion

Bftig af Or.yj” US sprotte-kafetet gtajmeOarteadapteien »H lediueie
itilkrakaieteiels maetkeda doda tun. K*is in ikka tagas da nddYandiga
hansyn. kandaf madfsiautilsigtaiambolssaiing.

5a bfugsanvKisingan til Onyx ~p'«"~krletel guensafladaadaptaieii loi an
liste Bvarkompatibfa raibokaiftiaog oplysningatcm deda lum.

uansal

madfetauti

rdbagatab af Onyx* 1(S langs miktokatatnats dtsiala spids Udoeat lisikaan fat
nkamneka komptikalionai fwitsagtl al ulifsigtat amtmifsariRg. kan sigiiihkani
ivaskulatuian kan madftm vatospaima og/aliai angionakmsa. lilbagtlab madtaia, at miktokatafataf s”ltai sig fast og blivai v.snskaligt at l)ama
Tillad ikka tilbagalob af maia and 1cm Onyx' US ovai idsan. Dar lilbagafabintaHigde skal altid samnankgnas mad misdannafsans
Aogtoarkitaktui, vasaspasma, oxatdravani Mbagabb af Onyx aOat foilaengai angioaikilaktut fot at miatmera raikoan for atdsigtal anbotisafing allai basvtei
H~ktiemtid kan rasuUaral uanskakg xatataifiamaha. og at kalrleial Sfttai mad al “ama katataiat Gatiaiall skal lilbagatab minimalas tit undat 1 cm langs
Sgfast. llvis dai btugas foi manga kiaaffar pi at f)aina at kalalai, dar hat sal mikmkatataials distala spids. Altaandie faktotat kan pimtka danna giiensa.

sig fast kandat madfoie alvwlig intrakianial h*monbag!. Mikmngeina pi .
langt sigi afat katafat, dai bat tat sig fast i an patiani kandas ikka, man da

kan muiigvis anfatta koagaldannalsa. infakiion aUai katataivandiing

Afbiyd IKKE Onyx* | S-injaktionan i maia and to minultai, mdan dai injitaias

igan. Stoikfing af Onyx” IES kin foiakommai katalaispidian eg rasultata
1kaialaitikklusicn, og fcnigan af for storta: iryk b! at ransa katatarat kan

rasuliara i ka'.atanuptor.

I lislrxkkaiig nuotoskopisk xrsuolnanng skal oprelholdas undat Injektion af

Onyx* US, da dar aliais kanforakomma amboSsatiog afikb milkar Him
ytSkiaiaeiingan forsvindar pi at bdspunkt undat amboftsaringsproradutan.

Stop mad at irgitata Onyx™ US, iridtil dat igan at aiabtaiat Blstiaekkalig

visuallsaiing. lasts hat vist at ovatttyk og luplut kan fotakomma, hxis dat

mptates 00Sml Ons"” US, og dal ikka sas komna ltd af katataispidsan.

0gat moditand nod Onyx* US injakiion - Stop 'mjakticn, Fotsog ikka at .
afiminam allat oveivinda modsiand vad at »ga injakiksnsttyiikat Skulla datta

ska, skal itsagan til modstandanfastitaggas {(aks On”** US okkiusion i
kafalatlumanl, eg kaialatat skal udskdtai Antandalsa af fot bejs iryk kan

lasultaia i katatamiptut og ambolisahng af uBlsigtada otntidat

tftai btug afal miktokaiatar med Onyx* ICS mj dat ikka goies fonog pS ai

tatssa miktokateleiai altai injitaia matanale gannam kataiaiet. (otsog pi at

imsa katataiat kan I rt lii a.nboli aUai ambolisaiing al milsigtada ormidai.

Hvls Onyx'* US slippar udan fot dal vaskuUtia rum, hviikat kan ska, hvis

katvatggen baskadigas, vildai opsla an subakut mflammatohsk laaktion
ovetfotmatnrtlat FI'

1J'i:HINiM;».ni»ne!

Undanag pmduktamballagan fat btug. Mi ikka anvandas, hvis dan natfla
bariiaraatibnat ahat baskadigat

injkai Onyx" US eg OMSOmad an iangsom, konstani hasfighad. og
ovaiskrid ikka 0,3 m!/ mInul Oyiastudiai hai nisi, at huiiig injaklnn af OMSO

Vad vanskalig kaiatatfjamalsa kan talganifa takmk neia an h)ztp ifm
indhentning af katetaral:
isk fpiiigtigt i katalaral fot at vutdaia avantuai modstand mad

Fjainavaniuall'slik'fia kaietaiai, hvn dat nvetkas modstand
Ttffk (oisigtig! I katataiat (med et sp»k pi dtka 3-4 cmi kateietet)
Holdtifkkfti nogte fi sekundei og slip rvatnei trxkkct i
vaskulatutep si lisikoen fot hattnonhagi minmetes.

Oenna procas kan ganiagrs mad pevna matlamium, mdtii kaiasaiai
fttmkkat Itd.

Mhp. at mindska lisikoan lot at katataiat skdlas ad, mi dat

ikka piloias mate and O cm tiatk pi katatatet ifm. btug al av3
miktakaiatta.

Katatia.dat siddar fast
I vissavanskaliga, kSniske sitiiationai kan dat vstameia sikkait al
alteilada at llowstyiat kalatai | kaisyslamat, fiamfot at tisikara nipun
af misdannalsan og foiiivaga blednmg vad at piftra lot magat tt<eki
dal fastsiddanda kaiatai.

- Dana opnis vad at tis'ika i katalaral og ikjpia tkaftat af nsr
adgangsstadal tifvaskulatuian, hvstvrd kaiataie! flt lev til al bihra
aitariait
Hvis kaialatal git i stykkai undat udlagnmg, kan dat fotakomma
distal kaiatarvandiing allat -spiraldannalia.

Kifuigisk lasaktioii samma dag bat ovarveias fot at mindska risdoan
far irembosar.

OPBEVARING

Opbavai Onyx* |f Sog OAtSOtnaOan -70* 0g 55 T Indan thtugiagnioq skal

ptodukiat opbavaies vad an tamparaiui p i mrliam 19*Cog 74 *C. Hvis piodukiat

Amtardas mdan udiabsdatoan fiysai. foidi dat blwai udsat fai koldaratampaiaiuiai, skal dat optas ved
stuatampaatui mdanbnig.

GfnnamUas bragsatsvhmngan W bida katalaret ag gtaansafUdaadaptatan indan

ibmgugning af Onyx* US. BRUGSANVISNING

| Ryst Onis* US i mindst 20 minuttet i an Ons* | CS-blandat’ pi indsnlling i

Kantroflai, atkatattanaegtdbebatanYandti diiaksa komakt tnad Otsp” US- (OLtscl mad al blanda,inctif O n 5 * US at klai tdat hkvampcaiai iht. tiin 7

pofymatan at tana og kampalible mad matatiaJat eg ikke ahladkomnet
piiwipitaiiott allat nadbtydas vad konlakt Sadaralavanta advatsiai ag alsni! |
brugsanvisntngan

2. Kanimliai mikrokatataitts placanng mad mjaklion af kofllrastniddal ihb
hospiiatao pmcadtita.

3 Skyl kontiastmiddel fra mikrokatateieu mvfft mad 10 mi fysiolog'isk

Huis del Ikka vinles nagla li sakundai mad ai flame mdcrakatelatal aftn Injektian saitvand. tad ipiofian v«ia tilkoblal

" "
afOnyx" US, kan dat lasulteii i ftagmantating a(Onyx* IB iikka nilkai. 4 Fyldning af katatatats doda mm: aspitai Gika0,8 ml eva stani

OMSOianOnsa*US | mltptapa inpxaf aniilsli<rkkalig ttifngda
OMSOi indfaringsmikiokiiatarat for at fylda katatatats dadaram Sa
irdfanngskaiatarrts mankning angianda voluman hi dat bade rum.

(n aflat flata af folganda faktotat kan vaeraitsag td. al al katalaral at yanskahgt
at *ama allat siddai fast'
*  tang katataiisatmgstid
*  Angiaatkitaktuf. magai distal artticvmes misdanntlsaamaaiet af
affarenta, langa. imaHaadarsnaadastilka

5 Aspitai u. 11 mlOns* US, nit sprajien tyldas mad Onyx" US, siladas at
I lhovad ig aflat 1 ml pi spfOltafyKndaian

Wi Onyx™ US injlcaias, bet dan flootoskopska visualhanng afslwa Onyx* IES

vandting gannam katatatats Inman Ronioskopisk biHadda.nnabe a4afalts, indan . Yasaspasnﬁ B8EMNAX: Ofisna eksliarwengda Onsa'™* US xd bbvaanvrndt td at fylda
dat mmimala doda lun lot kateiaif. + adaptaian nis ffibp. at visvaHsara dat : fll.bagelab" (pnma) gixnsafUdaadapitien
amboliska matehala, indan dat nil ud af katataispidsan Injaktwnsiid 6 Kbl gtsmaHadaadaptaian id spnjtan.

Tiykkunmedlomnsalfmgei!n(otalin)kataOnyx*US Hwhinafladan
bniges til at ttykka stamplat nad. kan dal tasuKait | katatamiptui pga.
ouemyk lilfsida af katataiokklusion.
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FofaiiadiK Tfaiisikeanferat katetaiet sfttar sig fast skal katetaipiacaiingan
vaelgas mad ombli, og tifbagalab skal bahandlas fat a; minimere ovrnntevma
faktotat

7 Inptii Onyx* 1B gannam gtinsafladaadaplatan, iedld slampalhovfdeti
distala and! bafmdai sig ud for | ml milasltagcn pi spnitacyHndatan.

* Silamific Indiistiles Gaisla 2, Modal Ho(s). 123Y £1-0240,240V SI-02S], Vial
Anachmant Ha. OA-0570-010



Ovtokyiftndf Ony«” I'h pispidmipfqrsnitflidM djpltifti kiiitoiirii(
iTifil tn 1f n, ter 0? piilikrifti Hud.

WW{, ijvfrfyld 05 visk lutr-niiifffn mfd dan

Koblitiakt Otiy*" IES tprdjttn til nikfokjlHt. Tuirffen, U denilddtr (Mt. 0Q
ke t»|(fr at df;id(]*n lustn Imuffdn undtt llkobkripfn

Idjitf! Onyw" ICS (df dt O TUilf OMSO Pi gnmsiap il kiiiwk pwkj»
anbefalfs d n atOnyt" US (djitutt »fd fn ksniunt haitiptifd pi 0,!6 ml/
mid»! (0.25 ml/90 lekundff). Ovfitktid ikkf 0,3 ml/minuL

Undladtbt at kontmatilirt al IBNDFQYX' i knpaltafvidf tid
(20 ndputtfi) kan tnuHeft Im ullbttrtkriio I'ed'tnkepSk »1suab«tnfl undet

Onyx* LESskal Inflcemt soaks thtt blandimj B»ndita;ldnm9 af tanulpulvdet
ban fcRkemm Indm) spr¥(tfn, hvilkd kan tdfirsj;c visuaksnmo ‘1
Onyx* ISundo Injdkilendn

tryk kunmtd (ommdWn"atMi tw at Injkfre Onyx*US. H/1 Mncflad tn bnipe
Id at trykkf sienplft nfd, kan d« rptaSm i kaiMnniptui pja. oxfrtryk |
idtadda a( ka!et«mkkkiiion.

Sap u!)ddlion at Onyx™ ItS, hxts del like s« kemne ud at kateteftpidien. Hes
katetetft blivet okkludeiel, kan det cpsli pvertryk kanticder labende undet
Onyx* tCSintektion, at Onyx” (iS kommei ud at kateterspidsen. Tests hat vist.
at nvetdyk 09 reptut kan (otekcmme, hyis det inpcern 0,05 miOnyx™ I£5, 09
det ikke ses ksmme ud af kaietettpidsen.

Slop in.iektion, Inm det maetkes en djet spajtemedstand. 09» injekOonskiaft
kan skyldes kateteidkkloiiim. fotoat tn)ek'ien let ekidudetel kaielet vd
fesaltftetkaieiemiptut.

Afbtyd tkke Onyx” 1tS-Injeklienen i meie end M m'mutter, inden det injiteies
i9en. Satbiing af Onyx” ItS kan fotekomme i kaieietspidsen 09 tewhete i
katetenkkiviion. 09 btu9en af for sart ettiyk til at tense kateteiet kan lesvliete
Ikatetemiptur.

Stop in)ektton. Tms dei obsenetes unornal diUtation af mkrekaie*nets
diame'ji. Oen sane mikiokaleteidiameter kan betyde, at kateteretet bloketel
Den sIdtTS mikioki Van beds: underttucrotkopi med
dobbelt ItKidens ved lav foisunefse'etler med koniatgningspmeeduiet; hyw
den st»m muii9e detaf mjkiukaleietet unden»9es.

rOssakkel| fluwoskophk Hsuafiserinj skal opietboldes undet Injektidn af
Onyx” US, da der ellffs kan ing al ikk ilkar Hvis
«soalisetingen fonvindetpi et tidspunkt undet etnbdiisertngsptcteduten. STOP
med at Injieete Ortyx” 1f S, indtif det i9en et eubieiet BistiRkkelig «suatKetmg.

12, Ta9 like adapitten af katetetei N s anvendeisen af en sekundtei Onyx” (£5
spiolie et pSktavet Ul en embolisenng Nit den nye Onyx” IES-spf0)te et
Hat tages dentomme tpiepe af adapletens pioksimale ende. 09 den nye
spidtie kdbies tiladapieien.

13 [tier udfort Onyx” IfSmjektiw vtntes det nodle fS sekundti, spipiien
aspiirres en smule, 09 detefiet ttaekkes det forsi9:i9t i kateletel fo< at
sepatere Onyx” US-afsidbninge.n.

(tfgende leknik kan ogsi yaelges Id kale:erf)ernelie

+ Efletafsluttet Onyx” ItS-injektion vemes det nogle fi seiundet, hytsieftei
drtaspitetesensfflule.

« fjein alt slatk fta katetetet ved at tiskke kateteiet nogle f| tentimelei fpi at
danne en fiHe siiamntng i kateteisystemet.
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Hold fast | kaieietei. 09 lick dete”>er1del med en huttig bindledsbevcgelse
(bavenitiemodbopel 10 IStmfoiailiemekaletetrifiaOnyi'uS-
afstabnhngen

BEMXK: Det etikke rudnendigta Itic kke mete i kaieielet end 20 <m.

BEMJISAK: Den.ne leknik etikVehtevet godkend! It! Sebaikaielre.

EXAMKO H
O6nyLlWXPHornc
YypoippohKoO aaTijpaTO( QnyxX™

ToCpod,nevik» 6 BUgiu (H 0 > ) ntpioplfii ipv nuXiJuriir® uuouunc ouipesM
«npo i\ Mitdmv duuioyrie idtpou

K uv9x(uf| uuig npintiva ypnsipaiicititm pdvu ond latpout nou iyuuv nknpo

«mdvd'gmf(.siﬁdi\{veyy\K\ypaipial Xui iwv iinitxuuiuv SiuStppugt

MEP1IPAIH

loOnyx™ US tivaitvm pu xaUptindt uyp4<ip S okiw nopiyovtat nou onotrtiltai
ditp oupndkuptpK f VOH (difrjktVK) Siwkixr)i; okuoioO btokvpfvn «1 OMSO
(dtpteukcudukpo(<:ii«) (d: end cwpouprvn kiim pi~rjifv", oxdvn lavtakinu

yid igy ndpoyn ovtiSiopt yid aniudvidi) uno axstybdxini(dg. Totfypb f uBokixw
duotitpow Onyx” (U5") onoitAtitoi ono Oia gioXiiio Onyx' US lou 1,5 ml,

tvo pmStiid OMSOtou 1,5 ml, SuooupiyYttxn piW It Onyx'ItS IOu | nd not
1dupiyys OMSO lou 1ml Tioig .npdd|)o:n dig ogpilo (p|1okupou jpttdipcndtifToi
(vo( pixponieit npu< xupnygun.t Oi/plli<d(pi to OMSO. nonuloi rytrixvuioi yid
ypiieg dti| ytupoidyinri nyyilueg 0 rpcdcppuyTui tiaduyiiugi uupryydi-xoBnitd
Onyx' US, neu nuiklitoi (ijuipidiii. (Kdi tvo Uopigpo [Ouduitgpinoi Onyx" US.

no» nyptyti bLoutfv'\gr)u‘iofu it)i ovpiyydc )(upgyr)gi)i Onyx' US u> tov

APXH AEITOYPriAl

ToOnyx" US loprpiilidi piuuivd< pixpuuiBiltipa dit)v AYMiApigpiookt*ubni
duonkocid} unn unrvddxC'ing LLyyo. 0 6«1l OMSOiioxinoi pteo etc diuo xgi
die iiopioduypu. npoKoXuvtnx li)v i(i<paiangu|og msilu igudupnokupipM< f VOH
>ui tdu giupovpivdu lavtukiou oi iva onoyyudii, guvixtud tp*cAo TuOnyx' US
dptiuiixnpdtiLiipio diutSdSd xoOwi to neluptpixo tpfluko in tpiunorilioi arc
I(ti npuild pfod, xgBuiptidxrviiidi mu nfpipipud pfoa did gyytlo (ntiii; ig
Ony»" USdrvii»g'.xokk'|nx4 opi»ogxoengpoipti9pflvgnopopti»(iott)8ioilioo
iota igyuiikio.tapvuy, iktYxgpiviuviyxugtuy. MnopiivsiiUcxBiluyyiiuypgpif!
ptto igyip~iikiopgpiicvpixpiwaddgpax'Viyin'’Kdtgeigniou.iniipfi’.ytoi
otgv igipc VOxoviiinitiXtcy lyxuciH pfoiv tou Uiou pixpoxoBitripo, toy livoi
OHOpoiinto

ENAEIEEIiNATHXPHIH

DipSokiupdi Tuy oUoiwatux did nipifipun xcivtupixd rnyyiiukd dUdigpo
oupntpiiep*eveptvuv tuiv cpinpicfkitgiuv iodlkcdiuv xmuripgyyi oxuy
oyXuv.

TPONOZAIAOEZHI
loOnyi'lEStiottBiioioj tpindinfeisti{npduiuiox.0n)x"-I8US(6 4 tVOH
Onyx” -20 US (6,5 % f VOH) kd! Onyx**-34 US (StPfVOH)
«  Onyx"-)8 US xm Onyx"-20 US: luvid Totgi dtov Ol tyxuoiu ouxfvtxnu idfgu
bo ngnypoidnciTiBovyiidyid otgv idtld.
«  Onyx-34 US. 10 lovtppoXidpa gvntetoioi udnykgitpg pop uti pcyoXutcpo
((opigpotddiakpywu.H

ANTENAEIEEIZ

ToOnyx' IES 4iv oddxvuto! yw xpf(op ot npOupo Bpfjn (<*
diypovnxg ~d g nu k(<idupylg< tou tinatoi

9)f101 atopti pi
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Aulc 1M:wayr.31<LU)1(|kmny(kna( lov «aSPW)p(i kai no™oyio™
itn stovo «ovio 310ef(111o nooiou (wy ayyiiaiiic npoo™ooru,
NLYN0Ir<e><<noy koennpoyo napolifvii<invdpinpia

Ay ovppii epovoif lau aotiinpa >c:d u)v oipoipiaq. pnoptivs

vnip(i< nipifipiujpflovooiiiMi] q oniipotiAi® iiopoppucn <3«

<0BLU)PO.
03 nptnil vs ((nosui IS iyi(XCprv9X('PSVpY»P< iniplloork
suBgptpsy yio vs lisjISIOnOigBff0 uviw ¢ ; epep|lusi)x

AncJ;ictwu to Onyy' Its Milo OMSOpfiotii mN¢ «oi 55°C ilpiymxpliof),
iioinpiisli TIBippoypSDfS 19V lipOIPVTS. pnstU 19° «01 24 'C Ay TOnpoWv
naywo(k(onb( xiic 2«8wp( sc i(iuxP«U>K ecpponpaoUc. tcnsyuim sc

ii pponpoola iLipsiiou npiv 0so ip XPr91

Ayonvpcic to Onyj' ItS Tovixoxioiov 20 Acr'o oi t«o pitcp Onyx' [ESF' stn
poBBtOMN 11*18- ISVCXISU tpy peltn PCXP vo CiOU 004101 yio ipv texvsp too
Oryx* Its ovp”uvo pc TOllppo 7.

tmfi~oiwsii ipv iOKo8c(pep lou p|«po«oBnppa pc cyxvop oknypop«oii
pisop sspfuvo p( IK iMiiuooiic'Ou lipiipoioc.

:mWyTCi34 xisypo9i«AsKiTi)viiAihivT)inipicpoxa8nnpopc 10ml
'podioVoY»ou opoii Api‘jim rn oopiyyo suvSciiplvp

n>vusp lou vixpoii tipoii toom B N ovoppop”su ncpOiov0,8 ml
soosuipuipivoii OMSO tpc »v3 peso sip sopiyyo Onyx' US tou | ml
[yr-xne TODMSO Gy pixpoxotonpo yoppypspe 0( enspyp Gykoyio vo
yijllcoc tov (CVOxSipotoo uOiippo Avoipttu pipy SApsvop oouBsnppo
xoppypope yio lov cyxo«0 « xpou lupou

OiovycpitCTi ip ciipiyyn pi Onyx' LtS. evoppsppsu ntpinoo 1.1 ml too
Onyx"its 210Llion pxi'pttXpiw ipfoAcovo fpcBd irtps ono tPsypoppp
i n"oBpiopc | ml S10VxuAivipc rp<wpfyysc

tHMEIfIIH: AuiiK 0 inviAiov 6yxoe Onyx' US Ooxp0lponors(lyu ipy
nippwcep (npocyxsopl 100 .nposoppoyio iioovyiiopc

flpooopipsic 10¥ npooepoGyes iisovyiiorc sip Slipiyys

tyXdSTCTOG nyx'US plou low npcooppoyto Siosuydtopc pCxpi is snu
sups tpc XifoApC TODCpSOIOUVO2psL! SIS il tnini6« pc ipypoppp
iis"oepiopc 1 ml OTsvMAiySpc ipcsiippyoc.

Mnopilit vs oxoumonc tvy” iiXtovp(ov Onyx* I£5 oto okpo too
npsooppoyio iiosuvitopc pt Are xoPspd. sityvp novt yupic supsium
Apsipicit ip oiippryo Pl to OMSOono lov koBc'npo. npoSctil«
uripnAppwop (01 ixnAwii t ipy nAppvp iiinov iuxi pi is unoAoino OMSO
Apfoucivtdorr in supiyyo lou Onyx” US cio8(po oipv nXilpvp tou
P'«po(oB|ulpo. ~povTltoviSTVO ppvunopxti ui8nAop oipsccipynAppvp
«010ip osvicop

tYXVoniioOnyx'lfSyiovouTonisiiltoDAISO esecHpc(.Aividl\<
npoxTixpc suvisiaioiisOr.yx'USyo (yxceioi sc sie8ic6 pv8p6 tuy
0,16 mi2m!n Ifl,2i mt/90k ) Mpvunip*lvcie re 0.3 mi/min.

Horotvxic Buviyoic iicitpc tou Onyx* US yu to oflsiwupfvn xpovmi iidsippo
(ZOAc@d) ivATynsivo oipytlsct sc svenopiu okKHvooxonse” sniotpyup (sio

' Sutwiftc Induslilw CfMf 2. Model KoW 120V SI-0240,240V SI-02S1, Val
AtTjihmern No. OA- 0S70-010
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ME/TTHEL

tyyOsiu 100nyx* US opiouc pnd rpv ovdpiitp KotiCpop louisviaAiov
pnopiivo ovpilci peso np sOpprys |i( inoTIAcopo ip« (sxp oniixovisp tov
Onyx*I£ (Old tp iwpuia ips 2yxv«p<.

ni2sii pdyo pc 10V ovilxtipd oocyts vo cippjsiit to Onyx'US. Hxp||sp ipx
nsAOppe ICU X<P4«ym ipv npowopsp TOVip Ao u pnopcivs O iryt\ltl tc
piltp iMi ka3ndho Abyu nTpLLAnKK nicope siilv ncpvnuop Ipfpotpe tov
MBNppO

lio|W ti~ii rpv tyxvsp cév 100nyx* US iev ancixavicno jlyslvsyiex and lo
dxpo TOVKfISiippo. tdv ppotiiOu S n i~ pnopci vo npctAptcl uicp|LLkon™
nicop Coidtpvfyxiiop tov Onyx* ItS, cnoApecOnc ouviXBcdmoOnyx'US
ctepycioi snP 10expo TCPKsdiTppo. Oi 6o«pi2c 28c4ov 6ii nnepLIATp ntiop
u i pptp p.iopovvys oopfowv fv cyi[viclO,0S ml lov Onyi'US m i 6iv
sr.cixovMici [lyolyovto( eni E6xpo rev kasnppo.

liopMptic rpv 2yxvop edvoiolfvOtiic svtppivp ovileiafp sioy u 8npp«
H outppTvp Mju 2iyvep< pnopci vo Ofc&noi sipv Ipfpotp lou utcTppo H
dwvtxpi: NnPICp sc 2vo fpsypivo (sOappo 8o 0OpypCtl oip pptp lov (sOnppo.

Mp iio(OfMC ipy lyyvop Onyx' US yre ntpiooOupo o 4 iiio Xmi npw ipy
tnovivaptp ip ( <Y){uopc. Mnopcivo xpo(Ofci sitptonoipop too Onyx* US ore
oxpo 10V XBn(|pO npoXoAUMOC Ipfpotp ICS xoBnppo M | pxppep sncpll«li(p<
nliope yiaipv onOfpotp lov pnopci yo oipypoii oip p*tp lov menppo

Aloxofn ipy lyxuop ovnopaipppOil ovivpoAp iisinoAp ipe 6mpnpo» lov
pixpoutnppo HostpopliKii*iipov loupixpoMOnppopnopiivooppetvci
OndMdcippo Cyafpotci. Hdvtpop ipe 6iop2ipou lov pupmosuppo pnopci
Y0 xoOopMBil ~iioio end oriivooxdnpap dinApe ovyvdtpinc pc yoppAp
peytdwop p pi iiotwooio *06ixciixs?<n*, i tciotovree lo pryoAsiipo duvoio
ipppo 10u piKpoxodiippe

Empupc oxiivooxomnl onukomep npinci vo disippchoimio ip iispxdo
ipe nopoxi“e lou Onyx* US AMfopiiixa pnopcivo npcxiifti cpMpdc pp
oioyivdpcvuv oyyilwv. Avio8ii p onck6ymp ei onoreipnoii oippp i«id

ip Sidpncio rpc cntp”cope lov ipfloAiopoii, t IAMATHITt ipv cyyviop too
Onyx* US pixpivd onoMiooio8cl (md p atopurk encmdvtop.

12, tovyio 2vnv ip8oAiop6 onoaiiilrei u i iisTcpp evpiyyo pt Cnyi” US. ppv

ofoipConc 10V npoooppcyca end rev koBnppo Oiox noipodui pvia
cuoryya pc 10 Onyx” US. onAuc opoiptdii ipv «cvp dupiyyo and lo tyyus
[Mpo TOV npoooppoyCe «01 owdcdu ip yio ovppyo dioy nposoppoyio

13, MnoipvflAoxApp««pipccyxsepel;vOnyx” US nipipevmpipixo

deuicpdAcnto. IAofp'.vc dvoppofpoif pi ip oupiyvo loi oipowixiia,
ipo8p (ii onoAd lovxaSiippoy'Vvodoxivp ocii reixpoytio Onyx'US

lo  nopaxdru livai pionpooipnucp iiyvixp ovoxipope lov xosnppo

MnoipyoAoxAppropipi tyxsepe lov Onyx "US nip pivnc Ayo
6eunplAwo Ut X010y ovgppofpoll IAofpo
AfOipiincdApipxoAdpuononoioyui8nppe dnpioupyuvrecAiyd
CKolooid iXtpc leu xo8nppo ytovo 8np oupypOc pm p (pp idop oiov
(oSiippo

Kpotpsu Tdvm6nppa 0is8ipo xoi sip ouvtxc.o ipojlptic io«
ppoiponoiuvioc p» yppyopp (Ivpop lev (opnou iNe epMiipd npo<

10ditii) 10- IS im yw vfl OfoipiocTCi jv (0Bappo one Toixpaytlc
Onyx'Us.

IHMEIOIHT AiviNginnopalipin vo ip<i{1p(ttc loy xoBnppo nipioooiipo
and 20cm.

XHMW!A; Aulilp iiyvniABd iX" o(JoAoypl<yio toik uBcnlpic Rtbor

Cestina (05

Navod K pouziti
Kapalny embolizacmsystem Qnyx'

TwHLW
fedrlAlnl likony USA omecipi piodtj loholo cali/eni pouce pro ietoie nebo ni
IAUNKy ptedpis.

lore niiieni by mdit pouiivAt poun Itluti\ dolxov cnotosli onpioprefic o
perilulonnlthinleryeninich pmtupd

POPIS

Onyx" US|r neodhepvnl tebuU emboiizotnl Ullu ilolend t bcpoiymeru tVOH
(eiylrmytnyiotkotiel) locpvSiBndlig « DMSO (dimethybolfoxid). se »npendo«Anymi
mNai!Tkoplxlpiml {itikemi Unulu {oU konIMitni UUrev pro im¥trek vizuoliNce pti
ikUikopll lekiily emkoliMW system Onyx (ItS*! Ivoti |.SmtUhvitlu Onyx* US,
1.Sml UhviQu OMSO. dve 1ml stliUliy pio opliiuctOnyx' ItS ojedno Imlist/ikadiiA
OMSO Pio plhtup kmistu emboticice xe povtlvA ap M n f mtktokoteir kompailbitn!
SOMSO, krety je indikoyan pio pouiili yebnim i nftvovdir tyitdmu Adaprft
mrtviol stfikAtky Onyx' US » kotdtni, ktny sf piwUyd umosuind, je plisivienitvi
lysfdrouOnyx' US i vytvJll io/J!t»ni mell jplikifni sliSaJkou Onyx' US i
oplikoinifflkatettem

PRtNCIPFUNGOVANi

Onyx' US joaplikovin pies nikralutd|i do arleriiivendcni miKoemoce (AVH) pod
skuskopitkou konlmlou. Rocpouiltdlo OMSO se recptyliv ktvii inteistkiAlniih
lekutkiAch ) rpjtobi, 2e sr kopofymet tVOH i suspendovuy Mabl vartinsilu u
VTiiikv bojboyitdho, soudUndho embohi Onyx' US okamind yytvofl povtilioyou
vistvu. piolole polymeini embolus Ivrdne cvenii dovmli. piicem2 se posunuie dole
disUlftd do tdvy. Pioiofe jt Onyx" US nejdtieciynj, mite byt mikiokaieu ponechin
nomKid bdbrffl pomalehe. tepobyandha vstlftovini. Psenboticaci Ice provdsi
anpioprafii pn poneihini apiikadniho imkrekaldini na mbte, 102 ttmoinuje Idkaldm
piovddd: dalii vilhksvdni stejnym mikrekaldtiem. pokud le to capotrebi

INOIKACE K POU2ITI
tmbomaif lu y pentenitm a nenrevdrr tdvnim systdms, vdelnd atler cvendenf
naltotmaie a hypenraskuliinkb nidorii.

STAPA Dol
Onyx" Its )e k dhpoc ¢ Ve tech ste2enith pioduktu Onyx' IS ItS 64 fVOH)
Onyx' MItS BSVtvVOdiiOnyi” 34ttS,8' tVOH]
+  Onyx” 18Its aOnyx'20US Dop.iuterypiepedikstAmlvstnk.vAntv
blukosli loZiska.
+  Onyx'-34 US Oopotv eno pra emboScail vyilkh pratokda dettiih
pSIWovych pfykii

KONTRAINOIKACE
Onyx” US non ndiknvin pro povtiil u pfedfasnd natocenyib ddu,< 1500 9* nebo
osob svyramym nantlen m binkei latet

MOM KOMPLIKACE
Adenmo2nd kamphkace fflcirepnd palti

+  HemalOffi

Tepenna irombdca
*  bchemirkd pfihody vduilrdku embol ckd m giacr, vacospasmtn ttombdea
+ Uvunutikatrtni
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OkwWwf HiiVIflui Onyi* 1{Spni)' K ra;boii)*aii mikrakjintn.
pik'fm} it ujBlitt, }t b«ieir piipopwin wnfv lorb.Yo*™ )Mny viduch.
Viliilnutim Onyx" US fflhntli DM50 Vv Umifl! pijxi »t
aapcn)b)t, gby BSOnyx* IES xjtiiloxin ustalnwii lyihlani 0.16 n»l/min
;0,2Sm1/90Hkar:a) Nfp)fkf»2u)t*0,i m min

Onw'lts xnHWle Ihed pgsirkhifil. \griviienasaof>kuuwini
VWU, {o2xfalf kt SMroviguiluki Onyx I Skthginnifttgini.

Kr «dtikovini OnyX"US pguliwitf pouia llak pgitf. Ppguiiti derdniky
Kk poorupistulirOif ohjd kprsknutf luUni v Codfdupftinkfitf tUuv
frpodttfcplniUIMi

25t niftikowV, pekid nfol Onyx ' If $kvealiyevinpliviadjpui hisw
kgjitini Rl cbicty kugpini lutclini. Ot ciit K ANSchuninhiu ik,
8Vign«Otoychi Onyx* USifvgig ovffuitt, 2Oy’ Its wychiiir
kkite 2aulgnpraklio. It kpigtokut plidinuil mto daat, pecig
;gmumommtm(-mwaw('USamwmeﬁnﬁpxﬂivpi hau

2 ritAkoxdn(, poditclcike nySujkiinadpgriVEafiy 2xyiani thapD
(rttScovtaimilt byt dvMokim upini kalbini, PakaiHowrkoydrl co
wgmarchekelottu itk praiknet katolr.

Hiptinaigvstitginl O’ ttS reiH twl ovi mirgypfddqeloanym
«fikaxanim Mih dgatkgrtvidnuli Ony” US xhiatuikaittni, ably kuffpchi
ke, Mwﬂr@tﬁﬁmﬂummmmnmyet

Phwitgvittikoveni, pded g potstrrineabnainteln dobiact primhu
miietoiiu ZySgniprinPri rriqjanNra(‘mr_ngﬁtﬁpdjlladr]
boySiniprimtT) mkTHketoiwijg (kg pito ‘ohaiteaikid ik s
ptritchjvfien” rbopptapmmeponint twty’ peAoumAninfuttSn
fidatFhoptuiign fiiknkatotru

Mfkvimi skiaskopkid vianelceig mini bytuditivina potitou chbeptiedt
QW US, piolofgv qrexrapHecknillddk kgrimiCadrdineang
foly Pelyd ke bchgmgnrxdiviiribs taleeku djekt ittAtvinel e,
ZKSTamapliked Oy’ US, ddd ngri acthAmviniaiiut; drogra

P Rdudigkftnbofitad xytadodnednin sthialka Onyx ' US, ngodtiiauitt

idbpiditi kalfin) Koy je piptaxina rarastfikartaOnyi'tS, ighhocty
eckiiafig e

dmstNele pmiimindto kpfr<ackpPri apopaitf nowgy

3 Rmmwmpﬂgmrﬂ@ktdudmmatg
SHeatkuapgomopatn; i kaign abaigeddiot L
O'lts.

hailgoh)i pikdady z00douwinuii keigtiu

= Portpkareniminkn@fOnyx US pokflignikaitkiglund apek [dsg
nesgitg tiikeOtw

. O:tnaﬂtgmhmlathgpammomdlk{gwgmpn
xytagmingerepdiv iytigrakaikdi

- Rwk lddﬂamwfﬂgjgrwvnmmmh(l@ﬁ
dppiae) UI0- I5ampinecttyiketidn aotitiy Oy 1tS
Rﬂ\mﬂmlammwmmmrp}m

FOZNAVIA Tae tffmikanghylakelriodre pegietotry Rier
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Magyar HU

Hasznaiati utmutatd

Onyxfolyekony embolizdio rendszer

FIGYELEM!

AyAyal gt Aimkjgvoisi twonyg ighelognggakkiiPk gk
g alul vety cvot i etweypn attokdiingid

1gtai guikd esskgyenonvoici batrmilhetjek, ekik kriiddqopon jArtatak at
anjigtaCekn ppK ilAnbopeatiniaioc d jariidden

le(rAs
Nowwwmtdmmm "aid [rebolicSyigm US! giy
ngiageck folyokpreg ritidoatfiaryey oy szartcid (V)
yepyuiftoon(@acket filkn xmi alkolog) V0H) ki gibd p tajtpondal
mikanitatt ljntalpertgl 4, gfiugratQpiaakalmetaukor kx tasttgl Kqota
noofignitcidbg A70nyxUS' oyl Snd gsOnyxfSbolAt tgyl,Snf glOVBO
(i0lat kgl 1M Onyx ttS adegp: (gokgrack Ayt mike DABO(@okgrod
taitme: Atgiwitcakgychg twtfrd hotiAKifigt aoy arguaeukalAs
ignditgibon lectgdreLnaialiajavaler. OVES kapetiitkackpigmikiskatrt
mmﬂrwmemmmow LESecepittat Oy US o
% antlyhingti ia at Onyx' USackislo ftokgnokd i at acegpld ety

mOkod”si elv

ALOnyX Wlelyectyq! ooy itk kalsifion koiesitul kgt atciAvg A
cHoinitA (AM Ignittgigjullalni tunaicpmioyggemglfil AVED oiceto!
tidtostiik axgthgngia kititowat ffyecdden amat VCHIgdinotPa

tstoyo; lamNMlhgmagmtdenaanasak lergini gidatta

AOny®" US atorl bddirftoppt ke, amt aypoiingt grriodus kvOrl boftid

mypstilaicll naloonat diondiiitU HetbitArykenlo/Ateiad Mg at

QW US ryareged amikfaktdigragychingybitoslanu dfigrtan
ingckkarbapUakthy.. Atacbooig mikavetclnt by bntertisAyal chetptid

apadigidita. oangegala amAlta at onT stemAvalghddvakAli bogy

itAktig tigmt toAi iniguibkai adjanbt Lgyeretenarikdpkaictyrgritiostiil.

felhasznAIAsuaval latok
tftick griccizAdda
atioiiAt xgra dgomitAt i ahpg\akUds lumoidatu
kiszerelEs
A US reianidgher RysauckentincfSgd Onyx-S|6%haH.
Onyx 2015 (54 FVCH ckOnyX-34 US BHMWH

Ony-Bits SOn-2DItS Aricshetgctvelgt oA

ifigdidckichiaesy
= Onyi-/Tits NegyodoArawi eyt fistiuia-osugigyckddl ek
griditAdCtoiaxesalt

Hon bogitga

ELLENJAVALLATOK
AQW’ USrgriastoTiorait ight cormi(< 150g) e mlrkdich
gebygorectiorhugnvrApAig Tk gy

potenciAlis szovOomEnyek
Aty chisi

kelrit, chngmkitAidagosan akpugiotok

aldfifs itorbotiS

gn‘bdi{isgivqulat, gigdiu tmmbygiit miatii lukd-mat gtgmdnygk
ketolg bgstonilAu

keldg toicky
atgrbostAtidekotia hinpdnanik kxAttolsgogitis codTthgg
ootarek

abgsttmib katdig? gitAxditAsAfaigtl kiidilgtgkkg! kapaolatoi vgtigsgi
ttdxgdmdnygk
BifkatisticiTiAt ecyvejtics sirhcthehyok il uridiorels
ook taerdet chcgficprion belAt deatheinek

AuntAlfdm dk at Onyx" US anyaga kotbal d'dktromgj ix kdptiddsdndk

Idbgtikdgd mlatt kgnl”* amonopgUth glgibc

rktkdnk Kasti a

bAVM-gk dkat Onyx" I f S(tfyaddkkal dmbagilii# artdtUi-wnis fljttwla mdtdil
idktgkcidta sofan A bipoUiik gktkstBkel dvatckan kgll baktnAlni.

ft at gktUt STIRIItN kgidl foigaiomba, dk kitArdlag ggyutt hastnAlamk
Kg kdktitsg gid itira. ds ng sigriiiiAila ujta! At hmdtgit gldkdstndk ds

at lipaslgtilitAUt mggnbvdIW'.i a bftgg fgitdtdkdngk dk at dktkot
igl)gk<tmgnyromUsAnak kngkAiatAL

AOMSO dk at Onyx" | f 5 bdigeskgndgtdkg.sgt kui'olag at Onyx” ttS
(geskgnddkgt haxt.-Ulla tiAAstdulKat. bogy mAs fgeskg.nddk ngm
kompa'.ibilisgk a OMSO vggyulgttgl.

KiiArciag OMSO- kompatibSe mik mkatdtgtgkgi baunalion. flifwdoHiat. bogy
mak .-nHuckatgtftgk ngm kgmpatiblingk a OMSOvggyiilgRg!, dk baktnilatuk
liombogmbcliAs dsgmdnyt xabhal ki i kaldtgt kirokodAka miatt.

Mindig yggye figygtdmbg ail a Ighgtdkgggi, bogy at Onyx' ttS
koicionhalAtba !dp ggygb g-nbplitAld haidanyagokkal, pdidAul

uar , bgvo-katok i gkkgl, ! ds xagy gmbo.vild
gbfflbdkkgl.

Avdigtgk gltAiAsAiuk edijAvai vdgtgit gmbclitAcig magas keckitalu
bgavatkotAs! leldnt. A fctavaikotast esak stakoivm xdggthdii gtr.gurn- s
pycifgiias bgavatkotAsokkal kapoolatcs .-nggfniglj kdptgs utin dsa kgtglgndd
patcidgia. at angiogiASAs mddktfitk dsa stupgnttlgkliv gmboliticld alapas
Rmgegtdbgn.

Apacig.ns angioanatgmiAiAnak mggkptglitbgidngk kgll tgpmg a mikraiatdtg!
otksAnak a xtgnciAlisan agyi idgggt UpiAid at tdiia Agaltgl deTiilis itAnyba
fgkxi hg'ygn laiidno glbglygtgsdhgt.

Haat angtegraba an mutalja. bogy at AVM vdnas drgnAtsa majdngm ggy
iddbgn jgignikgtik at atldfia fgltditoddsgvg*. mgg kgH (owolm kjggdstitd
tgkgio baktrUlatat.

AtOnyx" US idd giplli mggstilArduiasa koxgtkgtbg! bg, haa mikrokatdir
lugi-csailakstota bAimilynn mgnnyisdgii sdoldaiial. xdttgl vagy
koniiakttanyaggal dnmkgnk.

Haat Onyx' i f Sfotyanatok kgygrdsg ngm lartbalo fgnn astuksdggs idgig,
ataUntil gldg'fgn ttuiipgntid;ai grgdmdnygtbgu. ds at adagotas soun
gidgtgign flugicsikdpw mggjglgnithsgljathal. A kgvgids utAn atonnal
fgtskendgttg bgat Onyx" US folyaddkot. Haat Onyx” US bgfcakgndgtdsg
glbutodik. akkof a until IguMpgdhg! a (geskgndebgn. h a bglgakgndgtds
lotan (onaihat at Onyx* IFS fgiyaddk mggjglgntidsg.

Afgakgndp ds katdtgi csatlakptasAl bittpsitd Onyx" US aoaptgi alkalmatAsa
tgobkkgnti a mlkioka!dlg: mggadotl holltgidt A mggfglglA tsokkgnidsgk
gWgtdkdngk glirulasttAsa ngmkwant gmboliiitidt okothai
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Aittai o borfraitn it . Koa tetslfndSnnt nosfis(iw (IMtilUs AitrineU.
AmfgnewWMt btftcslendtjhi fii okaaka!f»( «laiilWAw td»d. LWArMor
kaMnfco tJrt*no Myafflatos bofrukondraA akai”itr titMhea «nthot.

Ne Hakitsamtg 1 Ony»* IESbrfKskfndf/Wt kAl p«(nA! hoauabb /14
ariamJitlt btlt<S«idtitt tUa AiOny»” USmojwUfAaUu koartkeAtt
to aka;o;m csucUnAl ar.la katflor rlii; 6(UiAho2vmihat if a kattri
dalimfatSnak mfAuunlcAiArr alkalfflaaott tvtzMt trit katttii

okozballa.

Alksalaabafnilandc”!, AaamiktolatAlH AsiriAfiiAnak lanjrlitfIK tigulAu
Nuysnn6 me”. Armkrekatfttr limifojAofk mt*novakaitof rtidrt<(on
katattn [Ne'aih«(. A mArokatAtaa atmAt9|anak ma”* novfkadaaa a lagjoiiban

s RajyfUsii. dupla iiHMendAi fluoraizASplavar AltapAluiO ma” yai)y
laltAtkAparfal)iri»al. amikmkaialri lahaii lajnagyobh X rii virtjlUa.

AzOftyi* US ada”oliu min mtjltitU fluozmzkepot ma*anltAsi kak
fanntanafll, kWSnban a nam (Afrott aiak anbo%i11(ch kSvatkazhal ba, Haa
ma”jalanitai az ambehziziei ajjatas alan bAmantiyi kli<a maguiniV, akkot
AUIISA IE azOny»” IfS ada™oiasib airiq a ma”rialj ma’jaladziA» iwiAt
halyia naffl ill.

U.  Hamisodik Oflyi*USfauiaiuld, ayansZiikia3azambolizi(ihoz,akkor
naliwktia al az adaplatt a kazAlenol Aulm alokhzitatta azii( Ory«™ IE5
(afikandoi. agyszanien lavoliBa el az iltaz fatikandSt az adapiai pioaimile
»a%(8. As f u'lakoztassa az ii| fasskandAt az adapiartiaz.

U Az Oryi” |ES bafatskandazasarek bafajfzasakot vifjoo nibiny masodpaicat.
kh rennyHA”al sz-bjon (al a laokaisddval majd baraun hiizza maj a
kilAlaft. hogv laviUsiza az OnyxX'* US aszkozl

AkatAiaraltivolitisinak al'.amativ mooszaia;

* AzOny!” US Oefeiikatidazaianak fcafaiazisakoi vat)iin neblny masodpattai,
majd kh mannyisA™at sn'vjoo,'al

*  Ffszitsao ma9 m-ndao laza lAszl a katAiater a kaUiti! nAWriy tantiraAlana
nyiifld hiizlssal, hogy fmom fesziiltsagel bozzon lat'a a kaiaiaHcndszaiban

< Tatisa sziliidan a kaiAtan, majd hiizza ki agy gyots Ibalidt tobbia forgalon)
uukidmozduiana; 10-15 zm-ta, AsiJyoliisa ata kalAlaitaz O ryi' ItS
aszkozbdl.
AKEOJECyZES: NamuuksAges a katatart 30 tm naljobbaft meghiizni

MEEIJEGYZES; Ezi a mbdszait kabat kaiaiaiakkal nam hitaiautaliak.
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Pycckuii RU

WHCTPYKUMM NO NPUMEHEHNUIO

HKiOKas BMOO IVBVpYHOLLS cUCTeMa

Onyx
[FECEDIEHE

Bcool|aralanc4 agapanavbiv)akoHflataAb(11om(LUA Ho naawa Hexat
npepaiirka ToMbu MaakuMMLL Y PAGOTHAKAM HMNe LW TamTy

)TO YOPOIiUSO AOMKHbI NPHMaHMBb TOTTbKO apayiit, 9 MOHHOI Mapa
OHVIKOI aHTorpachum u uf Nlpypru>«ykumn
Tpewaaypamm.

aWiE

Onyk* U.S — 310 Hag/Ta3upHoa xuykoe 3vGonuaupytoliaa lematrio,
(ocTokuae u3 cononumapa ){C |)THNaH-|uH>*noloTe cnpTa), pacTnpaHHoao
m/]Me3 (auman'acy.YbPOKCIAA). N TelllaHN Ora MUKPOHI3HPEOAHHOTO
NopOLLY TaHTana A1* 0GalliayaHVs KOHTPACTHOCTM NP PAHTTAHOCKOPHHECXON
pu3yanH3aunm Xuakas smeonuTupytoLas aunemaOnyx (EES') coctout u3

1.S mn chnakoHa Okyn* LES. 1.Sun chnakoHa 0AKO. btyi 1mn wopuga! ana
portaaku O.nysa' US nopHoro 1un cunpuua gns 0UCO. [ins goctyna kmacry
3MAO/M3AUTH) VCnorT|3yaTest coamacTnblii ¢ AMCC MusipokaTaTap Afis OCTapkH,
npajjHasHavaHHaiiT /15 1. pUManakiist + Cocy/a» HapsHOM OKTaMbl. AfjanTep
Onyc™* |ES ¢ MKTapthaHCOM Lu.YpUL-UTATap KOTOPMii MOXHO [pMeGpacTH
OT/E/bHO, AKMIAATCA IpUMaciexkoable esrereMbl Onyn' IES. obacnaumpatoLan
SI03MOXHOCTb MHTAPCHACHOTO COaAMHAHMS LUNpuLa Ans Aoctanki Onys' US u
uiaiapa gs AXTaskH

(V)

Onys" U SpocTasnAaks K apTaprosaHo3Hoi MasbopmaLim (ABM) yapa!
wiisapemTaTap nojj paH"a1ocKoNH4ackTM SOHTpoNam. PartacpuTans IAKO
PAECrUsNaTI B KPO U UTAPCTULMANBULIX XUAKOE TAK. | pasyribTaTa Yato
coro/IMap 3/1e 1 MUKPOMU3VPOaaHHbIV TaHran «bINaAIoT A 0caaok L silo,
thopmmpysrybuya;bluic|asarHbIii >Mbon.0ny<"*n$cpasyxaobpasyalnictHoiii
«apsiHiA CrIO¥A, MOCKOMBKY Me i 3mbon T 10 Harp:

OT Hapy)KHOM NONAPAHOCTY A4y TP, Y MPOAANCAATCA | cocyia 6oraa UCTanbHO
TocKoNbKy X1AKOCT ONYi'U'S FLNAakn Maa/iTa3MHOH, MOKHO Ha CMATLATE
MHKpoTaTap >0 [pams 8y PaHpyrMbIA
TBCTTMGO. MUTALWONHYHO . TMMOTPAAITTKT MOXHO NMPOBOAWTL, Ha TB/1aKas
MUKPOKaTETap 1 I0CTABKY, HTO MO3BONAET APavly NP HAOBHOAMMOCTM CAANATL
[IONINHUTNbHbIAUHBAKLMN Yepes TOT e MTaTap

3mborncT3aLia r ] 1OV COCY/CTON U Helipe IpHOIA
C1aaMbl, BKKTUSH apTapHOBaHO3MbIa Ma/b(hopMaLn 1 NTNIapUCKYNAPHTMA
onyconm.

GOV TCTIA

3mGenusnpysiwpiivatepuanOnyi'lESnociainBaicni Tpakchopmak Onyi'-IS
IES(6H X ), OnyB~-» US (6,54 « () nOnyt™-34US (k4 X ):

« Onyi*ie Its nOnys*+20 US paKoMaHAyTOTCA ANS TTHBEKUMIA » NUTatOLLYI0
HOXKY, IPOBOAMMBIK PAEIOM ¢ 04VOM N1aTooTMHackpeo npoLiecca

*  Onys*m)4 |ES pakomeHayatcs ana IM6CnHIalmm 60NbLUMX CBULLEBLIB
3/1aHaHTOS CO 3HAYUTASIbHBIM MOTOKOM

MO KA

(nctama Onyx' US HanpagHas-a <eHaAns NpUMEHeHNs Y HafiCHOLAKHbIs faTam
(< 1500 r) TI/M Y SI1LL CO 3HAUMUTENbHBIM HAPYLUTAMASK (DY-KLMM NaYaHH

BOMOHKBECDOKEHA

Bo3MoXHble 0CNOXW HM BKM)OHaOT HO He orp”mi‘WiigjofCR Hikecneaytowmm

o0pasolaHue reMatombl

ap’ epuansHmil

wivemuiec(uéesisnebks 8pM pbtaie murpayum 3wt na. «.ocnasma,
Dom6oza.

FUEVEHE SIS,

Peb b lelen

murpauusiycTpon<Isan(Mriientema:epuana.

1 8

( emoppali“e(xuw|
OEMXHEKMaWM i pesy/isTare MGOAMULMK;

TeMOPParuieckue OCMIOKHEHNS, (BSI3aHHbIE CTIOMbITKAMY BbIHYTb
3allEMNEHHbIV KaTeTep.

NV VILWEMUYECKUE 1Y TEMOPPATHUECKME OC/ICMCHEHIN MOTYT IPHBECLU K
pasnuuHbIM H ffponoruyeckim iicTeam u, i

naogy

M A

Y06l M36exaTh BO3HMBMOBATMS TUAKTPKYACKOrB paspsa Thl4acruiy
TaHTana — WrTajyia, cogapxalyarocs B mMarepuana Onyx* 1E5, gna
XUPYPru4eckoto yzaneHus ABM nn aptaproBaHOSTChIX (CTyn,
3MG0NM3HPOBAHHBIX C MOMOLLBB) ONyX* US. TrapakomauzyaTcH pUMEHsTL
MOHOS0NAPHbIA3N1aKTPOMYC3NYACKMYNPOiNi bUNONApHBK yCTpoiicTea
C/IE/1yeT NPUMEHSTH COCTOPCAUKOCTBIT

OroynpoiicTe3 noctas-nekn B CHPUIbHOM BATE TofibIlu /151 0A1HOPaTOBOCO
npUMaHamcst. 3apaiLiaarcs NoABepraTb ero NUTOpUoi 06patoTka Tera

MosTOpHas 06paboTH 1 CTap! n puckn

VH(ULVPOBAHIA NALWEHTA U HapYLLUEHS PaBOTBI Y NPOACTY.

[ns BB3aHKeA IMCO M Onyx' 1ES vcaonbTyiita tonbM Wwnpuisl Onyx' 1E5
[Lipyrve wnpuup! Moiyi 6T, HacoBMaelwMbI ¢ IMCO.
VcnonbTyilatons lalapblays, OM( [Opyrve
MMKpou|aTapbl MOryT GbiTb HaCoOMaCTMbI CIMCO, 1 VX NpUMaHaHia
MOXeT NPUBECTM K TPOMGE3MGONIK B pasy/iblata AECTPYKLMN uiaiapa
O6s>alanbHoyumlbl [aiilanol N 103MOXK>CTh BTAHMC
Onyx"EEGefpyTU1n TMGANU3HP! i BaMU.Hanpumap.
LMHOAKpUNTaMM. CTIPA/AMM C NIOKPbITUAM. YaC THLIAMIA YA
MBOMM3MPYXLIPCMH Cihepamn

J /NS 3aKpbITUst HbIT COCY/I0B — 310
npouag)?ac |bkokolicTanaHm| pucka MpoLeaypy AOMKeH OPOBOAVTL
10aLparues, NpoLwe/Wwwi CKio akTBYallaa 0by4eHHa NpoBe/eHe

CTB iia XMW cocyfax, a
Taloke 06/1a/AloLMI OCKOHA/HBIM 3HAHVEM TILESIOTM, NauaHHa KOTOpOV
lbigonHsal(s, vorpad DIOKC(/ a TaKke

CynapcaakTMBHOI 3MBOM3aLM.

AnatoMKs (0CyAvaoii cUCTeMbI NaLyeHTa JO/KHa onyckaTb paaHautaxia
Hak/nauHM MUApoNTaTapa B MecTe, «TKTa/bHOM K apTepHasibHbIM
BaTBAM. KOTOPbIE MOTEHLMAIbHO MOTYT NUTaTk YapasHo-MOTIOBOV HepB
Cnegiyet paccmo|pa(b BO3MOXHOCTb MpUMaHauvst A0N0NMKIansHoi
CTMPaK, ECAM aHTOTPactst NOKAXET NI0SIBaHMa BEHOSHOr0 0N o U ASM
NPAsTU4acku OJHOBPanabIHa CKOHTPa<lpoBauvam apTepum.

Mpy KoHTaKTa pasbama /lto3pa MUKpouTaTapa C/IGbIM Xonnyacnom
(HHTVOMONTUKKOKO PACTBOPA, KPOBY /M KOKTPACTHOKO BalljanBa MOXeT
NPEM3ONTH Fpax/aBpamMatMoa 3acTblbliHAa Onyx* US.
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NPEAYNPEXAEHNA
h'NoeiwatHMt r*"FioMMO HFnprpwtHe nepcuFUMiatk Onm** I ti a
Ku(Hnc yuuMHoro npa1(k>Tkl 120 MuHYT) MK ncHierm s

HIy&OL/YT|opWTT JIkH<M ptHTTFNKUr. HHFCIUIii sUTya/IAHLIAN npu oaaan

BauHTF Oflin’ LU (p4i)f imnt CMIWMMHHN tO BPOMH NOATUHSA
Ony»" U5 npounAw «ingw H f twtxu e wr.puug ( noaifgynHu»
WUTyaoB/ICBOPUTTNIBHOAPMTTONOCKCTKHKBOM MUY ANNMULXiA

[ina BBUtMU Onyx* IB K/Onbi>iiTe TonBu anmmm bubl Mn lunaua
[IBBXHM WOHbLO AL NPOABUXKNB» NOPLLHSI OPU MAYIOPM SATBTTPA
MOX(T NPUBKL APaTPLIBY Uitropa B pBay/iblaTe PBBMLLEANS JaBNIEHIS.

Mpexparmre BBesjeHIe, ecnBbIOA Onys' LB 1a HastoHeuHnta ureiepa He
BU3yanHaupyeTn E cnydae 3akynopuu tuieiepa MOXeT {MTb npeBbm3eH0
[iaBnieHve to Bpems BBefieHMA ONyT* 1B MOCTOSHHO NpoBepsiiTe, MB
Onyx'*US BBUOAUT U3 SIABOMEYHHM «TeTepa VcLinaHme HoM3ano, 4o
(MWAOM BYCOME BNV e U paspe» MOryT UMETB MeCTO Mpy BBEASHUA
005 mn Onyx*" 1C5, ecm He B3y P BbIX0/} 3MG0NM. )
MaTepuaa 13 HasioHeu LN MTeTepa.

MpeupatTe BBef , EC/IN OLLyLLiA cosp e
wnpuza. YBenuueHe yCums npin BBEAEHIN MCKeT OB/IB BbI3BAHO 3aKyNOpsIoH
KateTepa. MPOAO-TUEHIE MHBEKLA B 3aXyNIOPEUHbI Uieie p MOXET npusenm
K €0 paspbigy.

He npepaTBaiite nHbekLio Onyx” 115 Cornee Yem Va /1Be MUHYTbI Nepef
NOBTOPHBLL BBEAEHNEM. ONyX* ItS MOXET 3aCTbiTb B HAKOHEUHIKE kaTeTepa,
UTO NPUBE/IET K 3aKynopKe KateTepa, a iPUIOKEHME YPEIMEPHOTO yCUms s
MPOYCTTTI KaTETepa MOXET CTab MPUUMHON 0 paspbisa

TpekpaTyTe BBE/EHME NPY aNOMaIBHOM YBE/IMYEHIN AvaMeTpa

pa MUKp! Tepa MoxeT OlHaualh
yTO KateTep 3a& F y croco6om onpe yBe.«4eHne
[MaMeTpa MYKPOKATETePa SONRETC/ PEUTTEHOOCOMNMS B ABYX /IDCEKLVSIX C
MasbIM yBE.'MYETTUEN WA IPOLIEAYPA *0TC/IEXUBAHI» CUCC/IEi0BaHAEM
HanBobLLel BO3MOXHOI HacTin MUKpoKaTeTepa

to Bpems AonasToT ONyX* iES CneflyeT BbINO/HTITb PEATTEHOCKOANYECTTYS
BU3Ya/IM3ALLHO /1 TTO/YHEHW YI01/1eTBOPHITE/IbHOTO M30GpaeHms,
HecoGrio/ieTMe 3T0TO YCrIoBYA MOXET NPUBECTM K 3MGONM3aLm
Hexenare/ibHbIX Cocy/oB Mpy 0TCYlanm BU3yannuHKH B NioGoiA TMOMeLL
Ha NPOTTTXeHWY MpoLeAypb! 3TT«GBAMMWMITPTIAET LE BBenenme Orayx: tS,
noKa He GyzjeT MonyqeHa J0CTaTOuHas BH3ya/H3alla.

12, Ecrnupas 3m60; TOPOiA 4Cnyx*145,
apanTep u3 kateTtepa. Korga HoBbIA wnpuw, Onyx' 1{5 Gyaet rotos k
VICTI0/1530BaHMIO, NPOCTO OTCOEAVHIUTE SiYAOALINPUY O NPOKCAMA/TLHOTO
KOHL{A 3anTepa i NOACOBAMHATE K HeMy HOBBIA WNpUL,

13 Mo 3aBeplueHnn nHbekLm Onyx' US NogoXaNTe HECKONLKO CeKyH,
HEMHOI0 OTBE/VTE NOpLLEHS LUNPILA, @ 3aTeM OCTOPOXHO NOTSHUTE
KateTep, UToBbl OTCOEAMHITBL erooT cMeck Cyx' IES.

Huxe onucana sor METOAMK) H: Karerepa;

+ Tlo 3aBepuuieHA MHBeKLM OnyX* US NOA0XAMTE HECKONBKO CeKyHA 1
HEMHOTO OTBEAMTE NOpLLEHb LJPULA.

* BubifepuTe BCIO CriabiHy KaTeTepa, BLTCALLBAS N0 HECKO/LKO CaHTUMETPOB,
4T0GbI CO3AaTL HEGOMNBLLOE HATXEHVE C3TaeMbI KaTeTepa

*  Kpenko yaepxauas Katetep, BbITxHuTe 10-15 cm kaTeTepa GbICTpbIM
[ZBIDKEHMEM KVCTH |CrieBa Harpago), YT0GbI OTCOE/AVHUTE €ro OT CMec
Oonyx-Its
MPUMEYAHWE. He HyxHO BbITANMTAATb KaTeTep 6oee Yem Ha 20 CM.

MPUMEYAHWE. 3ra MeToAMKa He MOAXOANT ANA KaTeTepoB Rebai

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

Polski
Instrukcja stosowania

System pfynowdo embolizagji Onyx*

PRZESTROGA

Pfftvo feEetalne Sunéw 2,>eidnoc.'onyth zejTiyala ria TpTreiar, dyctrybucip i Taryiie
jrzadzenia tylko pim lelucza lob na te™o zieceiTTe.

Tomz"dzenie noze byCalywane wylpczcrie pizez lekatzy Tiadarirme znaj”cych
ptoceduty atr"Yourabu prznkémyrninlerwerK|i natzyniowych.

OPIS

Onyx*Its tesi iradkien do emboiizacfi w poitaci nieieplle”c piymj. w skbd ktcie"o
wehodzi kopolimer EVOH ieiylenu z aikonolem winylowym) lozpuszczony w CM50
(<utfc!lfi\elT dinetyiowy) izawTetina rozdrobnionego puTuiru lancalu TarybesyTTT
jako T'odek koncrasiowy do wizuaiizacti pod konTroL} MyorosTicpr3. Sycten plyndw
do embolizacy Onyx (1tS") cklada sip zamputki t 5 tnl ze iiodkie m Onyx" US.
atirpulkT 1,5 ml ze bodbem OMSO. dwoch clizykawek 1 nrl wpiowidz.ajKeytiT

«rodek Onyx" US i jednej «czykawki 1m| ze szodkiemOMSO Kompatybilny zOMSO
niiktocf**nik doKUioartcy, krdiy wskazaipr jest do stosowaniaw uUadzie nerwOTW
naczymowym, jest Tizywany do Tizyskar.ia dcstppu do nstejira embolizacii. Aiiaptef
ChwnTKiTczykawka iciterffjSij Onyx" US spizedawarty T330bnojesl uiz*dzenTem
dodatlowym Tysrerrm O ny x'If Szapewniaj<|cyintertfi5 porat?dzy wpioTHadza"\r
sttzykawk” Onyx" IES iwpiowadzaucym rewnikiem,

ZASADA DZiAtANIA

Onyx" US jest wprawadzany pczfz mikmeewtHk do wad tftniczo-zylnyth pod
KkonWloL, PuorTiikepH. RozpTnZcljbik OMSO cozprzesHzfnta sipwe krwi ipTynach
Ua.nkowych pow«du;dc. ze kopolHrer tVCH i zawiesirsa pioizktr untalj wytijfca
s w mieiscT) w postaci wbaanepo, spdjnejo czcpj zaloiowe™o. Ooyx™ US
natycismtas! (omiTiluje powtoakc w posiacT pokmerowe”0 czopu zaiorowego,
zetTalarjc s? od zewrutiz dowfwngtrz podczas pizemeszuania sipw naczyisiu
w kierjnku dystainyn . Poniewaz Ticidek Onyx" IES jest nielepki, diatego podczas
powoiTeego, tomcolowanego jego podawama mikiocewnik more pozosta<

na miejtcu Dokcnamr oceny pod ksmiolp angiogcafn po embotTZacjt nsn/na
przepcowadzac z GosiTarciii cyT pozc namejscu, co
pozwaU teka'zewi wjrkocrac dodatkowe wscizykniecia pfzy ulycto te;o samego
miknHewmka, jeSit to komeczne

PRZEZNACZENIE
( mboRzacja zmian w ukladzte kjcvionoinym obwodowym | ukladz>e kiwionoiity. ri
tystenj ntfwowego, w lymwady tftntczo-zyliTe t guzow slinie u.naczynkmyth.

SPOS6B DOSTARCZENIA
Onyx" Its jest dostepny w postaci Ozech joznysb pfodakTdw, O.nyx*- IBUS (66
EVOH), 0nyi"-20 Its (6,5% EVOH) i Onyx"-34 IES (% EVOH)
*  Onyx' 18IESiOnyx"-2fl IES: 2alecanyw pczypadko podawaniado
naczyniowych szypal zaopaUtijgcych pczepiowadzanegow pcblizu ogmsk.
«  Onyk'-34 US; Zalecany do embolizacji duzycti iktaifn:kow przetokii z
szybszym pezepiyweft

PRZECIWWSKAZANIA
Onyx" US srejest zalecany do podawania woeEniakom (<1 500 9) hcb pacjentom
ze znaany DpoSledzemem faokcji wtichy.

POTENCIALNE POWIKtANIA
Wfidd moziHvycb pcwiklail naiezy wycnieniC cr in.;

+ Xrwiak.
Zal zeptca Tpurcra.
Ptzypadki niedokiwienia loowodowaiTe T>9(a()a zatoiPw. skorczem Tuczyii
zakfzepki
UwiUnigtif cewnika
Ptxnifcie cewnika.
Mi9cacjaurz™dzenia | p7 e r leizczenie si( opatrunku
Kewotoki ppkniptie naczyd - perToracja.
Zmiany hemody namiczne wywaiine pizez ecnbobrac(9 raczp raieC wpfyw na
posvTxiania zwigzane z odacem kiwoioanym
komplikatje Iciwolctzne zw4 zatie I pcobam' usunipcia uwi*zione9o tewnika
Powiklaniawtkcilek niedokiwienia tub odaisi krwotocznejo TT>94
pizyczynaC 1}, do iciznych (4nkr,onalnych deftcytdw neocoleglanych i
moz'iwoTo zgenu.

OSTRZEZEN"A

Poniewaz iscAleje ryzyko wysMpienU btrzrnia tamaiu w materiaie Onyx' IES.
nalezy wnikaf stoscwanu monopotamych urz"dzeTi do eiektiokaateryzatji

w przypadku fejekejl cbiwng'cne) hAVMkib przetok tttnkzo-zylnych
emboOzewanych plynem Onyx" [ES. UrzAdzenu bipoiame nalezy stosiewac z
zaciWaniem omoznoEcl.

Urindzenif jest dostaraane w sanie JAtOWM do jedfloiiztTwtgo ozytku. Me
przetwaczadani nie nerylizowaC ponownie. Pmcdiv przetwarzanle i ponowna
stetyiizaija zwipksza ryzyko zakazenia v patjenta oraz cyryko pogorszenia
paiamebPw dziaUnia prodciktu.

*  Uzywac wyigcznie strzykawek Onyx" |ES do podawania Sredkew OMSOT
Omyx” US. Inne strzylawki mogg nie by’ zgodne z OMSO.

m  Nalezy stosowad svykjcznie mikjocewfliki ev] kol bilne z OMSO. lone
mikrotewniki mogi nte bye zgodne z OMSO, a kh uzytie moze przyezynk sig
do powikiail zakrzepowo-zatoTOwyeb z powodu degiadacji cewnika

+  Zawsze nalezy pamiptac 0 moziesvym oddziaiywaniu Eiookow Onyx" IES
zinnyni iiodkami do emboUzacji. np tyjanoaktylaRaml. ipiralamiz
kotzuikami, cz”tteczkami t/lub kulkami do embohzatji

+  Pczepiowadzanie ecnboiczacjiw celo zamknipcla natzyil krwioisosnyen jest
zibiegiemwysokiegoryzyka Zabiegpowmienbydpizepnrtvadzanypfzez
specjaHsi{ pizeszkolcnegow i i 1 Tnlei jnyth
na naczynlath uktado neiwowego | obwodowego, posiadajgcego wiedzt
2z zakiesj paiotogn narzadoev poddanycb leczenhi, Itctinik angiograOll
wyjktkono leiekiywrej embobzatji.

+ .Angioanaioinu pacjenla mml byCpodatra isa omleszczenie kodcowki
mikcotewnikj w miejsto poinzenyn dystalnie do oilgalpzieiS ipminyth. ki6fr
potencjalnie raspatnaiy nerw (zasziuTwy.

*  Halezy fozwazyd uzycit soirali w(po.mag3tgcej. jeili angmaearia wykazala
wysigpieme dienazo rylnego wady tpiniczo-zyine prawie jediwtzeinie z
ucieniecHemtptnK.

*  MozlmotC wystgpienia przedwaesnego zeitalema Trodka Onyx* US jesli
gnUzdo Isei miktocewnika zawiera loztwdc sobfizjclogiune), knw Itib
komiast w mewielkiet doicl

*  Siak cligTeao mieizania siodka Onjrx" US pizez wyinagany aas
moze powodowac meodpowied.mg zawiesmp umaiu, ktdia podaas
WpIC ia moze dawaC nit iedAb wizvaHzaej; iloaioskopowg
Mafezy wstizykngC siodek Onyx" |ES isatychmiast po wyinieszaisiu. W li
podanle plynu Onyx" IESjest epoEnione, moze to spowodowaE otiadanie
tantalu w stfzykawce, pizyaymaigc sip do slabej wizoalizatji podczas jego
witrzykiwania.
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OSTRZEZENIA

fUlfzy [iwsu; m«?yUwa(. frtll ™ winubxjl bl kr Ony»" US ptiy
wyp*)fwier kort(6wli cfwnfta. Wi wkuplzadiolf cfwrriia, me» [u|LUp?*
pf<rfaoa»l«diMna foims vmtnyUwwu srodkaOnyi'* L{5 akusUmw
spriwdia” le"o wypV* MKin(@ulLl HwniU. Przrpiowatinnt tnty wykauty. if
mo?fwys”pk p»?fkiii(Hnie tHnk mai uidtodafttf pa wstifykniyau obtptevi
0.05 ml ptynu Onyx* US ba: wiatializaxp jr*a wypkywa pcaa korcbMkp
(rwnika.

Zatnyma< witryykjwanif, jtili wyouwalny |« i wjm t epani. W atit fHy
wxiryybwania me» bjk ipawoOawany utkaniam trwmka. Ksniyiuowanw
wiujykiwania w ptzypaiilui uikanf~a tewtiika n o» poycynk ii{ dajoga
uykedvnia.

N» m»yy ptzfrywa” podayenia itodka Onyx*™ I£S na dbuej niad«i« ninuty
piatd wfliTytiwanifm wxdmym, W koNlxnne ttwnika mo» wystdpi<antalenit
p<ynj Onyx* 1B, a iiTytif nadmtfttxgo tiinifnia dowyoynoMia (twnika
no» ipovvodowat jogo uukodsniy.

Zalnymad wMiyylowanf, (fll<w y ii* nadnifmtiaas»iRnif nplwdnky
mikrecfwnika Wiroi! imdntry nik/oarwnika mou wska/ywa" na ublekowanio
rfwnika Zwi{ks»ni<M nky mikrocrwnika mama najlfpie) okitiw poptwi
.dwoplaurzymawg flt kopip ptay niikim ttopniu powipkianiia* kib
popr»a aab»9 .mapowania diogovitgo* badajgc naivnplxay noaliwy fragment
niktMewnika

“rodek Onyx* US naleay padawat pod komtoL| wiavalsaa™ nusiMkspowe).
w piawlwnyn naie mo» dopf do enboKaar” nitwlaSaiwego nataynia Jeili
w )ak»ikelwiek thifli podcaai zablega ffflboliaatji wystgpt brak wlauahracji,
nakay WSfWY.MAf podawamoiiodka Onyx” IES do jfj ponowntgo

12, Jetli do fmbokaa<)i wymagaw jw dniga itraykawka at iiodkiem Onyx” i£S.
MK naifay atuwaa adapieta a(fwmka. fti piaygotoft-aniu r.ewfj «raykawki
If iradluen Onyx” US wynatcay po pioitu n«u2 postg tttaykawkf a
ptakiymalntgo korka adapttia | poOLicay< do nKgo nowg straykawkp.

. Poaakonufriu wtiirykrwania Jioaka Onyx” US pootkat kilka sfkund i
poivoii aaaut xtraykawkp. a nanppnK driikainK po(49'4’ (dwnik, oddaifik
g0 00 caopo Onyx” I£S.

Pcniaej prafdi‘jwloAO opijcnainp trahnikp wytiggania aewnika

*  Poaakoncaenij wtiraykiwania ptynu Onyx" IES poofkai kilkaifkund i
pomeli aa»ad

m  Utimgi vnryilkK xayitppojgtf kity na trwniku, ptottuigt go nadlugoiti kiiku
aentymtoow. aby iimoainwd nifiiuane roraLlg-nkenlysltmu <fwmka.

«  Pfwnif ptayi'aymat tfwnik. a naapp.nK poriggngt go laybkim tuahm. aa
do uilyiaenia aamasniptia tod 1ru1 do piawfj) na dhigoici 10 - 1Scm, aby
wyjdc (fwnrk aaopii Onyx" IES.

UWAOA; M fjrt! koniftatx porigganit lown"kana diugo](i vxipkiarj nia
20m.

UWAGA; Tatnbnika nk~m! praydainaw prrypadtu (tomikaw Afbar.
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Kullanma Talimatlari
Onyx"Sivi EmbolikSistem

DiKKAT

Ffdetal yatalai IABD) grtt”i bu nbaan utgi yaimau bir hekim tarafindan ya da
fmriyie yapilabilir.

Bu tihaa yalniata .injsyogfaft m ptrttilan ginyimiel pioxedliilrt hakkinda bitg«i olan
bfkimIfT taufindan kukandmalidi;.

TANIM

Onyx” US. OMSO (dimflil wifokiit) ipindf (daulmuy OKCH(ftden vhhl alkol)
kepoUmfrinOfin ve Ooioskoplylf gorjntulrmf Kin kontrast dajtutan wipaniiysn
Kalinde mikioniar loa tanialdan olu;an. yapgkan olmayan bu tivi rmbolik ajandu.
Onyx Sixitmbolik Sislrm iUS™). 1,5 miTik Onyx'* US flakomi, 1,5 miTik OMSO
Hakonw, ikl adf! ImITik Onyx" IfSuygolamajmngatiyfbHadft | nriikDMSO
)inngaMidan oiuymaktadu (nbobaanyon bblgru.nf rigtm {(Nenorovaskvlatur ipinde
lullanim j(ift rndiki olan. OMSO ilf uyumhi bir uyguiama mlkm katftfri kuHanitn.
Aynolatak laiilanOnyx” US {umgaXateiti Atabiiim adaptotu. Onyx" US
uyguiama ymngasi vf uyguiama kak» li aramda aiatuiun laglayan bit Onyx” US
liufmi aksfxuando.

AALI*MA PRENSIBI

Onyx” |f Stioroikopik konticl allinda AVMyf bir mikiokatflet aratiitgiyla uygulaiw
OMSO (iauautu. kana it nimtisyfl tivilata dagilatak fVOH kopolimrtimn ve
Jiispanilyon halitidfki tantalm in situ olarak (okelmesine it tungeiimsi, kohetent bu
enboiuthalinl abmaiina neden olut. Polimeiik embolus diyun Ke dogru katilayiigi
Kin.Onyx” US damarda daha ditiaie i.Krlerken bemen bir tabaka olii)iurut.

Onyx” US yaptikan olmadigi i(in yavat, konuotlu enjeksyonlat gerjekirstuiliken
mtkn katetet yerinde biiakilabllii fmbot>2aiyon tenrau anjiyagiafi. uyguiama irukio
kateten yetindeyken yapilabfir, bu saytde hekimler getekti~tu» aynt milm katetet
yoluyla ilave enjeksiyonlar yapabUii

KULLANIMENDIKASYONIARI
Anttryoxend/ maifoimasyoftlar ve hipervaskulet tumofter dahil olmak liitit petiferai
vaskulatiii ve narcvaskulatiirdeki leaysniarin emboluasyonu

TEDARIKJEKLI
Onyx” Its u( inun fot.muiasyonu haiinde sunulmaktadir Onyx” 18LLl (% 6 EVOH).
Onyx” -2l 1D (% 6,5 tVOH) b Onyx” -34US 8 EVOH)
m  Onyx*18USveOnyx” -20US BHIleyiopedikuiefnjeksiyonUiniduiayaktn
bit alanda yapdaiaku dneriiu.
+  Cnyx”-34 1D : Oabayuksek akgli ve dalu geni) fistulof bileyenletin
efflbot*syenunda bneribr

KONTRENDIKASYONLAR
Onyx'ID in premature bebekletd# (< 1500 g) veya bnemS bit laratiger (onksiyon
boruklugu olan bueyleide kuSammi endike degddit.

OIAS| KOMPLIKASYONLAR
Olasi komphkasyonlat ayagtda veritmiftit ancak bunlarla untili degiidu
+  Hematom,
*  Aneriyfttrombot
«  EmboBk migiaiyon. vaeotpatm. trombor nedeniyie oluyatt iskemik olaylat.

katetet iikgmast.

kaKteryftilmau

Cihae migraiyonu vr kast haieked

Hemorapvakaiart vaskulei yiiutma - perfoiatyon.

E.mboliMsytinun yol a"tigi hemodinaimk degijtkWer hemorajik
komplikasyonlara neden olabitir

Sikgmg kateten harekrt etiitme gitgimletiyle baglanttii hemotajik
kemplikasyonlat

Bu Kkemik veya bemoiapk kompltkatyofilaf. feyitit fonktryonel noroio))k
dffisKlet ve olasi olumie sono(lanabtlir.

A

Onyx'ID maseryalmdeki lantal meuKe eleksrik atki otasdignlan oturO,
Onyx” 1D 9e emboli» blTu( artetiyovendi ftstulun veya bAVM lertn
cetrahi Lin monopotar diiadanmn kuBanimindan
ka(mdmalidii Bipolar (jhaaiar dikkatli sekitde kuBanilmaMit

Buoliu STEAB olarak lagUnu ve tek tellanimliktK. lektar tytemeym veya
itfiBi» ftrneytn. Tekrat gleme veya itrrilireetmf, hasta enfeksiyen thkitiive
bositmu) uhae petformansi tiskml arttk<d>ibi

+ 084S0 ve Onyx" IEST enjekle etmek Litn yakiuta Onyx" US yumgalanni
KiMaoLu. Diger iuingaiat OMSOHe uyumhi dmayabik

*  Yaloutaevd OMSOuyunlu railuo kaieleileri kullanin. Digef mikro kateteiler
OMSOtie uyumlu oi bilti ve ji. kaleterin aynmasi nedeniyie
tromboembolik olayiata yel a™abiln

m Onyx” US'in siyaneakrilatlai. kaplamah koidfr. panikiiller ve/veya embolik
kiireier gibi diger embolik ajanlaila elkdefime gitme oUsibgim hei taman
goroniinde bulundurun.

«  Kandamailaiinm okideyenu ipn embohaatyor, get(ekir}tinImni yuksek
nsk lairyan bii glemdir Prosrdui. noro veya perifeial mudahale konusunda
yrleiti egiilral almi;. Irdavl edlietek paloloji. anjlyograb tcknikien ve supei
seleklif embolizasysn bakkmda kapsamli bilgiyc sahtp fair uonan tarafindan
ger”ekleytinimefidii

*  Hasianinanjiyo anatomui. kianiyal bir smiri besleme olasillti buhinan
ailetiyel dallaia distal bu kommida mikio katetet u(uyetie>tiiiimeiine
ehetijliDImalKhr.

*  Anjtyografl. AVM'ntn vent» dits aitrtiyel c
eitamanli olatak gerfeUeili~'mi gdstcrlyotsa ek koil kullammi dusiiniilmeildli.

+  Mikiokatetet lueii herhangi bit mikiatdaki salin, kan veya kontraslla temas
edetse, Onyx'IES viklinden «ue kattlayabiHt.

*  Onyx” IES'in gerekj'i sure boyunu devamb olarak kargltidmamaii. untal
hispaniryenunun yeletsia kalmasina ve dolaytsiyla uyguiama stiastnda
HosmkopX gotunluiemenm yete"lz ofmasina yblaabifir Onyx" US'i
lamurdAun somahtmen eigekte edin. Onyx” US ge< enjekle editoif,
lantal }itmga bl ¢ (bketek enjeksiyon sirasuidaOns™ LESm yeieiii
dii»yde gorunlulenmesini engelteyebilii.

*  Onyx"US ~umga-Kaleter Aiabirim Adaptoru nun kullantmi mikro
kateleiin etikette behrtilenblubeyluuAu a/altaraktu Uygun boylukiann
birakilmamau iiteismeyen embduaiyona neden olabilu.

+ Uyumlu mikro kateterlerininbit hlesi ve bk b«)luk btiguen Kin Ons Vnnga-
Kateter Arabiiim Adapidnt Kuftanma Tahfflatliti na bakin.

onlanendeyse

0Onsa" ITSenjektf edd tken, floroskopik gorunteiemede Cna* o katetet kimeni
boyvnea detlcdigi gondmefidii. Embolik maleryati kateterin unisdan gkmadan once
gontnlulfyebilmekKin. lloroskoplk gorunlunun minimum kaleter t adaptor olu
bo}Liu de”etine ulayilmadan abnmasi onetillr.
+  Ona* LESlenjekte etmek Kinyaini»a bag parmaginuta basorai. *nga
phtonuna bastpmak Kin avu(Kuun kuBandmiu. kalelH okluzyonu
donimunilaajn basinu ba’liolarak kaleteiln yiitiimastna yol apabiiii
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Av™idj opsiyortrl bit Utcin (tkiimi !(kn<;i jrtkianmakudir

«  Oi)ti"Us fnirtiiyeitii uminUftbikan tonti biiii4( Mivyebtkifyi:i it
ifdirdjn Wille kspitt «fir.

*  Xbttl« fiilrminilr M ff bit clit>tuim»k uw kiletfli biiki®
MtniP.tDf {tknfk kjtrfm frtiiiiit! qfv tkli?! ~idftin

+  Kile(«! sikiM tutu.~ It itdi(kd«> 0.tyi~ US kastindan (ikaimak i(in Kuir fait
biirk <»vitint hairkriiylt (jowaii (s"a) kattlflil0 15 tin t<km.
NOT; Kauttrin 2Ctmdfii faala {fk Antfi 9«tkmM.

NOT: 8j tfknik, fttbat katfteiitii i*inerjylanmamijm.
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Norsk
Bruksanvisning

Onyx"™ytende embolisk system

FORSIKTIG
Ftdflal» Iw « (USA) lillaiff bair at dute uuiyiai ifig fi av la*r r H« eUei «idit
ha l<9f.

Ortt( ulttyict ikal barr b.ntkn av Ir\tr soir bat Atundiq kjtmiskap Id anpififtabskt
piawdyrti 09 peikutaiif nfvminnpirpipiiHrdiriti

BESKRIVELSE

Cny»'US« «l («k«kl»bfnaa (lytwde embclisi viit(f. Tidd»l somboUi av f VOH
(«y» »iftiaahe)) kof Biymw opptwt i OMSO (danftybaifoksid) 09 rniprrdtft
rrikionHkft tanlalputvtr vm p'a konlravt vtd vKvaiifertnp urd« fluoinkopl

Onyj (lytynde embollik tyvletn (US*) fctilli a»fn 1,S ml flatky myd Onyx'IfS,
ynl,SmiflaksyniydOMSO,li) I mIOry>* US- ir.nfatinpispiaytHiipyn Imi
OVSO-ipr»yiy. Et DWSO ksmpatibfl! mikioittraiin”ikalytet icin yi myrt fpi tiuk

i nyv'evaikalaturyn braku (ot i (1 tiltjarj td rmboiisyiiitgiftydyL Thy Oity)i* LES
spiiyiykiiylyr-9iynt«n!naiapiyi, mw lylprt typatal,« y| ittyhaitd Onyj' IES
IM71jiry ! Myntyinii: inyltom Or.yi*' [E5 -im im rpip fw yn 09 innfann”skateiytyl

OPERASJONSPRINSIPP

Onyv" |ES fatyv inn 1AVM gitiwon y| mikiokalylyi ondu fluotoskopnk kuntro!)
OMS3'IK.vin;tn kp'ni blsdyt 09 mtyislitiatvaytkyi dikat EVOKkopolym«yr 09 drt
iukpyrdfitf tanta) kan pirvipilyiy in hUi inni yn nampyiy 39 «<mnynhyngyndt
ymhDliis. Onyi* 1tS dannyi umiddelbaft yn bud mym dm polyniymke ymbcluf
9|3w fall lia utsitSm id inniidy.n .nirni dyn git m« diitalt 1kaiyt. Sidyn

Onyi” US (I tkky klybyl>~  Tik13katriy.1 t bit tiggyndy pi plan mmi lakir
konlioltyity in)yl(sionr(iilfatyi Angiogtah tlIr lymbolKtiing kan uilaiyi mrd
mikrainnfermgikalylym pi plan slik at lygyn kan ulfoiylittligyfy iiifyksionyf
9)f.TtO3 dyt lam.-ny mikiskaiytriri e n n«dvyitdtg

INOIKASJONER FORBRUK
Emboluring a*Iri)w yf i dyn pndriy vaikulalui 3 nyvisvaskulatuiyn. inkludyii
aityii3»yn»iy rakeimaiionyr 3iiyprtvaskulayiy nulityt.

LEVERINGSFORM
Ony»*us (mro il pradiAtfonrMly/ingyi. O ryv'I* US (6 Y fVOH). Orjn*-JO
LCS(6i Y EVCH) 3; Ony»-3AUS (84 EVOHK-
*  Ony«"™-iSIES 3a 0nyk™-20 US: Anbtfalt nil ninngipydikkrtinjykijenf1
ikal utfeiri I naribrtyn av nidui.
+  Onyi'-jg EES Anbytalt (0: ymboftiynng a<fiyyte flow 09 iletiy f.nyfaktigy
komponynn,

KONTRAINDIKASIONER
Ony»* U Sri ikki indiiw! foi bruk nyd pitnatuiy ipydbain {< 1500 g) tlin
indindyi myd byiydyfig nydiat! lyvertunkiion.

MULIGEKOMPLIKASJONER
Perynisyliy kemplika!)oiiyi inkludfu. myn « ikkt bygiyniri ti):
m  Hytnatom
+  Artriiftiombwe
= Ith«niiky hyndrltyi grunnrt r.Nibolnk vandiing. vasoipaimy, iramboir
*  Faitsiftyndekatytyt

Oyvnyl Katytyr
Cnhylimigiiing 09 antopningibyvygyliy

Slodningiuhyll: vaskuicibiudd ~ glymnomhultiRg

Hymcdynamnky fotandiingyr plfoi! av ymboliiyiitigyn kan feiy td
blodningikoir pfikaijonw.

Bladningikomplikai/snyi idknytly! (onrk paa”yiny (aiudtyndy katrlyi
Diny ttkymisky yUyt bltdningikofflplikaijonyny kan f«iy id fonkjylligy
nyvralognky Funkijonylle ivikiyi 09 muKqyni dud.

PP*P

Pl gnmnav L%y yn la>clykuisk anlynnind myd uwalumnytallyt i
Onyx"US *malfilalyk. m| bnik av monopyfaiy yfykttckau(ymyri<i9iy.n.Sytfi
(3Lkiiurg»k [)yT1M9 av bAVM« ydfyi ailyitovynaiy f» 11« «nbolbyit myd
Onyi" US unnqli. Bipolart ynhytyi boi bmkyi med varsomliyL

Dynny yfthylyn lyywM STIRII. kun td yn9an9|bn| Ikky bylu u 1y edyi ityidisei
pinytt Pybylundling 09 mlyidiyr.n9 ik« rliikoyny fo< paityflimfykiien 09
kotnpiefniltyft ytyhy 11 fflbyiyn

*  Biukkur Oryj” US ipmytei fei 1 nvnyiy DMSO 09 Ony»* IES Andiy
ipinytyi« kanikly ikky kompatiblf myd OMSO

*  Blui kunyv) OMSO konipai bly mikttikateliy Antliy nikiokaiytie ei kanikjy
ikky kampai bl; myd OMSO. 09 bnik av dym kan ft;y td liomboymbolnky
hyndeliyr giuntiyi katelnvandnng

* Vi alltid klai cvyi Onyx™ IES paieniialy (tn 1 plv iky 39 bii plviikyt a« andiy
ymboliskyviikyinidlyi feki tyanoakiylatff ipnalyi myd bflygg, pa'iik'ii
09 yllyi «<nboinky ilrin

m | utfsiy ymboHiyimg (si 1 tditsppe biodkai yi yn pisiydyiy med bay liiiko.
“totydyiyn stal baiy utf»iyi avtn ipyiianit myd hyniAamyn 9 opplinnp i
nyvminngiypyKHpyiifyry nngiyp. saim tr.ngiyndybnmkap 3.u patslsgiyn
tom ikal itybandlyi anglogiariike lyknlkkei 09 upniyltktN m'J>cliiyiind

«  Panylllyrnangiaanaiomi ml v»y mmtakylig foi pianyiing av
nikmkaiytyiipmyn vyd yl stfd lom « diitah Id ariynygiyryny Mm
petyniiyit gn natiing Id yn kianiynyfvy.

*  Siuk av (oibundyl ipiral ikal vuid«yi dyimm angiogiali vliyi al vynos
diynyiing av AVM v«ei nyityn lamiidig lom artyiin gjotyi ugty.nnomiikttg.

«  Onyx*IESkas gjoin fait foi tkiligiynom mikiakalttyiluyil kom.my'i
komaki myd ufllpining. blod yti« kentiasi | .bvilkynlom hyiit myngoy.

*  Hvii Onyx* LES ikky blandyi ig i dyn, nidvyndigy iidipytiodyii
kar. dyt fair id jidiiiykkyhg iwipy.nijon av ta.ntal isn (siyi id ulthitykky ig
fbicimkopnxviiualcyringund«lli(«nyt Injn«Onyx*LESumtddylban
yit« blanding HvninjiieringavOnyx*US utiyttyi, kanUntalbunn(ydyi 1
ip'eylyr. Mm vd fory til tvykkei viiualnynng av Onyx* LESundyi n,ykij«B

«  Brukav Onyx* 1tS-spuytfkatyttia gifmyiniliadaptyi vd lyduifif dyl
liifikedf dodmmnfli mikiokalyleitL )Ivii dikt df nedvendige Mdriingyny
bhiutfoii. kan dyifaie lit rmbolnning av utilsiklytamiidy

+  Sybiukianviiningyn foi Onyiipityfykatylyiyti giy.‘iifinittadapiyi fgi yn
liitf ovyikampaib'y mikiokatylie og infoimaiion am dtdiom

Nil Onyx* LESinjKf.'fi ikal fluotaikoplik vhualiiwing vhy Oryx* IES'byvygelit
gjynnam kalyiyifumyntl Del anbyfatyi i 11 lluoroikapnky avbridnwgyrfoi
minimum kalftyi ag adapiyidiidram nil sok at del ymbol.iky matyvialyt
viiuatnyrei Iti d « kamr.yi ulavipniyn pi kaiytyiyi

«  Biuk baiy lammylaylk (w 1 'npiMe Onyx* US. Imk av.Mndflaryn fat 1
ikyvf I1fmpflfl nfd kan faiy til katyiyibiudd giunny; foi mye liykk i bife It
katytyrtdiioppiflg.

*  Injiiyi Onyx* US og OMSO lakie ogitodig og ikky ovyiikiid 0.3 ml mmutt.
Oytyilvdiyi bai vnt at yn laik mjiiytmg av OMSO | vaikulaitiiyn kan fety Id
vaioipaimy og/yliyi angionykioie.

* Ikky lamn «Ll 1cm avOnyx* US flyly Idbake ovti kalfimplisyn
Angjoaikilyktat vaioipaimy. avyrfltdlg Onyx-ldbakyDow yitei foilyngyt



KWiMf 1Lvjr'.kcUMA! med Aftnin; av
(Mliillendf kalff1 0»f(iirfvfnkijll foit mtel faiUiltfodf kjlelet kan
foed”ke al«t!h ittlraktaa eHbMnin~ Oe Ungsikil"e vkknin9e v ayet

Uilutteniie kaieiri i en pas rnl et uk)«p:r. mrc del kar. péiens>e!l inktudeif

danntkf ay hWptppp inlfks’ois ek« katelfiyandiing.
1l jvbiyt inpsffmgena» Ony»" IES metenn to mmaitei hi rt/inieksjcn.
Onyi” IfS kan bli fastv»d laietenp iser no» torn loser td tdstopping a»
katfteret. 05 buuk av (or stortirykk lot i retssekateteifl kan late lil bmdd
ikateteret

TiHtiekkflig fiuor-skopisk eoualiS'ing ma oppiellholdes under tiKdrsrl av

Onyv” US Hveikke kandetlottidembiltsftinpavarsdtf kareivsrnilkartL

STOP? tdlenelfn avOnyy™ IfS ved tap av visualwting tJr som heist under
embolisefingsprosedjren og ikke fortsetr for tdstiekkfitg veuahserwg ft
ftabien jgjen Ptovei harvrst at lot mye trykk og btitdd kan (orekorrme
dffsom 0,05 m Otsyi" IfS in seies og ikke visualiseifs idet dct fodatei
kalfifiipissen.

flkt moissand not injKering av Onyx“ U Sinjetlion mstopp injiseiing.

Ikke (orsok a “eme efiei oveikomme motsland ved a palate ytleihgere

injeksjontrykk. failsU inakrn til moittanden j! eks. tilitoppmg avOnyy” US

i ietil et) detsom detie , og eistart katetetel Btuk av
loi start tiykk kan (are td btudd i kateteret og etnbohsertngav ofiltiktfde
onsridet

Ikke fo5 ok 5 reuse nikrakateteiei filet i iriiiseie noe materiale gjennom det

eltet miktokateieie! et bwkt med Onyx' LES, Ferwk pi i tense Kateieiei kan

hit tdembolus ellet emboliseiing av sitdsiktel omtlde

Oenot Onyy" US t'ippei otenler del vaskui«re rom, rroesons kan
loifkonrae dersomkatvfggen btytes, loiekotnmei en subakutt
beiennelsesiespons p} natfiiale’,

KontroHer ptoduktembakasien lot bntk. Btuk Ikkr hvh den slerilf banieien er
Ipnet eiln skadd

Snik itr utlapsdaloen.

Sf gjtnoom buksaiwnningen hide (or kaleleiet og gitnsesmttadapleren f»i
Onyy'IES brakes

Verttser at kalelrene og tilbehttel som brrkes i ditekie kontakt med Onyy' IES-
polyfflertn, et rene og kompatdiie med materiaiet. og rkke utloser prrsgsitering
ellei brytn ned med kontakt. Se seksjonene lor henboldsvR advarsicr og
bniksanvisning.

Hvis man ikke venter noenfi sekundetfori her.le ttibake mikiokatetetel ettet
mjKftingavOnyy'UVkandfllereolfragmentetingavOnyy'US inn landre
katennnsilkatrL

Vanskehg (Jeming av katelerel filer at kateteret blii stttende last kan forlnakes
aven eifer Mere av lolgende (aktorer.

Lang katfteriseringstid

' Ange arkitrislur; vridig distal attericvenos maKornasjon | naerheten av
aflerenl, loriengede, smi og vtidde pedtkler

+  Vasospasme

*  ReHuks

= inlektionsiid

Fori rrdusere ritikeen Fotlastslttende katetec mi du rwye vetge
kateeefptassetmg og Unditeie tlbakeRow (or i minimere (aktorene som et
listel over.

riloakeflovi av Cryi* US langs miknikatelerels dtstahpiss Ootisett Ira risikoen
lot rskemiskekomplikasionef grunnet utUsiktet emboliseting. kanbetydelig
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(mthakeHcw lore Id at mlkrakaleleret bits tlende last, noe somvil gyorr ljeming
varskelig htengden tilbakeflow som kan aksepteres, m i adild sammenhknes
med angroatkitektiuen nl malloimasjonen loti imnimete risikoen lot utihikiei
embolistnng ellei vanskeilg Iffmitig av katetetel Minimet genetell tilbakeflow td
mindie enn 1tm langs mikrokateterets dhlaisp si, A leandre (aklotei kan pivitke
denne begtensnmgen

«  felgende teknikket kan hjelpe detsom heming av kateteiet bifr vanskelig:
Ora lotsivtig | kateletet lor i vutdere molstand som hmditei Qeintng.
Fjemall «slakk* i kateteiet dersom motsland lolfs.
liekk kateteiet (oisiktig (stiekk katetetri omtient J-A tm}.
Holddenne trekkiaften i noen leiundtr, og slipp Vuidti
vaskulalurttrkking loti rainimeie risiko lot blodning.
Oenne ptosesien kan gjentas peiiodisk td kaietetet et tiukkei ut
Ikke itekk katetetet met enn 201m nit ev3 mikiokalelie btukfsshk at
tisikofn lot kateifnepareting leduseres mesi mulig.

+  Forkateiif tom sittei last
1 noenvanskelige klinnke siluasjoner kan det veere sikreie i laet
llowftlel katetet foiblii del vaskulaere systfmet snaitte enni lislkete
bmdd pi mitdannelien og folgeiig en blodning ved i liekie lor mye
pietkateter som sittei fast.
Oflif utloifsytd i sttekke kateteiet ogi kuiie skaltet i njtlseitn av
det vaskuiaNf inngangipunktrt skk at kateteiet foiblit | artenen,
Oeisom kateteret odelegges under fining, kan dhlalvandring eller
tpitadorming av kateteiet (orekomme,
kirurgisk behafidiin; samme dag ska! vuideiet loi i mi.iimete risikoen
for ocmbosf

LAGRING

Onyy'USogOMSOikaieppbfyarts vfdtn lempeiatur pi ne'Jom M 0g55'C Fot
trjk mi piodukltempeiatui mellom 19 eg 24 *C opprertholdes, Hvis ptodukiet ftyser
pi gtunn ay fksponermg lot kaWett tempeiatutet, mi det lints i lomtempeiaiui

lot Otux

BRUKSANVISNING
1 Rrst Onyy* US i fflinst 20 minuitei pi en Onyy* US- blander" pi innitifltng 8,
Fottsett i blande nlOnyx' US et klat lot injiseimg som besktevel 1uinn 7,

2. Sekrefl plassenng av mikiokaietet .med injisering av keniiastvukemiddel ihL
inslilis)onent pios”lyie

3 Spylkonliai i imed 10mi
veeretilkoOlet,

Usptoyten

4. fyllekattleitls dodmm aspdtt omtient 0.8 misteiilOMSO mnl en
OnyxEES | ml sproyte. Inmei DMSO i inn'an.ngsmiroiaifttieli idsliekkeSg
volum lot i lydt kateteielt dodrom, Se irnfprmgskateieteu etiketi fot
dod'omvolum,

5. Aspiffi omtient 1,1 mlOnyx” US nit spiayten fylles mtd Onyx” US slik at
itempelhodet erbak giadetrngslinitn lot | ralpispraytesyOndeten.
MEHK-. Oftte tkstia volumti med Onyx' US skat biukes for i fySt
(lotberede! gtenseintttaiiaptftfn,

6. Festgieoiesnittadapterentlispieyten,

7. ligiiet Onyx' US giennom giensesnil 1 bl siempelhodets distal»
ende ti )tvnl med giadefingslinjfnlot | mlpi sproytesviindeitn,

8. AHovfifitdig Onyy'US pi luppenav giensesniitadapteien kan totkes av
meden tenog tort klui uten padikle,

9. F|tm OMSO-sptoyten fia kaletttet, iwttfy» og vask luetnavti med testtn
avOMSa

* Stientifit Industries Otnlt 2, Model NolS), 120V SI-0240,240V SI-0251. Vial
Atlattrment Ho, OA- 0570-010

v

FestOnyy* IFS-spiByten omddelbart td mikrakateteinavei, og pise at del
ikke et kilt i navet undet t"ioblingea

hgisef Onyy" US lot 1 fotskyve DMSO 8asftt pi klimsk ptaksts anbefales det
atOnyx” US injisetes ved en jevn hastighet pi 0, It m I/ minim 10,2S ml/
90 stkundf). Ikke ovttskrki 0,3 mi/miiuiit.

Hvis Onyy' US ikke blandes koniamieifig | den nodvendige tidspetioden
120 minattfil kan det (are id iridsltekkeiig fluoiosisapisk vhuafeering undet
tUfoisel

liifiset Onyy' US uffliddHbart ettet biatsding Tantal kan bunnltHe inni
spipyten, noe somv i fore ti ditllg visualisefing av O nyy't ES under tiVeksjon.

InikbateummetliykkloriiiifisereOnyy'US IrakavUndflatenfori
Kyve sif nedkan (He ti grunnet fot mye »ytk i Ultfle
kaielertistopping

Stopp IA)eissjonav O ffyi'US detsom mao Ikke kan seat det kommer ul av
kateienpisseo. fot mye trykk kan (orekomme detsom kateteiet tihtoppes.
KonltoHet hele tidtn at Onyy* ttS kommei ut av Kaitteispssen under Injeksion
avOnyy'US. Praver harvm at lot mye trykk og bradd kan lotekomme detsom
0,05 mlOnyy'|ES mtisetes og ikke vhualbetes idet del lortatet katitnspHstn.

Stepp InjeksjoR detsom okt sproytemoistand foies. Bkt motstandsktalt kan
oppslipi grann av kateteriUstoppliig K foitsatt In}iseft inn | et Ulstoppet
katetr kommei til i foie bl bradd | kateteret.

Ikke avbryt injeeringen av Onyy" US mer enn to minutter for ny Injeks)on.
Onyx' US kan bitfast ved kaleterspissen. noe som lotei ti lisiopping av
kateteret, ogbntk av (or unit trykk loti tense kateteret kan foie id brudd i
kateteret.

Stoppitgeirfon detsom abnormal ulvidelie av mikrakaleietets diametft
obsetverrs Okning | nlkrokaieterets diametei kan lyde pi at kateteret

er bfokkrrt Oknmg | mikiokalelefets diametri kan best lastslis med
+dobbelimldem-flucioskopl ved lav lotstnrelse» filer med <kariieggings>-
pmsedyre, den sloitte mjfige defen av mikiokatetetft undersoket.

fdstrekkelig fluoioskoptsk nsiMlistiing m | oppirttholdes under iKotscl av
Onyx'US. Hvh ikke. kan det late til emboliining iv andre kai enn miHutet.
STOPPtittonelen avOnyx' IESved tap av visuallseiing nit som hfht under
emboliseringspioiedyren, og ikke (onsett tot Idstiekkelig vhualisering tt
etableit igien.

Ikke ljetn idapifien fra kateteret detsomtn aontn Onyx* US-spreyte kievfs
lot en emboTisering. F|fm dentomme sptoyten fra adaptetens pioksimijle
ende eg kobit den nye sptoyten lit adapieten nit den nye Onyx” US-
ipioyteoeiklai

11 Veal noen fi sekundetettet Onyx" US ti m;hftt. aspitei ipioyien si vidt lot

sii dtakatetetet slikat Onyx' US-avstepningen srpaieter.

Folgendc ei en ailftnativ leknlkk lot u ut kateteret:

*  Ventnoen fi sekundei ener Onyx* US et mpserl tot si 1 aipiietf sptoyten
sividl

= Fjemall slakk fra kateteret ved 1 tdtoie noen fi cemisietei med trekking pi
kaleleiet (01 ikape leit tpenntng i kateteiiysiemet.

= Hold kateteret lasi og dra det si ved i bruke en rask. snappende
hindleddsbewgetse (Ira venstie tn hoyrel 10-1Strafori Llewe katflerel (la
Onyx' USavstopnmgtii
MERX: Detet ikke nodvendig i dia kateteiet met enn 20 tm.

MERK; Ofnne leknikkm et ikke godk/nt toi Rebar-katette



Stovencina SK

Navod na pouzitie
Kvapalny embolizacry system Qryx

UPOZORNENIE
Frdffilry {ikon USAobffifli2lir pirdij ithis vymbku u
;AKls<j( obitbnivky itUti

IrUion a‘tho

Fo» uriadfoif ffldw pouiival Iba vyakclfol a kvalirikowni taki'l i nlbolym
:nalcstami ao®io”rabt a ptikutannyih ioltmoiny;.» zAkrokcv.

OPfS

Ony»" tESj( naaPhHiVny kvapalny tnbePjainy priptavok, kloiy aaiklad!

1 kspotyrmni fVOH (ftyltnvinylalkcbcil) wpiialtneho v OMSO (dtaakybatfcxM»)
abirtpfnd»*ao<(io (nlL'omTwabo lanlajcvfbo prAiku, ktory labtzpffuja keotrail
priflucimkepkkfj vizuabrifli. Kvapaby amboluaioy kyi:foi Ooyi {n kY sasktadA
Y15 irt bakovky y pripiavkom Ony»' US, 1.S ml liakovky sOfASO. dvoth | ml
HMkafiek oa podavanie pdpmInj Onyo' US aifdoa) k ml «riakaOiy na DMSO
Na pmtup de m mu ambolui(« sapocliva podavaai m"Uckataiai konpalibi‘oy
\ OMSO indikcvany na peulltiav nautovavkulali'a Adaptaf ra’hianla itrlakafta
Onv«* US - Katatar, kiory u pradJva umoilatna. ja pmlulenitvo iysiamu
Onyj'IB yaba- peiilijca roahiania madfl ilttakaftoa na podivaoia ptipfavku
Ony»"US apadAvaom kaietfwn

PRINAP zAkroku

Pnptavck Ony»™ US M pedava mikrekaiaifO!!) do artatieyendaoaj maKciraitia pad
ituicvkepkkou kpniralou Rozpirftadlo OMSO sa toaptyfii,~ ds kivl a nlalylkl.4lmych
lakiilln aipdscbuja. ia kopalymai hVOH a luspandavany lanlal sajtaiajti Ui situ

do pdfcvtidho, koh™at"n"hi! ambotusu. Wptavok Ony»™ US okaralile vytvarr
mambrtna, ptaldle polymemy ambolus pn pobyia distAlnym sraefomv (lava luhna
| vonkaysf) slrany davnu'ra p.ipfavok Cnya'tfS ja naadhacvny, miktoUtdtat sa
psaramiSlf ponadsai na miaile. kym sa pcdava pomau. konliolovani injakiu, Mdja
u vykonai postamboluainl i i i in namiesla, fo
lakaicv; omodni v prtpada poKaby pcdat daliia injakda ray tan Isly T:krpka‘aler

indikAcienapoulZitie
[mbcliidda INIIV pan(aina) vaskoWuia a naureva.skulalute vratana
artayioysrcynytti nvakKoimdiila hyparvaskularnycn lomp/o*

spOsob oodania
Onyi'US sadodavav Itoih produktovyrh (pmulariarh. Onyy'-18 LtS (6 % EVOH),
Ony«" » US 16,5 % tVOMI aOny«'-H US ia % tVOH)
*  Onyi”-laIfSa Onyt-yo LtS: oPporuyasa, kadsa pWara padiklov* inisk<>a
pcta>ajavbtlykesiileyHU
*  Onyi'-Sk US: PdpanKiu naampoliyovanie va3im piitiokwn avaSkh
Sslolovyrhylolifk

kontrainoikAcie
Pfipravpl Ony»' US n?ajt mdikpvany na pouijitla» pilpada prad‘asne naiooanyth
dell (<1 S00g) ani Jadnollivto» syyynamnyin ynortanim (unkriaparane.

moZnEkomplikAcie
Medyi peianiiAlna kompkkatia patiia okiam indho a]

- laaipm

«  ariarialna immbdya,
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« — Arlgtaiioii i iom.
uomboypj

laihyienia kaldlia,

piasknatla iaialia,

Tagidria yariadania a pcbyb uyivani.

bamoraglrka kompDUcia: piuknutia a paifoidria davy.

hamodynamkW ymany vyvoiand ambcharleu Tayu spespbii hampragkka
kompbkar*,

banoragiike kpmplikAcla siivisuca s pokosmi vybral lathyiany ka'idlat

r"atp «thamkky alabo bamoiagkka kamplikAria mdiu viati k id/nyin
nauiclojiikym daOrilom am62uipCspbli sum

Vyhbdon na ncinesfyylToiania alaktiKkehc obfiiko skovovym lanlalom
Vmatanib Ony»'US u na (hirergirtd raselria bAVMalabc aridriovandyna)
bstuly ambcliyovana) pitpravkom O n s IES nasmu pwyivaf monopoUma
altkiickautailyafnd yadadtnU. Pii potiyivan(btpcUmytb yanadam sa must
pestupoval ppattna.

Zariadania u dcdiva SFEMLNt a |a urJena lan na jadno ppuatla. (tepwiirvajta
ani nfilafikytijta opaksvana. Opakcvana potijitia a cpakovana tianliyjua
yvyduju Nyike inbkwanla patienia a yisUulii vyken yariadania

®m  Nainjakyna podavania OttSOa piipiavku Ony»' IES poulivajia lan slriakaiky
0Onyx'US Ina stiiakaiky namasia by: kompaiibdna s OMSO

m  PeolJivajlalan mtkrckatalra od spolotnosli avl kempalibilnas OMSO Ina
ffilkickaiaoa namurla byrkstpaliPAna sDMSO a kn ocuydla mdla viasi
Kk liombcambcliikym raaktUm spdsobanyrh kaletipm

»  yidy ypnfadnita mohiasi inteiakria pripiavku Ony»" US i emboliyafr.yml
dnldlaini. ako sti kyanpakiylAly, pcllahnula ip:.‘a<y. taslkr aambdiyumie
taliaska.

*  Vykonivania emfcoiizitia na okloyw kivnyth tiav ja varmi r skantny postup.
Tanto ppsiop m6. avykonivai lan Ipadaloia sprislalnym skolaiii.n » rslasi
naoialpgitkaj alabp pa.lldinaj intaivanoa a s ddkiadnymi ynalaiiami
ppalplogH, kloM samd cSaud. angkigrahikytb lachnikath a supanalaklivnaj
emboliyitH.

m  AngipanaiPmla patianoi null byl piisiupna na umlastnania hroio
mikiokaiatra na mias». kiprdja dliUina vy.bradora k afiailaloym vatvam
kipiA m6ba pptantidina vytiyoyar kianUiny na'v

*  Aksaaogiogiarirky potvidi, ia praktkky lufasna sa'lanilnoo opaiiOkarlou
sa piajavuja vandyna dirnii anancvandynaj malforraria, must sainaioval
0 pouidl ad,iwaninrj ipiialy.

*  kksapiipejka Uar mikickalatia dcsiana do kontaklu slyyiclogkkym
mylovom, krvoa alabo konlrasinym mediom» tuboKcfnom mnoistva, mpia
dijit k pradiasndmj stirtinalki pnprasko Ony»' {5

*  Aksanadodiii napiaruicvand miaSania piiptavku Onyi'US poiado>any
(as. vysladkom trbia byl navHodnd luspanyia lanlalu a nados'aletnd
nuoioikopnki visjatiyaila poias podavania. Popravck Onyx' US podAvajle
ihnadpo prapialam. Ak sa podaira pnpiaviw O n s itS onaskori. ndia
ddisik isadanhi tanlalu v stilakaika a v*ladkom buda ntdoslaiofna
vlyualiyicia piioiavku Onyx' US poias podavania bjekila

*  PouYillmadaplala(oyt ikaOna'US  kaiatei an0
pynacany komprasny pilestci nikyokatalia. Na/chtadnanle lajlo skuloinosti
mWa viasi k naumyselna) embcflyatt!

*  ioynamVompaiibilnytb mIVtoluifirev a intoimaoa o kompiasoom
pilasipia najdtia v pokynrkb na pouilvania adapleia icybiania sliiikaika
Ons - kaldlai.

Pn ppdavani miakria piipiavku Ony»* US sa poslup p'ipiaiku O na' If Sray
liiman kaiaira musi sladovai pcrnorou lluoioskapitkai viyuahySda Odpotdu sa
piad dcMhnuiim nsimmatnaho kanpiasndno priailciu yoHas kaiatar * adaptar
yislal fluomskoptika yobtayania. aby sa vuuabroval amboiiyujutimatanal skoi. ako
opaslibiDIkaldtra

*  NaporUvanlainjakria piipiavku O nsi* US pouiivaita lan ilak paica
Pnuvanit plasla poUybom diana mdta v pilpaoa ckluyia katai la spbschii
nadnsama yvyiania tlako a prasknuna kaidlia

«  “ripravokOnsa" Its a OMSOpodivajte ponaly. konjlamncu tychloslou
naptakraiujuiou 0.3 mUmin Pn itddiach na yviaraUrh sa ukdyalo. Ye
ryrNiakijekina pcdAvania OMSOdo vaskulaliiry mJia vast k vayospaymusu
aangkmakfdya.

+ iabtIMa abyvlatako Um piipiavku O ny»'lts if(lu». valospal cay Isfo!
katitia AngloiirMtaktuia, vayospaimus, nadmenty ladux piipravku Ons
alabo pnl'i diby ias podAvanU injakria irdjo viasi k pioclamom pn vybaranl
katiira a yarhyianiu kalaira NadmamA IUa pn ~“baiani yarb”analie kalaira
mdia spdiebil v.vina inliaUamAlna kivArania OKiodobf uiinky yarh*aidho
tataua, kiory saponarhl v patiantovi, nla suynama ala rnMu potanrialne
yahlAarvznik krvn”h yiayanin, niakcioalabo migiAiiu ka'diia.

+  frad opakovanym pedanim injfkcja NtPUfSUIIE podivania piipiavku
Onyi'USnadihkiaakodvamimily MoJeddjil'ksionnuliupripravku
Onyx' US Vniota kaltlra, ktoia spAschl oUuyiu kalaira Poulilla nadratinaj
sily na ovofnania kaidira m6*a viesi k praiknaiiu kaiatra

*  Poias podavania pripiavku O ns' US samusl pokrafcvat v ptimaranal
QOuproskoplrkaj vyualtyAc | V opainom pilpada ndia dtjst k nar‘ialanai
tmbpllyArii navy Pit kaldom prerular,| vlyualilStia poias ambollyAtla
TASIASTI podAvania piipiavku Ony»" US kym saraobisovf doslaloinj
Wualiyina Tasl i lo.iaakia 0.CSmi
pripiavku Onyx" Its a navjyual yu)a savypuslanta y hiolu. mdie v/niknut
nadmany llak a prarkmilia

+ tvyianyodpoivoi njakrnpiipraviiuOr.vi'ltS yas'aviapodAvanla
raakita .Sapokulajia sa odsliAnn am piakon.al odpor apiikcvanim avylaniho

njakir.iNo llaku Ak sa odpor v/kylIne. ylsilte jabo priilnu napniilad
ckluyia piipiavku Onyx'USviumtnaiutdira) avynariiekaialar Poudilia
nadmameSo llaku mdia spbsobd piailusuiia kaiatra a atbobyArw
nayamyiSinytb oblasti.

«  Popouiillmlk-oltaltlti spripravkom O n s * L5 samikiokalilar napokiitajla
jistit ani ray nano njakina napodAvajia iiadan nsaiarlA). Pokusy o iatanla
kalioa mill) sias! k vyniku ambdusov alabo amboluAril nayamyitanaj
oblasli.

*  Akpiipiavoi O n s LtS unikiw m'lmo vaskulAinu oblasf. io samdia stal
Vpiipada ponitaniailavy, milt dSjsl k subakdina) ripalova) reakal

Pird poulitim skomioiujta obal pioduktu Napouiivajta, akja staii<r,Abariiia
omoienA alabo poikodanA.

Povbla prasi dAlumom anspirArie.

Prad pouhiin 51 latn Onsa" ItS si pieiAajte nivod na pouinie kaiatra
aadaptanraibraisla.

Skontralujta, ii sii kalttia a prislitiansho pouiivand v priamom konlakTa

s polymimym maiariAlam sysWwmu O n ' 1tS 041 a kompariblind smalanalom
a pri styku isaryvoialu yrAianiaani dagndAtiu Ptyrita siiasli Vjfstraby a Pokyny
napouMe.

Ak sa po Injakiisom porlanipripravku Ony»' IES prad uvoTnanim mikniutaira
napoiki niakolke mimit. mdia ddjst HragmanlArll pripravku Ons *
nariatovytli ciav.
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Romana RO

Instructiuni de utilizare
Sistem lichid de embolizare Onyx™

ATENJIE
If M nU (SUA) restn(ik>(tfifi viniafN k m ii!
rcinaiuja ufw nrell

citrtua U

Acn! dHpcitiiv trrbuit viilui nt'nui de u)ie "rediii ute pmeAA !unii)tinlf
ipiohindale pwind tflinlu apato”uNii ji pwedaiHt de imetyentie peinilaruu,

DESCRIERE

Ony>* US flit uftager.l de emPcti.jre khid Htadeiiv pUluit dmir-un ccpblcrer
dt (VOH (etiien vinil aicooll duolvat in OMSO (dtnetilsuifMid) > ttispemie de
pgidfre dr lamal penini aasi’uia Cf in wdeica »1mY/Arx igh
BgeioKopif. Shlemul khid de firtwlvaie On)t (US") tooill diiMi-o fela de 1,8 ni
de O njii'llS. pf'dla de 1.Smi de D*ASO. ddui 'nmgi de adminisirarraOnyi'US
de <iit 5mlyi0 >Ne«9j de 1m! penlru OMSO. Pedim a a«eia intul de embolieaff
tile mdital pemra uiiitzaie in ne<in>«aKula(t:alie un mKipeaieter de adnmiNea;e
(pmpalibil (u DMSO Adapienjl penaa inteefaia itimda Onyx' |f S-aieiee. ."aee le
omnualieeaei lepaial. file un ateeipri» alisltmglui Onyx'i S cair aiijura p

ie Onyx'If Sji iul dt admin«Irart,

interfaU inlie lennga de

PRINCIPIULOEFUNCTIONARE

Onyx' US rite adminiittai p;inu-gn mitrpeaielei in maHo'malia aderiovenoaia
lub lomiol fluotoKopU  Sdixentul DMSOle diitpeaii In Ungt yi kbidul inlentHkal,
(ondaeind U precipdaiea tniiia a cnpolineriliii de fVOH ;i itnpersie de tanta!
pentraa (oinu un embclui ipongiM «Hem. Onyx' U Wwmeaea Imedia! g
peikula In Omp et embolutul pgliniHic se lolidibci de la eiteilor ipte Inleript yi le
deplaieaei Inti-o pai|(e nul dUtaU In vaial de idnge. Dtoaieee Onyx' US eiie
neadeyy mkmateienil pgate fi lasa: latcevl Iviin limp cele eiteula injeela;! Itn It
)i«nimlale Sepoare elettua ¢ angicjeabepei! e.TbotOaee ni ntoealeiefi;| de
adminntiaie lakxul lui, pnimfindgl ireduutuliA eledueie Injectii lupltmeniaie
ptin acelajl miuptaleler, dacJ eiie neeeiai

INDICATIfOE UTILIZARE
fmbniieaiea leeiuniloi vasiulair peiderke iineuinvaKulaie, Inrluiiva naHotma(iilg>
ailffioxengaie yi a turaoiilg' hipfixaKiilaiuate.

PREZENTARE
Onyx" ItS Hie diypg.nifcilin vel IgnruiUd de piodui, Onyx'-18 US (bfc fvOrt).
Onyx' VAl IfS (6,5% fVOH) yiOnyx' JAUS UHfVOHi
®  Onyx'-18US yiOnyx'-70 US: Rewmandai iiunti i3nd mifilinle
pedicuiilpr deatimen;a:e it vci fiedua ir.apigptiea nidusului.
m  Onyx'-34 Its Recanunda! ptninjembollyareaeompcnenielM Siiulaieru
debit mai mait yi de dimensluni rui maii.

CONTRAINDICAJII
Onyx' US nu e«e indieal pentig uliliyaie la prtmaluii < 1500 9) sau la pencanele
Miiniu6(ien(a hepalira itmnifi(jiivA

COMPLICATIIPOSIBILE
(omplicailile poiibile inelud. dai nu iunt limilale la.
*  Hemaipm.

«  Tromboyi ailenala

«  fiemmeniti ircmbeu.
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eioeareaiaieirfului.

Rgpeiea eaiettfulul

.MigeiTa diipszit'nilulyidrplauiea modeluluL

Acektenle hemsiagiie rapiuia - peifoia;le vaieulafS

Mudilleanlf bemodinainlff induie de emigh/aie ppi a»ea ditpl eenihat
(amplica’,! btmoiagkr

Complitalil hemoragke legate de Ineeifinle dt a reliage eatetenil bleeat
Ateile eomphtalii iHbeitiite lau hemofagite pot ivta diepi lewllat drfeiile
de6 (At lunnanale nevtoiogict )i thiai dHtiul.

Dtn uvea peiibdi(afb loanim unaian titcifk eu lanlalul melabc din
mateeiilul Onyx' US, tiebuie evllala utiRyaiea dbpofilivelor mcnapolate de
tlecttoeautriiair prnlniiem [u iMwgicala a iT)alfwmalii)« anenovenoase
MU afbtulelai aiteiioyenoaie emboiuaie (u Onyx' US. Oepazitixele bipotare
liebuit uliAyale euatrnlie.

Ateil dhppeitiv tile Imal SItRH, etebiiiy peniiu u k Aubkan. Nu LirprortM))
yinul «iiH dlealL Repr«tinea yileileitikaefa miitK nyeu) de Weiyie pentni
patient yde (or’'p.'oTHHe afunctlonin) dHpodiivulu!

*  Ptnini mjeiU'ea DMSOyi Onyx' US (otomi numai itring'ile Onyi'US. fite
poilbilualteieilrigtiaitulie tontpalibde tu OMSO
feloiili numai mkierateie.'r e«3 tnmpalibile tti DMSO file poiibil ta alie
mniaultleie i nu be (ompalibilttu OMSO, lar utilkaera Im paalc axea
diept leiultat evenunente tfgmbctmbclke dalstale degradam taltleiului

*  lineyiimatdeauna leama de pcten(tahildf ml«attiune al Onyx' IESra
a*li agenjl de emboliwe. rum ai b tlanoaudatil. ypiialelt cuaepptme,
paMkulele 4 'iau ifeielf de emboliuit

« ffectuaiea e.mbgluaiii in vedeita eUuliei vaselgi de vinge eiie 0 peoiedufa
dt mate me Prwedu” tiebme tietluata dt title unipet abi! tu piejalue
iceipu.neatgaie k) domeniul inleryfn(iitoi neuiovairulaie lau pnileiice y1 0
lunaayleie Irmelnica a palologiel tart le Italeaii, alehnltdo-r anglogiafite yl
tmbolieaiii yupeneleclne.

- Armalfiva xaitulaiaa padentulullifbuie w it pieleee Ii amplaiaiea xiilului
.mkroeateieiului imi-un Ip< paeltionai disiai la(a de ramuiile aitenale cate at
putea alimenia un ntiv tianian
liebuieluala incoroideiate uiAliaita tcntomiltnla a une>ipitait diti
angicgiafia aiati ti dienaptl vengi al mallaimaliei aiteiigvenaase apaie
apioape ilmullan eu opaubeiea aileiiala

«  Datatdnedgrul luetal mknxaleltiului mr.e in toniad (u otke cantitale de
iolu|!t iabna, Mngr mu yubilafila de (gntrail it poalr pradutc volidificaiea
piemaluiaaCnyx'US,

< Ntameileta'eaionllnuAaOnyx'USptduraiadel (Tipneteiailpoateaifea
dtepi lezuilal giuypensie detantal neegteiptmeaioa'e leea re duetlac
yiaualkate Ouetcirupita nenneipuneitcaie in limpul adminiiliAiil Inje<tali
Onyx' US Inedial dupi ameiletaie OacAit Inlateie Inieita'ea Onyx' US,
it pnate pigdute iedimemarea tanlalului initiinga, ava<nddtepi leeultal 0
meualieate pigaila aOnyx' US Inlimpul injetlaru

= Ulililatea adapiemlul pentru intrifata leiinga Onyx' IfS catelei va leduie
spaiiul moil indkat pe elithela itiiugraleletulul Heteipettaiea maiutiloi
«leipunaatoate poale avea drept leeultal embuliearea neinitniionala

«  Canyn:a{lmslturlianile de ulibaare ale adaploiului penim nteilata itik-,ga
Onyx-taleltt pentni 0 t»ta a miuafaletertlgi cwnpal bde yiinloimalii
piivind ypajkil moil

la mjettaiea Onyx' US. vliuatkarea flugigircplra trebule si iioala In evidrnya
Onyx' US dtplayifldu-if ptin himenul caieienilu! Se letgmanaa oblintiea imagmii
flttotDitgpke Irainte de a atinge minimsirul ipayiului mortrainn  adapter penliu
avuualiaa materialul de emboiitaie InaMe ra ti yi iaii pdn yirtui calelerului

Pentiu inietiaiea Onyx * US nu f:Inii(i detal pt«i uno ‘iei:ilala tu degelul
male fgiM tea pa mei penitj apiodute ava.nuiea pktgnuiui poale avea
dtepi ten LU ijpeiea raieletului din tauza pieiiunii exceslvtin taz de
oiluzsuneaiaiclRuui
Inietlali Onyx'IES yi OMSOla un debn lentyiton-lanl taie ia nu
dtpiyeaifi 0 3ml/mnul. Siudidt pe animale au aiilat ti amjeriaic rapidi a
OMSOin vaitulatizalit poale duce lavaiospaim yi lau angionettoti.
Nuretmitel teOuxuiamaimull de 1tra dt Onyx' US maywi peite vJrful
taleleiuhi' A-gicat.nil«:luti. xai xpairnul. leOuiul exteini de Onyx lau
limpul de miHlaie pielungit pel avea diepi lerultal irtiageiea difitiii a
uteteiului y bintarea laleteiului. lllilizama unti (g[(e exietivt pentru
fetrageira unu rattier blotal poale piodurr gnemgrage rttatrafiiani
iH oaia fletlele peleimen lung ale unuitairter bigul Usal in toipul
parier.iului nu lunt rungicuie, dai at putea uulude foimaiea de theaguri,
inferlia lau migraiea calelnulut.
NU Iniieiupe(i injetiaiea Onyx' 11Smai mult de dgua minule inatitie de
ifinjertaie Se poate piodute tgiidificaiea Onyx' US la virlul cateletului,
avind drept lezultat otluziunea cateteiului, iar utilvzaiea unei prtnuni
eitesnre peniiu a e>>beiataitieiul poate avea drept leruliai lupeiea
ciiftetuiui.
In limpul admmiUiini Onyx* US tiebuie men(mula g vizuakzare
bugrotigpititgieipuniiloaie in caz tonitai pulindu-ie piodute
embgi”zaiea unui tat deiinge uie nu tonitiluie linia picteduiii Datait
pitide vizuaiizaieain «<ice momem al precedutii de emboirzaie, CfRijl
dmmiitiaieaOnyi'USpinataiel ilualizaii «reipunzitoare. iestele
auaialal ti le pot ptodure iuprapieiuiizaiea yi luprrra data le mjKteaza
0.3SmlOnyx'ICSyinule vizuabzraza leiirea ateiiuia pnn viibil cateteiului.
ReziitenjioeialiU kjetlaiea Onyx"IES  Opnliinjettatta. Suinrenati
ii elibetaii lau ii iiivingeji lezuieni.» piin apkcaiea unei preyiumdt injeturt
tieitule Datale mtimpb aieit luriu, ilabildl rauza iez;iten|ei (dt exempiu,
otliiounea Onyx'US inlumenul rateieiulut) yiinbcui[i latettrjl Uliliza>ea
unei pieiiun) eiretive poate axea d'tpt lezuliat Tprea cateteiului yi
embdllzaiea unoi zone neavute invedeit
Oupa unlizaita unui caXemn Onyx' US, nu intetta(i i3 ebberail
mitrouteniul lau la ngetlayi vreun material phn el Inttttirile de a etibeia
tateteiul pot tondute la embotui lau embolizarea unei zone neavute in
vedfie.
Oaia Onyx' US !eie inafaia ipa;iuluivaicu'ar. aya cum le poale ir.timpla
data peietelr vaitulai eiie tompiomn, it poale piodute un liipuns
mliamalof iubatut la maleiial

Cootrolali ambala)ul pioduiulul Inainir de ulillzare. Nu uDlizali pioduiul data
ba.neta sitiNi eite dtitbiia lau delettoiati.

Utikza(i pioduiul inakile de data txplrjnl

Inainte de a utdtza Onyx' US, panuige(i atlt Imimciiunile de utilizare ale
tateieiului, til ylale adaptonilui pemiu Inieifa (i

Contiolati (a alil caielettle. til yiaccttonile utHizate ki lontan duect cu
poiimerul Onyx" US si be lutale yi rompalibile (u mateiialul yinudctlany'i®i
ptetlpilarea lau le degiadeazi la toniact. ConsuHafi sec(lvnile retpeclrve,
Avtilrimenie yl Iratrurtkinl de uldizaie

Oaci nule ayieapii tiieva yetunde pentni leltageiea mknxateietului dupi
injerutea Onyx' LfS, le poate piodute fragme.ntaita Onyx" tfS Invase de
tinge cate nu tontbtuie (inla procedurii.



o 4indU 1 ultitniK'iM j blourm Mrawipm;e A(mzjU it vnui
uu nuimulti din uimiloniiMtsit;

« runpindekiA94UjtatFtMiui«

m  ~n?t<MrNtfduri nulloimatif jfKrlevfnoajA lam» dinali aHmeniJH
d« pddKuii afennti aSunjitl. mkiuu tu tonuontlti
VitMpauTi

*  Rffluc

+  rtmpuldtmjenjff

Prninij i«du(f ratui bisiA(:1 (alrtmlul. »l«dali snaicniw amplasamentui
ratf(tmiui )i {«ntenafl icfluiul prntrj anvnimi*a (adofil picatntati mai sts.

Rtfluiul Dnyi * tCSdf-a lunSiil viifuiui dmal al mkrMatrtnuiut In piu( fa;a
df ilKul complkatiHw luntmice datotaif fmboli/lril nfInt»r.|Icnalf, (fnaxul
srmntAcativ pM It a«ra diapl itjuSal blaurta mbrwairtmilitl, dudnd laa
retn”rir diAcli CaniiialM dr i(fiui aarptablU lirbuk tmoldrauna rapodala
la angioaihtltftura malfniraalial. In s«<oa) nInimljifil fmbsIWili rfint(n;ionaw
sail Iftrafnl diddle acalfifnilui. In gfiwial, mmim«a(! rtlluiul la mai pulindf
I (mdf alunjutvl/duhndnia‘almioofaieltniliii Tolifnlal(i (anon pota,'«ta
arrana limiia
*  Oaca.'fliagf.'ta cairtfiulul sf dovfdftlt ah diddia, urmiloaita Ifhoka vd
poale d df ajulor:
(lageii ujw d« calfifi peraa ae*aba owtifmierli lafwagre
Qaraif limIf 1bl4le|Ua, Inlilgia;i cikf.'«"intatfla
Apbrati 0 tiatllunf u}oaraa (aletfnilui (apionmatlv )-< cmdf
diisan|a fali df catfla)
Mfntnf|iaitajli tiaclwnf penirj cinva sfcundf apoi fubfcad.
(valuati iiailHjnfa aitipia «aiuiui pmtiu a minimica liscul de
dtmiiagie.
Prsceiiil poalf d repetai iMfinitent pIni rind callleT! « if iftras
Lautibcarra nicrocaltlririoi f«]. mi eificitatl mai mu'i df 2Dcm
de tiactbinf asupca caieterjloi, prntni a mmimiza moil df sfparait
acaleltnibji
+  Pfnmicate"effifblotatc.
Inamimiif tiiuaiH dinice didcllr. «le de pielerat U ie late
camenil foiani Insniemti! vascul.ii pemru anu liua oaptuia a
unci makoimatii >lin conifcmli piovocaiea untl hemoiagll. pnn
f cnenaiea unei tractiuni pira mail atupia taieteruiui blocal
Acfaita if poalfifaliu pim mandecea cattteiului (| taleiea tljfi in
punaul de acc« «aictriai peiffli;Ind calelemlu! U linvinlinanrra
- In cacul incaie catetenil le lupe in limpul cetiageni sale, poalf avea
loc migiarea dplali tau Hasuiaiea aceitula
Tifbiilf Itali In contldrafe o if/fctlf chinirgkaU In acffai; ai puioo
amImirUi ikcul de iromboci

DEPOZITARE

Depdiji'ali Onyi* Ifi |i OH50 la Ifmpflatuii oiprinstimif «20* ;i SS'C Inaintt df
utdizaie. mfntinf)i ttmptiatuia ptoduiubiinlif 19'> 24‘C Caca prodinul Ingheatd
din cauu ripunfcii laifmptnlim mai icacuti, P»9hf|a;rl la ‘effipfialiiracamfcri
huinltdf uliiiuif.

INSTRUQIUNIDEUmMIZARE

L Amtiifcaei Onyx" Lt5 limp de ctl pulin 20 minutfinti-un mi»i Onyx” IfS"
lapodliat Continuatlamfttfcaita pini ct sumr|i gata pfnnu ligtcta‘fa
Onyx* | f Sconfoim Melapa 2

* SclemlAc htduilrio Genie 2. Model No's! 120V 51-0240,2 «V 541251, Vial
Attachment No OA- 0S20-010
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2. Condil
conlo'.mcupcopKoblinimuliti d>i

uluipiir.injcciair trast
}. Calllubiunudf rontiait din lacsrdulmlicrocalftfnilu! cu ICmI tolufif
salmi, lisatl sciinga ccnfciati

4 Umpleifaspalbilul mod al catelfrulut. aspnall apioi imatn 0.8 ml OMSO
sif<fvj Inti-o strtnga sifrili df 1ml Onyx"IfS !nifclai OMSOin
miciocatftriitl df adminisliaif iMi-un vohin suddfni ptnlm a umplf spaliui
mecitilcaiflrtului Consuliaii flichtta caiettiuloidf admmiswaif pwitni
volumiil spatnilui mod.

5 la umplfifa stiHigii cu Onyx” I1S. aspnaji apioi.nutiv 11 n Onyx"IfS
astffiIncK caput pistongivl si At dincolc de giada;u dr | ml df pr ifCfivoiu!
sffingii
NOTA: Acntvolum supbmfntai df Onyx” LES«ad utiliiat pmliv a umplf
{amonal adaptoiul pemru iniei(a;a

6 Atapall la seiinga adaploiul pentiu inteifa;i.

7. injecuv Onyx” IES prinadaploiul pemni intrfala pira ce capatui distal
al pisionulai este laacrlayl ni«el cu bnia giadaiiei de | ml de pe leretvoiul
senngil.

8 Once excesde Onyx” US de pe virtul adaptonilui pemiaimeifalJ se @
ylerge cuocirpacirati. (iii pa/lk«I uscale.

9 Scoalffi seiinga pemiu OMSO din catetei. unplei-o p«'e capacitate )i
spiUli lacoidul lori cuifstul dr OMSO

10.  (onrculi imfdiat siiins ifringa Onyx” US lalatoidul miciocalflenilui,
aslguiindu-va cl nu riista aei In tubulatura in limpul conrctanl.

11 Injecaii Onyx™ US penmi a dfriofji OMSO. Pf bara pianicii clinicf. if
ffcomanda caOnyx* US saAt injfaat la undebit constant de O.Id m I minut
(0.28 mg/99sfcunde) Nu dtpJjlli0.J mi/minat.

Heamfiltcacfa combiuaa Onyx” US pe duiaia detimp necesaiJ 120 mimitel
poate avta drtpl tfrului ovsna&iare fluomscopici necoiepuAritoacf In
timpuiadralnistiirii.

tntrcta|l Onyx” US bntdul dupi amtsttcaie. St poaie produce sedimentarfa
lamalolul hi stiingi. avind drtpt ftruAal a viriulirart proasti aOnyx' US in
limpulinjfctiril.

Pmuu biffctaira Onyx” US folositl nunul preiunfa txtrcxali cu degetul mart
Fdosina paimti penmi a pioduce avansaiea pistonului poair avra dirpt lerultat
fupfifa cattlenilui din cauza prrsiuno ncfsivfin car de odurbine a caiettruhii

Opciti bijfctaifa daci Onyx' US nu tstf vscuaitui leyind din «iifui catetfluiui
Daci Stastupi catetenil st poatt pioduce o preiunf rxcesAid In lunpul
Injfctirtl Onyx' ICS. controlall conttnuu ci lese Onyx” US prinvirbi
catetfiulvl.lestelf au arltat ci se pot pioduce suprapresuncarta ;| niptfea
daci seinjtclead 00SmIOnyx” US yl nust virualirrari leybea acntuia pnn
«iffulcaitttfului.

Optui InjfctarTa daci se simtf oifristenii citscuti lasemsgJ. Focia de initciart

crescutipoate, ulul C clirhlnir-un

catetn ockirionat va avra drrpi lerulUL nipeiea cateteculul.

Nuimrffuptll injectaita Onyx” US mai mdt de doul minule hsabite dt
itinjectare. Se poate pioduie soHdlAcaiea Onyx” US lavlrful catettnilui, a*Ind
ditpt renitat Dclarbmea cateCenilui, iai utibraiea unri piesiuni exceswe penttu
aehAfca caietentl poate awa dmpt reruhat rupesta catetenibl

AHERTISMENTE

Opiill hgtctaiea daci st obseivi o ddatart anocmati a diametnilul
miciociteteruluL Cieyteiea diametnilui mkiocateterulul poate avea ca
stmniAcaiio un catetet blocat Creyterta dlametiulut mkrocateterului poate Acel
mai bine s\abUiU pnnJluonscopie cu dubli incidenti cu magnlAcaie gicsleri'
saupiimr-o pioceduri de.taitograAeit*. eamhilnd ceamai mare stcthiM
posibda a mkrocatelenrlirl.

Inlimpul adminhtilril Onyx* US nrbuie menthtuti ovlrualiuie Auofoscopki
cortspunritoaif. hi car contrar putindu-se produce tmbeliraita unui vas de
singeu if no consmuie lima procedoni. Oaci se pWde viruatizarea In orice
momen: al prKfduiii de embohraie, 0PSi11 administrarea Onyx” US pini la
leluaiea vLrualiriril cocespunritoace.

12 Caci este necMaii o adouastimgi Onyx” US prntnr o tmboliraie. nu
scoateil adapiimil din caietfr find nte gata nouaselingl Onyx' US, pui }
simplu scoateil strtnga goali din capitui proximal al adaploiului )i conectali
nouaseringi la adaptor

U la Iffmhsaita h~daiii Onyx' US. ailtptaticlteva secucide, asphali
u;of pnn sertngi. lai apol liageli uyoi dr catetei penliu a tepara modeiui
OnyiES.

Uimitoaira tehnici nte o tebnici cpiionala de ftiiagetf a calflenilui.

« la lefininaita Injtclitii Onyx™ US, alteptali ciirva letunde (| apo; aspira;i
ujo.

m Irlilurap Miirg |ocul caieielulul apInind raielenilul o tiacimne de citiva
ceniimriii pemru a ciea o u;oari te.nsiune Insisleir.ul catettnilui

+  Tineiisuint catetcni' yiapoi iiageli-i (oloiind o miycaie rapida dhi
incheifluiamiinii (dr ladieapia la slingalde 10- IS cm pemru a scoate
cate'eiul dm modelu!Onyx” US.
NOTA; Nunie necesarsi seliagi caleterul mai mult de 20 cm

NOTA: Aceasti tehnici nua lost autorirati penini uteterele Rebar



Bbnrapcku BG

Yka3zaHus 3a ynotpeba

TewraemoorvsmpaLLia cuctema QryX™
BWRHE

BeNrpaausTA koHsaatexno (3 CALL) (xp3xnun3 npon3k63T3 H3 70)2
H5F» OMO OT W » HjptnaiHf Ha mvap.

lona n1m»2u( !pn6m aa cr nwsnua (amo si nekapu < pofipn pas™paur >a
axuBrpaecwie M/HW nepky raHHuTe aKiepietisitsivsun) npsuraypn

OWoE

Onyk* ISSt unaskyiipen nuen em6oTOMpaLL, nptnapai, rbnosLy « or £8A
[eTvner onHnoo anka»on| konanuuep, panoapeH i O {aumeTn cyn"okwpa).
1 (YCTITHrpaH MUKPOMHaVPaH TaHraIM /pak. OOHYPHaLL, KOMrpacr 3a
*u3yannayuk upes 4nyopo(kenn« leumara enbennsmpalua otorema finyi [11S*)
«CkMowor I"roliMKOMOnyK't/i, ),S ml dunakon IMCO g u 1 T|<npu«ncokn
3a gooaanHe aOnyk* IfS n«Ha 1 ml capumuo|ka c«M (0. Mukpo Kar*rbp 3a
IpclaleHe, reiveoTim 1 IMCO (aumeTn (YN~ oKoLy). Ko3na e npeauasHayeH M
yuotpePaaosoitre Ha HepoHara akresaa. 1 10rofi3fa U A0arin o miooio Ha
emfonmsayk JaanTpu 3anHreppeHa U3puHLLOmMa-karerkp Ony»'tfS, koiiro
<e npofiana TAeNHo, € aonbMHUTENHA NIPUHA/NEXHON K3vm ouieaiaia Ony»* U V
OTrypKnansa Hurepcekr Mexy (NpuHuoakala sagonavnHe uaCnyx' Us n
KaTerbpasajorTankHe

HAREOA

Onyt~US le gooaek ‘ipei Mukpo ka'erbp 8 ABM nog “iryapoiKoniKX koHspon
Paz1sopuleM | IMCO ce p3lpblkna B KpAIB3a v HHrepanynanHte reMiKovni.
npudnHn«alikn HL3y opeiiMiHiauKK Ha f Bii kononuaepa v (yweHaupasnn
lanlansrbfler kokepesveH emflon Onyk™ t£S 3'enbanuc obpasyna KopuHka npu
|llbpAnaane:o Ha NOAMMEBHI» EMBON WB/H KaHbIpe, 0Kat0 Ce NPUA/IMKNA Mo-
AvcsanHo > ruga MoHexe Onyi' 1£be HeaaacuaeH, MUKPO Kaiei npbl MOXe Ja
Ce OCM/IMHA MACLL. J0KAI0 Ce V3M1bPO3/a: Gasikin U KCH|PO/MPaHH UNKEKTUPaHNK
[Mxuarpa”1cnes emPonnsanmira MoXe fja ce 3fibpoav C MUKPO Kalerbpa lu
MKCHO. KOBHO HO3/I0/1KNa Ha NIekapi 1 NPaevt A0N3>HATENHM MHXEKLMN NIpes
(bMBHa MUKPO Kaieup. ako e HeoGloAuMo

MOSAHAATRIORHAE

Em6eiiv 380N Ha LE3VM a MEpVIEpH/TE (Bone H (Taonere HauepnHara MOCTEVE.
TKNOMVTENHOBRTEVIO aeHOBH/ MBrOCPaYBLIHVA NTrepiackynapmi Tyvopn

A

Onyk' 1H (e r.peasaio n [pu nexape nekn popmH, Oryx’ -18 1£6(6 4 1BA),
Onyx*->01£6(6,54 { BAI 1 OnyKk”.34 Its (84 18A;.
+  Onyx'-18 £E5n Onyx*-20US ripeeepv-H ce, kararo wece u3nbpuna
V3CKeKrvpasie /1 3akpaHnadLiTOKpaHe B 61130CT Ao hokyca
* Onn'-ia US' Mpencpby|3 ce 3a em6onu3aLn npu 10-(HNeH KpbBOTOK 1
Ha Nc3ronemMm KOMMOHEHT ( (hHCTyam.

MOIBD TKSAH

Onyx* n$He e npeaHasHaueH 3a yrotpe6a npuHeo04H0CeHM nolopoaed
1< | S00z) W NPV NINLA FBE | HAYMMO YBPEXK/AHE Ha HEPHOAPOGUHTE ChyHKLMM.
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BEMOHIVDOOKEHA

BB3MOXHITE YCIIOXYEHVB BK/I30KBAT. HO He Ce OrpaHuHaear 0

* Xevaiom

*  ApsepuanHalpombosa.

m {incemsvenH CGUTAN BCrIeANIBYE Ha MLIPAL3N Ha eMBON. Ba30C/Ia3bM
rpOMGOM.

+  3aKnelaveHanTersypa

*  PynrypaHakareTbpa.

*  MHcpaLHA Ha yorpoiicncTo v pa|MecrsaHe Ha OTAHBUra

* XeuopararuH HHUWIGHT! Tb0BapynTypa- nepcopaimn

* XeMo3333aMUHHUTe IPBMEHIA. Mpe/yt 3BIKaHY OF eMGOM3aLKTa, Mocar
[l0Be/aT /10 KEMOPATVKHM YCTIOKHEHN

* XeMopaLL4yy YCTIOKHEHI. CBLPraHA CONYT 3a 0CBOGBX(/IaBaYE Ha
3aK/ELUEH KaTeThp.

+ Te3nUCKEMAYMV WK XeMOPACUH3M YT/IBXHE3H1N MoraT /ja 10BeaaT 1o
a3 thyHKUMOHArN HEBPONIOTMUHIA AeCHLINTH 1 BOSMOXHA CMBT.

M FRWEHA

JlopaaH BU3MOXHO30 06pa3)siaHeHa ernesapacyecit An(a (Ta3nassosun Meran
BMarepuana na Onyx* US, Tpnbeaa ceusénrea ynorpedara Ha ycTpoiinsa
3aHOHO/ON/PMA €1e30pOKaYyTEPU3aVHA 33 NTPYPritUHa pesekUys Iu ABM
WM 1a aprepyonenosHit ChCTyrH, emoe (Omyx*US

YITpoiioBa TPNGBa ja ceU3NIONBAT C 0BHLL>ETM BHUMAiTE

lou yrpoiinso cegoctasn CMPK/IHO ca3ao 3a eaHckparara yrotpeGa He
YNoTpe6BaiATe 1 He CTePUMSMpAIiTE NOBTOPHO MoBTOpKaTa ynoTpe6a H
NepTOM3aL/ YBeNMHaBaT P3kka OT MHADEUpPTX Ha NaLiyieHTa 1 Mapyluasar
(pyHKLMOHVPaHer0 Ha ynpocccriora

V3non3BaiitecamoOnyx*1[5CAPSHLOBKUTE TauHxekTpaHenaMCOn
Onyx* U5 ApyTi CrIpMHLOBKI Mexe Aa yeca CbBMecTaum3MCC.

«  XUIO/NiTBautecamormmectum.lcAMCOMMKpokaTerput>aex3 [py.nm
MMKPO KaTeTpi Mexe Aadeil CbBMK'MKW CA(|T(' 1uTnon3saqero um
MOXe A1a fj0Be/ie 710 TP3MGOTMEONMUYM CBEHTIN BCE/CTBME Ha BAOLIABaHe
Ha KauecTBOTO Ha kaTeTspa.

*  BHmauy yyaiite rpeBuz poCcMekHoCTTa Onyx* US fa B3aumnaennsa
CAPYTY 'MGONMNPaLUAPETUPATI. Yaep LaHoaKpUaLl, ICKpUTY
Crvpan, YacTLy WHAY emGonLyMpaLLy cpepy

+  ii313|pwBayeTo Ha emGen|TaTTUN 3a 3anyLiaHe Ha KBBOHOHOCHH Cbjjoae
& lucokopuckala npoeaypa. Mpotieaypata TpnGsa fia CenssBpLIBa
OT CreLManucT ¢ noaxopaiuo 06yueHre 38 MHTepBeHLM) B 06n1acTTa Ha.
eB/J0BETe Ha HEPBH3Ta NITNeMa K nepudepHuTe eB/joBe. KakTo 106po
No3HaBaHe Ha NaToNoTNTa, KoM LWe G‘bﬂe neKyBaHa, aHI'VIDCDaq)CKMTE
TEKKVKAT U (ynep(enexTul Hata eM60nH3aLHA.

+ AHTOBHaTOMW/Ta Ha NalivieHTa TPpNGBa 42 MOXe /1a Te NOB/HAC Ype3
ICCTaB/He Ha 1bpKa Ha MuKpa kaTerspa B MACTO, KOeto e Aunasko Cipssao

pTEpUAIIOTTEKNOUBBE. KOHTO MOraT Aa UepenHo-Mo3byen Heps

*  4x0aHTvoTpadmKTa NoKassa. Ye BEHOSHWIT ApeHax Ha ABM H3nexaa
OuTY eH apTepuanHara o , TGBa Aa ce
0GMVENM 3SI0N13BaHe Ha [10B/IMMTEN4A CriMpana.

«  'TipexaespemeHHO BTBBPA/IBaYe Ha OnyB* US MoXe fia ce noryum, ako
yep MaKpaitHKBT Ha MUKPO KaTerBpa Mkka KOHTaKT CHITUvonocueH
|Pa3TBOP, KPBO WA KOHTPACT B KAKBOTO 1 A1a 610 Kenyenao.

*  AxkoOnyx*| £5 He ce pa3mecsa HenpexvHaro 3a Heo6X04MMOLO BpeMe,
MOXe /1a e NI0/ly4¥ HeIOTTaTBYHO CYC/IeHAVIPasTe Ha TaHTasa, Koero fja
[fioBe/ie 710 HefionarByya (hAYOPOCKONCKA BU3yanu3aLys o Bpeme Ha
focTasHe ViwkektuparTte Oflyx* ItS Henocpe/cnemo crief pasmecsaqe
AKO VIiOKeKTUpaHeTe Ha CAlyx* ItS ce 3a6aBM, yTanBaneTo Ha TaHTana Moxe
{12 Ce MI0-My4M B PAMK3ETE Ha CPUHLIOB/ara, BO/EST//O /0132 BU3yann3aLys
va Onyx* 1(5 no BpeMe TV UHXeBTUPaHe.

+  YnctpeGaraaanantepatauHTepthencmexy.ipu’ TIoBKa a i karerspa
onyx*.(f m DAPMTPAUTTB: Ha MIKPO
KaTerbpa AK-HeCK -CCTanT ~bC ae unTeTo'epaHci ToBamexedafoBear
[0 HeBoa> a esabomnmnuus

*  BuTe YkasaHunra 3aynoTpe6a --aajantepa 3a uHtepcemt M xay
CMIPUHLIOBKA Y KATETBP ".NyX 32 CTIMCbK Ha CBBMEC TUMM MNKDE3 KATETPH It
WHchopMaLs 3a MBPTBO iponpavene

Aorato HinkekTipate Onyx* US opemusianaHeT” Ha OT3yx* U5 npes siymeHa

Ha KaTeTBpa TPAGBa Aa Ce Criea ypes dYyCpOcKOOCKa BU3Yanm3aLi
TPeNOPBHTENHO € 4a Ce 7I0Ny4Y hyOpOCKON KO M30GpaxeHHe ipeH
/AIOCTUTaHE!0 Ma LUl H B3XanHalB MBPTBO IPOMPAHNBO Ha KaTeTBp e ajanTep ¢
LieN BU3yanm3aLyts Ha eMBONMVPaLLVA MaTep3lan Npesv UaMM3aHETO My OT BBPKA
Ha Katerspa

+  3non3savTecamMoHaTUCKCNPBN3aH3CKelpaHenaOnyx'us
V13710MBaHel0 Ha AJHTA Ha PBKaTa 3a NPpHABKMBaHE 1a GyTanoTo Moxe
/12 [I0Be/ie 10 pySTypa Ha UTETBPa Nona/y NPeKasie Ho BUTOKO VasTave B
CIyaii Ha OK/y3UB Ha KaTerspa

m  Prokektmpaiite Onyx* U5 1 IMCO cGaBsea, NOCTOsIHHA CKOPON.
HenpnuwaoawaO, 1 (n'/munyla Mpcyylalnnp«xuBolHumnnokalam
ye 6BpIot0 MKKekTUpaHe Ha JMCO o chiooaTa cunema Moxe fa AoBeae
/10 Ba30C/1a3bM v/ tvm aHTMOHEKPO3a

*  He onansiite noBeue ot | cm Onyx* U5 fa ce BpBTLia 06paTHO /pe3
BbY 1a kaTerspa. (B/;0Bata NpyKTypa Ba3oC/a3muTe, NPEKOMEPHOTO
BpBTLAve Ha OnyX W SPOBNIMMTENHOTO BPEME Ha MIOKEKTMpaue MorarT Ja
[I0BEJIAT /10 3aTPY/MENNA B U3BAX/AHETO Va KATETBPA 1 40 3aK/lelliBaHe T
Katerspa. MpUNaTaHeTo Ha NPEKOMEPHaONM 3a U3BaXaHe 1a kaTerspa
MOXE /2 MPUUMHI CEpro3va UHTPaKpakuaHa XxeMoparus [IBnTocpouHuTe
echeKTVI OT 3aK/IeLliBaHe Ha KaTeTBP. KOHTO 0e 0aaB M B /lalivienTa, ca
HETBECTHW. HO T Mor/m fia
CBC3TPELM, IHEIEAVI WM MUTPaLWA Ha KATETBPA.
HE npekBeBavTe nHXeKTMpaHeTo Ha ONlyx* US Ta noBeye oT Be MIHYTH
npe/v Aia MKeKTUPaTe 0THO0O BB3380XHO € /1a Ce MoNyuy OTObp/ABaT<e
Ha Onyx* U5 Ha BBPXa Ha KaTerspa. KoeTo fja 4oBesie 0 3anyuimHe
Ha KaTeTBpa, a UT/I0/13BaHETO Ha NpeKaiey Nallick 3a IpoUMnaaHe Ha
KaTeTBpa MOXe 4a NPUIHY PYNTYpa Ha KaTeTBpa

o Bpeme Ha gocTaBsmeTo Ha Onyx* U5 TpsiGoa aa ce noaABpxa AoGpa
duyopockonCU 03uyan1BaLis, 0 IpOT3aeH Criyuaii Mexe Aa ce nomyun
€MGO/MAANTI HA CBJ, Pa3/IYEH OT ETUHIS AKO Ce 3ary6u BI3yaTTust
KOHTPOA O K40 1 1 610 MOMEHT N0 BPEMe Ha MpoTCe/ypara Ha

, BASPBX(E Ha Onyx* 1£5 fio BB3aanomBaneo

Haa/iekNaTHaTABH3YaNIN3aLT3N (eNBATTEOE NOKA3a/0, YePeKaaeH3
11000 vansTave v py/ITypa 3/1Brar Aa ce Nofyyar, anocenHxekTpa 0.05 ml
Onyx* US v He ce nuTyaamn3vpa naan3aueTo My OT BBpKa Ha KaTerspa

+  ToBuiLeHo (BNpOrvBnenne CAPSMO NHXeKTMpaueto Ha Onyx* US
- CsipeTe MMKeKTpavelo. He NpaoeTe oMM 3a T3pOUMCTBaVE W
NPeo/ONABaNE Ha CyTPOTUBT3EUNETO YPE3 NP3T/IaTaHe Ha MOBULLEHO
HasATaHe Ha T3HKEKIPaHe. AKO Ce CATyuM Tefa, OpeaeneTe spudmmaTa
32 eBMPOT33B/IEHVETO (HanpyMep OKNy3ua oT Onyx* US Bnymema Ha
Karerspa! 1 nojmeseete kateTpa. /3TioN3bIMeTs Ha MPeKancHo BHEOKO
HasiTaHe MOXe /ja ZI0Be/ie /0 Py/ITypa Ha KaTeTspa 1 eMGom3aLma Ha
30UV, Pa3INK OT Kenasiata

*  Cn«u3BOTUBAHETO Ha MUKPO UTETBP CONyXx* US. He npaaeTe onucu
[ianpounnBare MYKPO KATETBPA WM A HKKEKTUATE KAKBOTO U Aa
6GU0 MaTepuan fipes Heto. ONULL 3a/1POUTKTOAHE 1a KaTerspa uoTar Aa
[10Be/jar 10 06pasyBarTe Ha evbon UT» 40 eMG0/M3aUMA Ha toHa. PasniHa
OT XenaHaTa

+ Ao Onyx* ItS uznese n3BBH eBA0BOIO NPOCTPAHCTBO, KaKTO GHworno
/13 Ce C/Ty4M, ako rbj0BaTa NeHa e HapyLLeHa, € BB3MOXKO 4a Ce nofnyun
NI0B0CTB OTrOBOP KBM MaTep

6paaysave Ha
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M PIY X IPRURIGLG

Mp«ra(amle yKiuminiam ynatp«danktnHam T~ , Tau WHa afantepa
bl Mtnepfeiic, npean gatononnate Onjm' 10

YaepeTte Te ye biteTpute U «<inwwHTenHHit npuHagnexHsLL, nmonasinm
i NpAK KOHT3AT <noMAYpa ONty»* 10, bl WKTU 1 3AMETTHAAN TMaTepUana
W He DEMTAHHPAT NPEUKMIATAYHN WM PMwalaHe Ha MMeTTANTO My Npn
KOHTaKT BLUKTE rM/IeTHUTE pataenv Mpeaynpesesuk n Y uMHun 1
ynBTpe6a

Ara He Te UTHYaWUT WWLWLTa CeKYHAN M MaTeToAHe Ha MUKPO MTeTbpa Cres
MHXeKrvpaHe Ha Ony»™ i.0, Mexe Aa Te nonyuy patverTaann Ha Onyi™* K0
1 TbACKe. PaVHTUMT OT rapTeTHUTe

SlaTpyHEM HNaX4aHe Ha UTerbpa Wik aakneTaoaHe ka UTeT vpa Hoxe Aa
(IHze npuunHero 01 UeoT crel

KTOpY:

« ilwtroopeMeHauieiepnaaiiiui

+  Tb/0MNPYKTYpa MHOTO AMNaNHAapTepHOKEKO3Haman opMaLun.
MapaHoaka OT ae U TH/. Y/b/KEHN. MaNIoT W TOPTYOaMT Nefirary/m

+  BaiocnaiPM

*  PeMnykt

+  BpemeHaunxeKTpave

}a HamanoaHe Ha pU<u OT MKNennHe Ha UTeTHpa. BHHMalrH« noaGepeTe
MKTO/MO/OXEHVEHD Ha UTErbPa U KOHTPO/MPAIiTe pe”iykea, M fja ckefeTe [0
MUMHUMYM 0aKTOpWTE, UT6pOeI No-Tope

Pechnyy Ha Onyk™* US npes anaanHun apbl Ha MUKPO kateTbpa: OTaeH puTkoaeTe

OT MaeMUYHI YCTIOKHEHNS «TIEACTOME Ha eMBOTMT3HHA, T

pechnyKe MoXe /ia NPHHWX Tak/erzjiaHe Ha MUAKPO KaTeTbpa 00feiikin 40 Tpy/Ha
jaHe HinaoTo Ha pedh. TOMCXe/a ce npveme ip iuKaiH

g K CPaoHska CaunToapTMTEOOHINTA Ya MachcpMaumsTa, M f1a ce ckefie

[I0 MUHUMYM PUTI U HexenaHa eMposAMAN W TPY/HO UTaax/aHe Ha

nTerbpa Kato npaswno ceefete pechykca A0 N0-MasIko OT 1w 1o AucTanHng

apbl Ha MUKPO KaTeTbpa BCHUKV ApyTI (hakTopy MoraT Aa MoBWNAT abpky ToBa

OrpaHyeHye.

*  AKO (peTiHeTe TPYAHOCTM T UTKaX/AaHETOHa KaTeTbpa. CrigaHaTa TexHuka.
MoxeaabbAae0Tnon3a

BAWMaTeno viaterieTe kateTbpa. 3a /ia OfieHure aciko
TB/POTUONEHNE 38 NHAX/AHETO.
Axo (I ycewwaTb/po3HaeHHe, OTCTpaHeTe aTNNKao ‘HarblaHe*
nc uTerbpa
BuiiMaTenHo pUoKeTe TPaKLMA abpxy UTerbpa (MpuéamunenHo
3-A (1T pa3nblave Ha UTeTbpa).
3a/ipbXTe Tas TPaKLWS 38 UAKONKO CEKYH/W 1 OTyOTeTe.
TpeLieHeTe NPUNMaHe Ha TpaKLWA ebPKy CbjjoaeTe, 3a a TaefeTe 10
MUHUMYM pULTa OT Kpbaoua<'<|.
Tosli IpCUeT Mexe /ja ce NICKTaps NEpUONIHO, ZIOMTO Ce M3TEr
uTerbpa
Koranwsnonsaare MUKpo UTETPY Ha evl, He npunaraiite Tpakuys
noaeye o 20 cmM KbOKY UTeTbpa, 3a/a caefete [0 MUHUMYM pucka
OT OT/jeNIAHe Ka UTeTbpa.

*  3aTaKneweHu uteTpu
TIpyt HAKOW TPYHUKIMHUYHIA CUTYALIM MOXKE 1A C& OKaXe
N>6e30/1aCHO 13 Ce OCTaa UTEr b CHACOUAaHe OT I0TOM a
Ch/l0aaTa CvcTema, OTTasIsioTo 1a ce NoeMe K OT PYNTypa Ha

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

MachopbIaLYTTA 1 CHOTAETHE KPBIOU3NAA. YPe3 NIpWnaraHe Ha
TBBP/E re//IMa TPaKLHN BbPKY 3aK/IeLieH U ie i bp
"baa ce /I0CTUTa Ypes3 Pa3TANHE Ka KaTeTbpa K Npepsi3Bake Ha ocTa
B6/1M30N 10 TOHKATa HA IOCTBA A CH0AATA CHCTEMA, OCTAASMKH
KateTbpa B apTepuam

- AKO KaTerbpm Ce CyTM Mo apeme Ha H3aax/jaHe. .MoXe Ja ;e
MIOAYHM AHETA/IHA MUTPALS WM C/MPATIOOMAKO YCyKaaHe Ha
uTeTbpa
{psiBbI 42 e NIPELieHV M3abPLIAAHE HA HoepyPEMIHa PE3eKLS a
ChILVA fjeN. 33 /13 0 MHUVMM3IPA PUChI OT TPOMGO3a.

CBbXPAHEHVE

CblIpaHaaaiite Onys' US n/IMCO mexay -20' n 55'(  Mpeaw ynotpeGa
noaabpxalle Temaepatypara Ha npogykTa Mexay 19' v 24'C Ako npoayKTbl
Tampb3Ke NOPO/M M3/aTaue Ha /IC3-HICKH TeMnepaTypi, pasmpaseTe Ha (TaliHa
TemnepaTypa ipeau ynotpeéa

YKA3AHUWA 3A YNOTPEBA

. Pasknauaiire Onys' US anpo, Ve Ha
mukeep Onyx” U S 'npn Mpog;
(Te conku 3aMHXekrupae Ha Cnyr' 1£b CHI/ac3co CTbAM 7.

0 20 MMHYTU &
€. joKaTo

2 YBepere ce a pasrofacaHeTo Ha MUKPO UTETbPa C MHXEKTPaHe Ha
TaHTPaCTHO CPE/ICTa0 ChI/ACHO CIPOLie/lypaTa Ha 3apaaHaTa MMCTUTYLN

3 [MPOMHYTE SOHTPaNa OT HakpanHUN Ha MUKpO uTeTbpa ¢ 10 ml
PU3MONOTMYEH paHaop OoaaeTe CrpuML0aKara cabp3ada

4 Mb/HeHe HA MbP1ao|oNpo(TpaHnao Ha UTeTbpa acimpupaiire
npn6nwutenHo0.B ml ot crepunHmus JAKO ya cvj a | T)(npuHL(Taka
cOnys'I(S WrxektmpauTe JAYO a MUAPC KaTeTbpa 1 [0CTaasHe &
[flonaTbyeyo6em 3a HaboaHe HaMbPTaoN NPXTPaHNao Ha UTeTbpa
BHXTe €TUKETA Ha UTETbPA 3a/J0CTaastHe 33 06eMa Ha MbPTA0ro
NIPOCTpaHcrao

5. Kocato musHuTe Ulpnuolkara cOnyx™ US, acnupupaiite fpubTH3WTENMO
1" mlOnys" IES. Tan Ye TnaaaTaka GyTasnoio Aa e Crief MepuTenHara
JWHYA 32 1Ml Ha LMAMHABPa Ha CpUHLoanTa.
3ABENEXM: TotunonbTutenex obem Onys* USme ce usnonsaa 3a

(npai aanepa U
6 MpukpeneTe ajanTepa 3a uHTepdelic KbM CApUMLONUTa

7 Vkektvpas'Tre Orys™ ItS npes agantepa 3auHTepdhedic, AobITO HKTanHHaT

Kpaii Ha rnaBara Ha GyTanoTocenspaaHy ¢ Mepusenyara nuHus 3a | mlHa
LWMHBPA Ha CTTPUHL0AUTa

8 BCsKO M3 /MILHO Stoni4erTao Onyx'™* LUl - Ha abpsa Ka ajjanTepa 3a vHTepdhelic

MOXe /13 02 V3TPHE CUMCTa, Cyia Kbp/ia 6es HacTmUm.

9 Brzienete cripuHaoakata c/IMCO T KaTeTbpa, SIperb/HeTe M uwuiiTe nyep
vakpaiTu cTkT3an or IMCO.

10 MrmaGaauo CBbPXe3e epuHLoAKaTa CONyx™* IES 34paa0 KbM HakpaliHub!
Ha MUKPO UTETBPa, UTO CeyBEpHTE, Ye & HEro HAMA STb3yA Mo apeme ha
CBb33AVETO.

W.  Vnkexpaiite Onyx™* 16, 3a gansmeante MCO. 863 0CHOBa 18
KAHHW4YHATA NPaKTUKa ce Npenopbysa Onyx™*U S fa cenvkektnpa
cpaaHomepya owpoa 0,16 ml/wteivra (0,2S mI/90 cekyHpu! He
r.peiHiaaiauie0.) TroMuHyTa

* SdenftficInBuctcles Genie 2, Model Nols). 120V 514)240,240V SI-0251. Vial
Attachmen! Ho. OA- 0520-010

NPEAYNPEXAEHNA

AxoOnyx* LI He ce paHuecBa eApeKbCKato 3a He06X0AMMOtO apeme
|20 MMHYTM). MOXe Aa Ce NOMyuM MeAoCTaTbuMA (UTyOpOCKONCKa ausyarmsaTes
noapemeHafocTMsHe

WHxexTpaiite Onyx™* LLinenocpeAcTaem cnejpasmeceaHe Bbamexame
/12 Cernony4n Brabp3LinaHe 1 TaHTania a pamkuTe Ha cpuM(BLM 1a. koero«a
[1006/ie f10 50CHa am 3yanvsaliwn Ha013y1'*n5noapemeHa nsxeTl/ipaHe

Viznion3aaliTe CaTM HaTVCX C /IPBCT 3a MHXKEKMpaHe Ha Onyx* 16
M1371M3aaHet0 Ha J/1aHTa Ha PBMTA 3a NpyiasemMaane va GyTasoro Moxe Ja
[l0ae/jeao pyBTypa Ha UTETbPa A0PaV IPEKA/IEM auCcoKO arnsraHe a crydali
Ha OK/y31Nn HaMTerbpa

CrPETEMMKEKTUPAHETO, aKO He Ce aH3yanuanpa i 3ane ka Onyx* U5 or
abpy Ka UTETbPA. AKO UTErbPbl Ce 3anyLUM, MOTKE /ja Ce /IONY4M PEKaIEHO
aucoKo HanTake. Mo apeme va kxekTupare lu Onyx* (B ce yaepnaalite
Henpekb<HaTo,4eOnyx*1bu3w3aolabpuHanterbpa (ectunene
nof1asano, Ye OpeKaeHo ancoKo Taasliiravie 1 Py/iTypa Morar Jia ce nofyyar,
aKo cenumektpa QOS W) Onyx* US 1 He @ anyaTumpa H3sH3aHeTo My or
abpubl UTeTbpa

CripeTe MIKEKTUPaHETO, aKO YCETUTC /I0aUM)eV0 ChNIPOTUaNeHie a
cnpuioaoaura MoaHieHaTa OMa 1a UHKEKTVIPaHe 3aBxe i Ceib/Ii Ha
3asylaane HauTeTbpa. MPobKaoalla MHKEX TUPaHe a 3anyLeH MTETbP
Le/10a &1 40 PyNITYpabl UTETbPA

He npexbcaaiite uHxekTpaHeto Ha Onyx* ( FS3a noaeye ot fgse TuiiHy
npeav 1a KKEKTPaTe OTHOAO BB3MOX3I0 €/1a Ce MOMyUM abP/ASaaHe

Ha Onyx*US HaabpW Ha uierapa, n10e'o3)a [looesie A0 3anyLuoaHe ka
UTETbPa. @ U3/10/132aHETOM NPrkaseH HaTuCK 3a MPoUMCTaaHe »L UTeTbpa
SO 12 NPUYMHY PyMTypaHa U ie Thpa.

CnipeTe KMxeKTpaHen, ako ce Kabnataaaa abuopasHo ysicanyanHe Ha
[inaveTbpa HaMUKpO UTeTbpa MoouLaaaneTo HaiHamerbpan TUMKPO
WTETbpa MOXe Aa 03Ha4aaa GI'IOLLIpaM nTerbp.YaenHuablHeo Ha
/vaMeTbpa Ha MUKPO UTETbPa MoXe Haii-106pe /ja ce onpeaen upes
'thNyOpOCKO/IMH CABOEH 0GXBAT NPU HUCY NENEH Ha YBEMMUETTUE! NN Upe3
npoLieAypa Ha ' npT Ha TpaceTo* it ) Kaid-
Ww1pouTa YacT Ha MUKpO UTeTbpa

No apeme n foctaasHeton Onys* 16 Tpn6bl Aa ce noaabpxa AoGpa
(hnyopOCIChI aV13yarnH3auTsUN. 5t NPOTHaeH Cyvali Moxe fia cenoyum
eMBOsAM3aLIMA 1a Chy, Pa3/IAYeH OT eNaHWs. AKO Ce 3ary6i aH3yankxi
KOMTPONaKoiTONAaGa MOMEHT N0 apeme Ha npoLieaypaTa Ha
em6onmsalnn, L BbXXTEaocraanHetaHaOnysn*1640ab3naHoeHbIHNO
Ha a/jeoaTHara ousyanmsaiin.

12, Axo3aembo/m3aLms e HeoBKofATVIa a30pa CIpHHLoan cOnys* US.
He 03CTPaHsi3aiiTe 3janTepa or UTeTbpa. KoTaro Hoaata cipumL0am
cOnys* US e roTosa, NPoCTO OTCTpaHeTe NpasHara (npuuuoain or
NpOKOLANHMa APaii Ha ajjanTepa i CabpXeTe HooaTa CPUHLL0aMN KbM

afjanTepa.
13, Mpv3aabpluaaHe ha MHxeKTupaHeto Ha O nyx'1Bu3yakaiite HIKONKo
CeKyHA, N1eKO i Ta 1 Crief ToBa

usTerneTe UTeTbpa, U Aa oraenuTe oTamemuTa Onyx* US.
CriefiHaTa TeXHVIKa € oMLV 3a M3aak/aHe 1ia UTeTbpa:

+ Mpv 3aabplLIBaHE HA HIOKEAT3epaneTo Ha OnyX* 15 u3uakaliTe UAKOMKO
CeKYHZM 1 e CObl N1eKo acTupupalice
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{MepeBog C aHINNIACKOTO S3blKA HA PYCCKUI A3bIKA
YAOCTOBEPEHWVE KOMNN XPAHUTENEM JOKYMEHTA

51, coBepLUeHMoNewWw s, Muwens Mup3san. B Haa/exallleM nopsiake NpueeieHHas K npucsire,
UMt XpaHTeNs AoKyMeHTa

Yreepxpaato nog npucsi! o (Unn NOATBEPXKAAD), YTO NPUNaraeMblii 3K3eMNISP AOKYMeHTa

«MTHCTPYKLUMA N0 NpuMeHeHU0 Cuctema xxunakaa améonmsnpyrowasa (LES) Onyx»
onncaHue AOOoKY MEHTOB

ABNAETCA BEPHOM M rOAHON Konuel NpaBuIbHOrO U NOTHOMO OPUTMHaNa AOKYMEeHTa.

brogHuCh!
Moanuce XpaHUTeNs AOKyMeHTa (1mua, npefocTasmeLleto agdunaasnT)

HoTapuyc nnm nHoe AoMKHOCTHOE NNLIO, 3ano/HAoLLee AaHHOE Y/0CTOBEPeHME, NOATBEPXKAAeT
TONMbKO JIMYHOCTb /NNLQA, MOAMMCABLUEro AOKYMEHT, K KOropomy mfpwusalaeTcs HacTosuiee
Y[OCTOBEPEHME, W He CBUAETENbETBYeT BEPHOCTb, TOUHOCTb WM  AeACTBUTE/bHOE Ib
YMNOMSIHY FOr0 JOKYMeHTa.

LWTaT KanutopHus
OKpyr OpuHax

MognucaHo nog npucaron  (MAM MNOATBEPXKAEHO) B .MOEM  MPUCYTCTBUM  CETOAHS,
09 ceHTA6pA 2019 r., Muwens Mwupsau, NOATBEPAMBLLEA MHE CBOK JIMYHOCTb Ha OCHOBaHMU
y6eanTenbHbIX A0Kasal efbCTB.

/moanwnce!
Moanuce (Meuyartn)

\W Tan!n:

Ctuns ObepnaHgep

Nnuensna Ne 2288368

HoTtapuyc - LW rar KanndopHus

Oi<pyi OpuHAX

Mos nuueHsuns gencteutensHa go 09 nioHs 2023 T

[Qanee cnepyeT TeKCT JOKYyMeHTa «VIHCTPpYyKUMSa 1o npuMmeHeuunto C'nctema xupkas
amb6onusmpywwaa (LES) Onyx», npeacTaBieHHOro Ha aHrMIACKOM, (paHLy3CKOM, HEMeLKOM,
NTaNbAHCKOM, MWCMNAHCKOM, LWBEACKOM, HWAEpAaHACKOM, MOPTYrafbCKOM, (DUHCKOM, LaTCKOM,
rPe4yeckKoM, YEeLICKOM, BEHFepCKOM, PYCCKOM, MO/IbCKOM, TYpeLKOM, HOPBE,ACCKOM, CM0BaLKOM,
PYMbIHCKOM, 60/1rapckoM, KNTaiCKOM 1 apabCckoM A3blKax]
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[t Gaanne xovnanuu «Mukpo Tepanviomurce. Hux. 0'6’a HB3 Heiposackyisp»)

Hucrpyxuus o npuMcHenno
Cucrema suuxas ymboausupysomasn (LES) Onyx

70753-001. pea. 03/14

/noonucs!
09 cenmaops 2019 o,

[Petvedman nevams kosnanuu « Muxpo Tepansiomurc, Hux. 0-6/a HB3 Hefposucry:isipr]
Jlanwkasa crpaHnila HaMepeHHO OCTaBICHA ITYCTOH.

«Mukpo Tepannioruxc. Huk. 2/6/a UB3 Heiiposacky isp»

(Micro Therapeutics, Inc. d/b/a ev3 Neurovascular)

9775 Toxwao Yoii. Upsaiin. Kamdopnua 92618. CILA
(9775 Toledo Way, Irvine. CA 92618 USA)

Teaedon: 1.949.837.3700
Bed-caiit: www.e3.net
CFE 0297
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MepeBod faulw ro TeKcTa chenaH MHOM, nepeBoAYMKoM MapblueBbiM KO puem Mropesnyem.

Poccuiickas ®degepaunst

"opos Mocksa

TpUHaALATOrO aBrycTa /Be ThiCSYM ABAALLATOrO roaa
L Akvumos Fne6 BopucoBMY, HOTapuyc ropoaa MoCKBbl, CBU4ETENbCTBYO MNOA/MHHOCTL NOANUCH

nepesofgunka Mapbiuesa HOpuna Viropesnya.
Mognwuce caenaHa B MOEM NMPUCYTCTBUMN.

JINYHOCTb NOAMMCABIMEro AOKYMEHT YCTaHOBJ/IEHA.

wposaHo BpeecTpe: Ne 77/09-H/77-2020- 'V f
B3bK”HO rll,"apcTBeHHOW NnownuHbl (No Tapugy): 100 py6.
«-')<")/nnayeHo 3a”LLL ~"aHMe ycnyr npaBoBOro M TexHMYeckoro xapakTtepa: 300 py6.

[.B. AKUMOB

BaHO, MPOHYMepoOBaHO
neyarbio _nuct(a)(oB)

HoTtapuyc
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COPY CERTIFICATIOM BY DOCUMENT CUvVSTODSAN

, of legal aga, being first duly sworn, hereby

Msrr.3 ofdjcu’'nrm custod'3Mn

Swear (or affirm) that the attached reproduction of

onyx “cAfA JFV

DSo-fipiiOn Of CGChiTn niS

is atrue and exact copy of the correct and complete original document.

iy »

Sionafjra ofjf:-sjiTtorit ctistcdian (aT"anf)

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

State of California

County of.
Subscribed and sworn to (or affirmed) before me on this day of Se»ti€ f y i~
20 |4w no> g CUE M 1dAd2AC g . proved

to me on the basis of satisfaciory evidence to be the person“aT”vho appeared before me.

luiuiHHuitiviviuuiviiKmHiHuuuniiMiumMtiNtimumiiw
" STEVE 08ERLANOER |
COMM. #2288368
Notary Public * California  §
Orange County |

Sionature .
(33al; A My Comm. Expiree June 9, 2023 i
[»1H<111H111W W IwwHIl<ATIIMIw MO MMAM Inln/
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INSTRUCTIONS FOR USE

Onyx™ Syringe-Catheter
Interface Adapter
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English EN
instructions for Use

Onyx" Syringe-Catheter Interface Adapter
CAUTION

ffcbrat (LBA lawrestricts this cbvice tosale, disirituioti. and usebyar
onihecrderofaphyskian.

DESCRIPTION

Thiscevice isan QX IES and OMBOoonpetible achpter Leed to
piBvick aninterface betweenan MIi 1 syrirgeand the 15~ UtreFlow
HC’ miaocatheter a Miratho” miao catreter duingan QX' US
AMilicetion Treprodnal endof the ackpter inociporaiesa
stanchrd IS0 fenrele ILer designto (adilitale coredtiontothe syrirgg,
thedistal erdis disigned spedifically tofit the hub of the i. 5 UtiaHow
HC' mkio talhetei o Marathor” miao cathelel.

PRINCIPLE OF OPERATION

Thisckvice, attached tan M 1 syrirge liiledwithQ’ LES

will effectively redce the total valune of ONSOmtrehLbof the 1
UtraHowHRC' mirocatheter a Marathon' miao catheter durirg
connedtir, therey minimizing the total arourf of MOt et nayke
injetiod Treackpter recLoes the labeled dead spece of the UtraHow?”
miaocatheter ar Marathor” micte catheter by optodrrafdy 004 mi
(sec dead pece teblebelow). Inackiiion, becauee Iheadhpter
elinmirates mixingof Onyx' US ara OMBOmite hubdf the catheter
cLring comedtion, theadgpter helps nain@inadistindt interface
betveen coroentrated OnyX’ LESand OMEOOLIN theirjection

Dead Space Corsversion Table

Ciatreter MnimumGitheter Deed e

Citreter Citheter + QW
Ackpter

15f UtresHow obni oznm

HRC' (MucHls

No 106335 Se)

Marathor? oA3n 019

(Mockls N Y5069

INDICATIONS FOR USE
TreMao Thergpeutics Onyx'Syirge Githeter interface B interckd
forueas anaccessarytotre Qyx” liquid EnidlicSystemdES 15+
UtraHowHRCrioro catheter and Miratho” maocatheter dLrirg
OnyX' USiinjedtian
CONTRAINDICATIONS

o NtforusewithQny' HOSIDUS
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o Nt (orwewithanyerdicnaterid atrer then Oy LESfor
thetreaert of AN
o Ntfmusewith Reei” miaocatreter arary cathder other then
the 15 UlIraRowHRC miaocatheterand Mbiathort” miao
catheter.
o Notforuse durirg OMEirjediian
¢+ Nt for e duingagiogrgahy a direinjection
1 Nt forwsewithguickwires arintrocL o,
POTENTIAL COMPLICATIONS
Potertial conpiicaiions induck, butare ot linvited to
¢ QW |Bledkageat adpter aaredias
1 Prenatue Onyx Ussdlldifiaion intie acipter.
¢ Inoressed cHlivery pressure detodaege ar dstruction Intre:
achpter.

@ﬂéom&mzalimarﬂamimnm:e
Unhinterchderbolization

AWARNINGS m

Uearlywithtre M\ mQnyx' IS (white) syrirge torrject
QW IES Gtrer syrirges naynot be conpetible with MO
Uealywith AMOnyX' U formulations. Donot use with
Qw' HD50LES

Ueaiywithtre M t.Sf UtreHorHC' mkrocatteter

a Marathon" maocatheter Gher rkio catheters may ot
e conpatible with CNBOard ate ot conpetble with the
interface ackpter.

Alfter atteching the ackpter to lhesyrirgg, failuretofid (ring)
the adapterwithOnyxX' UBpriai bomectngitto the
catheter nay resuit inintroccionof air into tre catheter.
Preniute soliclkailondf Gy’ LESnray coourif the ackpter
oontacts dine, Hood or aonasl aianyanourt

Treackpter will redce IreUtraHow’ o cathetel

a Varathor?” miao catheter labeled dead spece by
goprodnately 0.04 ml (See the DesdSpace Gniasian Tile
inlre Principle of Cperations section). Rilue toralie e
gopropriate dlonanpe nay resUit inuni.iterced enrbdlization
Inoregee resistance to QWX ILSinjediion - Sopinjetikm
Dot attervpt todeat aroveraone resistance by aplying
incressed injection pressurg, if this coours, detenrire thecause
of resistance (forearple. OyxX' US acdusionininterface
acpter), ardreplace acbpter Ueofecessive presrenay
resuit LLtatheter uptureand/or envbdlizationof uninterced
aress

Thisckvice ssypplied STERUfrsirgle e aly: Dot
reprocess o restetiiize. Rgrooessirgand lesierilizaiion
incregse the rids of patient infectior and conpramissd devie
perfomance



PABUUTIONS

+  Ravdentohlre Gy 1tS and nicro raibetef frsiiuctions fg
Ueprid tousing this cvice,

¢ Ingoect ptodiiidl pedkeging prise touse. Gonot Leeil siente bamet
ISapered ar danegjo,

¢ Uepia oeqiration cite,

o \difythet theachpter is deer, and free framany aontarviretion
irdudirg saling, Hoodand/ di contrast redia prial toconneriing
ittoanOnyX' 16 filledsyringe

*  Raviewthedead space tebleinthe Principle of Qperations
seetion inoickr torake allonarce for tre cathetel deed
spece tedLdion provickd by the adgter priar ichegimingan
QX' Lbinjedtion

DIRECTIONS FORUE
1  PyaeteOw [BaodnytoteOnyx' IS Irtndias
forlde

2 Wanfillirgthesyrirgewith Onyx' IS aspirate gaiadnalely
11 nmiofOyx' IESsottet the pikionhead is beyore the 1m
graouetioh lireon tre syringe benet
Note: Ths extravalune of Onyx* US wil feeused tofill (e
Ire interface acpter

1 Atfechtteinerface adipter tothe syrirge
Irject OnyX' LESihiough Iheinterface adpter until the distal
endcf the pistonheed isevenwithtte 1 m gradLetion lirean
lhesyrirge bartsi

5 AyecssOw'LEBmiretipofiteir.ieifateadspiel nayke
wipedoff withadean drypartide treedoth

6. Brffettet the infusion caiberer hes been previgisiyhiled {rine)
withOvBOaomrtngtothe Onyx' IESirstruttiors lot Ue

7 Remoetre OMOsyringe framtte tiiteter, isverfili ano veesti te
Ier hubwithtie belance of Ie MO

8  Immedatelycomedt theOnyX' LESsyrirge fimiytothe miao
catheter hub, relding sure there s aninthre b dunirg the
amedion

9 Inet Onyx' LEStodisdlace OMEQ Based andinical pradtice
itis recommrendied thet OnyX' LESke injected al asteedy rete
of 0 I6rvi/miraite (C2S nm/SCseoondk). Dot ecesd 02/
mirue

10 Possdwithtre OryxX' LESinjedtionacording lo Ire Oy’ LES
Irstructiors for Ue

T)  Fassoond Onyx*liSsyrirge is reuired for anendliealion
Ot remowe the adbpter fromihe caiheiet. \Weenirerew
Oy’ LESsymrees reedly, sinply renowe tre enply syringe
framthe acgpter’s prodnd endanf tored tre rensyringe o
theachpter
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Frantais FR
Mode d'empioi

Adaptateur dinterface seringue-catheter
Onyx™

MSENGARCE

QGorlomenemalalegislaiianaenicaing, cet goperell re peut etre
verruicuutilise ge par uneceiinausat presaription rebicle
DESCRIPTION

Cedispositifesi unadeptateur conpetibleavecic IF SCnyx'ei le MO
utiliseconreinerfaceertreuresenrgLe v e 1 et lermiao-
caiheter UirsHowHPC' ce 15-auleTkro catheter Marathon ' tots ce
l'embdisationdure AMit l'aice ULESQnyX' Lodramiie prodnalece
i'achptateur fait gopel a ure corogation luer ferreile corfatre 1SOpoUr
fatilitor lacomedonalaseringe Ledremie distale esi soedidenent
cortue pour sachpter alenbesr dumienrcatheter UtraHonvHRC e
15 Foudu miao catheterVaiathort’

PRINCIPES OE fONCTIONNEMENT

PeauesirgeM delmrorpliedel ESOyX' reSpositifya
redLiteck nariere elfiuce leydutre o de MOt s Jepese Ul
mCoaiteerUirRdj HPfde 181 Ducuinoro-uiheier Mirathort' ds
celacorreiion tr nmartars ‘ag.at teldalc o IMOgwpaLat
etrenjedies. Lechpiaterieclt leipatenrt affttre dimioo caitster
UiraflonvH" audun ce- areter Mivathon' tenirnQ04 ni 2
rgorterau tebleaudeate Tot @ oo Geus coe lackoraieur
avite'endlage il fSOnyx'd i s tenbese ducatteterias
celaterreder, I'achptateur paiiicie aunaintier d ure -riafacedist nnt
entrete LESOnyxXet cOMOmroatiss iasce injeion
Tableau de conversion de i'espece nort

Gihete! [spece mart mnimumcuraiteter
Gitetei Giteier +
Acptateur QnyX'

UtraHowv 026 ozn
HC'L5HVbdeles
N 106-5066/651
Marathon!' ozn 019m
{Mocklesn o s -508)

MODE D'EMPIOI

Lrte 'face sering.e-caibheter Moothergpatics OnyX' e« preve oLt
etreurlisse comme acoessaire cuiniac-aineter UliraflovHICoe 153-ce
LES(sysiemeentsaote liopick) Qnyx* et duniaro-catheter Marathort!
lorsckilnjection ceLESQnyX'.



CONTHE-INOtCATIONS

Nepis uiliseravecle 16 HZIDOW*

Nepis utilise! avec unnaierau erbdicealite ge IcLLS
Qw* pour letraitarert dAM

Nepes uiiliset aec le riao cattetel Reber* auuncatheiet are
oLe leniora-catheter UtraHoMHC' t,5f et le mcro-cattetel
Maiaitur’,

Neppes utiliser tars ck flrjection e MO

Nepes uiliser lars dune angjogigphie aulars de rjection e
sumphysidogio e

N pes utilise! avec des fil-guicks ou des tiod.ctours

COMPLICATIONS POSSIBLES
Panmi les convplications possibles, antrawe notanTrent;

Qrefuiie ck LESQW* al'edait des comexiars ck l'adbpiaier
Qesdidfication prenaiufee i LESQryx* cbrs lacipiieLr.
Qreagrentationck lapressionde perfisionenraismce
domreges audure dstruction cears l'ackptater

Qe pression excessive cLicatteter el/oupture dlicatheter
lire ebdlisatian nonprdee

Uiliser unlguement avec lasemoLe Ml (dandre) ce 1 LES
QnyX' pour injecter duIESQnyt. Diaites seringLes resort
peut eite pes aonpetiblesavec k MO

Utiliser uniouenert avec des lorsulaiiors ce LESOnyX' AM
Ne pas utiliser avec le LESOnyx™* HD 500.

Uiliser uniquamert avec ternrkro-catheler UtraflonvH-RC!

M 1.5Foullemiaro-cailHer Mbrathon" Ceutreskro-
catheters resont peui-eire pes conpatibles avec le MBOet
resort pes conpetibles avec Tadkptaieur de Merface,

Apres avok e I'ackptateur aiia setingue, tnedhec e
tenplissage (amoree) ok lackptateur avec i LESQnyX ' aart
ke comecter aucatheter pounait entiainer rinHbdLdion
daii chrs lectteter.
Qregidfication pereitiee du LESOnyX' pounit internverir
si radgplatfui eniranenaoniact aecoLelgLequanite ce
srumphysidagioe. cesang ouck aorreste

Lackptateur reclira l'espece nort afftdre climoro-catteter
Uttraflow" aucuinioo-catheier Mbrathon'” denviran

0,04 m | (e repoTei au Tabkondi amttnon e Tegate

mofi cars lasection Principes de fonctionnrment) Le
nonHespect des eses goptopriess peut enlrairer ure
embolisation ron Inertiorelle
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AERISHVENS

Resistaneeannea llinjedion ce LESQnyX' - Iniemonpit
I'rjection Nepes essayer damulerouce supesset la
resistarceenirellant plus depressionaur firjection S cela
se procLil, deterirer la cause ck la resistance (per eenple,
ureaxdusiancke IES Onyx cbrs I'ackpiateur ok Tirtefface) el
renplacer I'adeptateur Ure presskn excessive peul ertrairner
wre nyurecl catheter et/ou Tenbdlisaiion dennes
prewes

Qdiositifest fourm STERLEpoUrunusage unige
sulenveni, Ne pes retrailer i tesleviliser. Le reralteren et
laresterilistionaugrenten lersqe dureinfedtiondrerle
petient et dure perfomance conprarmise cdu digositif.

PRECAUTIONS O’'EMPLOI

Rdire lermock denplai duIESQnyx et cuimKio-catheter avert
duiilisercf cispositif.

Irspecter Terrellage du proclit avant utilisation Ne pes utilise! s
lesceuisterileest aert au

Utliseravert lacite deqairaion

\évifier e l'adaptateur est pgoeel rest enaouncas
(ontainr que et par dussumphysidagi e dusang et/
audj noyenck cortreste aemck lecomedteraure setirge
mrpliedel ESOnyx*

Se reporter au tableau despece nort s lasection Principes
e fonctionnerrent aftn de pemveitre ureredullion e fespece
nort ducatheter fouri pai Fadeptateur avart ok comrenrer
linjectior.ce LESQy¢*.

MODE D'EMPLOI

1

2

IS

Peersiel If LESQry* corforrenert aunrodedenplai LES
Q.

Latsda renphesagt ok lasemyLe ac e LESQryX | aspirer
enviran). [ ce LESOnyx 'dinque latele cuipiston sail aurckla
e laligede gradationce 1 surlecas cklasetimge

Rerrarque: Gvdune supplenertairede LESOnyX sera uidise
pour lenplif (anmorcer) Tackpialeur ok Unieiface.

Foer Tecptaleur ik linteifacea la serirgLe

Irjeder ke IESOnyx a travels Tatfgpiateur ck linrerfacejusauia
ceqe Tedrniiedsiale o laleie dupiston st au nene riveeu
qeelaligre degradietionce 1 surlecoys celaserirg e

S i'extrenitf de Techptaleur ok nrlerfate presenie tneces ce
LESOW, il es. possible ck Tesuyer aecundiiffinprgoreet set
sargparticles

Sassuiel oe lecatheter ceperfusior aele renpli (anoree)
preglabienert aver du VOoorformrenrent aunoce denplai
cILESOnyx*:

Relitet lasenngue DVBOdLicatheter, renvplii conrpleienvoni et
lavel Temese ILeravecle reste de VO



Goredter inmredtiterrert asennoue ce IFS Qe femerrent
r Perrbeje cu ma G en*'apurant &c MMe dar dars
I'fmbesr Ins d? lacorexar.

Injector le LESQnyx* pour dopiacer le MIO Brse besanl suria
pratique dhricpie, itest reronande o'T)ecior e IESQnyaun
cehit consiamck 0 10riil/mmute {C2S th5'Dseoarcks). Nepes
depessr Q3 m/minuie,

Pregarer I'miedtian i IES Qny¢* conlomrerrent aurroce
denplal SO

S uredoudenreseringue IESQryk* saveie neacssaite pour ure
enbelisaiion, re pes retiter fackplateur dicathete, lorsoLe
lanouellesering.e EESQnyx* est prete, retirer snplenert
laseringLe vick ckledrenite prodnalede I'aciptateur €l
conrecier iaroudle serirpuea laceptateur,
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Deutsch DE
Gebrauchsanweisung

Onyx™ Spritzen-Katheter-
Schnittstelienadapter

ACHTUNG
fiachcemBunoeseset b LA cbr\Atiia f diesss Gariits rur dLrth
emAraoder afgardaztichet Arstchurg 2ulessig

BESCHREIBUNG

Bl dieser \armichturg henckl! es sichumeirenit Oryx* LESand
DOVBOkonetiblen Ackpter, cer als Sritistelle 2nisthen finer ML
1fli-Suritze und dem 1,5 FUtreHonHRC: Mikdattetel kv
Marathort* Mikdatheier bel einer Q¢ EESANVEnbolisation diert
Qs prodnale Bk des Adptersenelteme Stancard 10 LLertuilee,
dieden AsHussandie Sritreeriddtert Gsaistale Bkt eziell
fiit den Arsatz ks 15 UlraAnnviHRC Miktokalheters bwickes
Mathon* Mkiokelheters aLsgetegi.

FUNKTIONSPRIKZIP
Wmdiese \anidtLrganeme mil Qnx gefillie Mill -Gz
ageschlossenisi, redLzer sie beim/ArschileBen des Gesantvoluner
venOVBOns Arsatz akes 15f liilraflowHRC: Mitdialheters

bew des Viiathon™ Mikiokelheters, wodlichdie Gesamirenge
desu UinjizieitenOVBQirinrierivird CerAdapteredzitit
cenangegeberen lotraumdks BlttraHlon Midrkatheters kew

des Marathort* Miadietteters uma 0,04 (siehe foigeroe
lotrauntabelle) Dackr Adpter @re\Vamisdug van Qe LESurd
OMVBOImAreetz s Kalheters beimArschiuss elinrieti, urntersiiitzt
dieser chriiber hireus die Beibeheliung einer entkeuligen Shtiitistelle
2nischen Qnyx* BES und EVBOwahternd i Injeldion

TotraumUmrerfmungstabelle

Kaiteter Mrosst-Hatrelertotraum
Wireer | Katheier+ |
1 Oy Adpter
15FUtraHowv 06m i ozn |
HRCjMcHle i
N: 1065-9065569)
Mratort* 02m 1 o0lm !
(Mool 105-5055) A
CEBRAUCHSHINWEISE

Die Moo Trergueutics Qnyx* SomeentKatheier-Sah ittsiellc diemzut
\everdurgais ZbehoramQny Fktsiger Brbohesysiem (B

1S FUtrsHovHEMKdetheter und demMarathon Miediaibeter
bei cr Oy EES Injdkdion



CEENANY

Nthij tofmOnyxX’ HOADIESgeign
Ndhi 2(\ewtr.dung rritjegikhemBvbolicnekeial aRd
OWw' LB Shardugvin AMVhvargeseen
NdtzrVwefidung it demReber” Mkdetheier Gl
anckren KalhetemauQr em 1,5 F UlteflontC' Middiaitelel
uddemMaraihor. Midetterer

Mt zir Veerduirg vahier deirer DMBOlrjeldian

Ndi zr \everdlrgwahiend eirer Argiogrgohie Gl
Kodrsaizirjetdon

Ndtat \Vewerdurg mi! Fbhrungodrahten Qb
Brifiihrdvesn

MOGLIGHE KOVAIKATIONEN
ZacennogidenkKanp kalicengehorenu a:

QyX' IES Letkage an den AdgpterarscHliissen

friitefilige Oyx' LES Mlcrfiziertng im/Acter,

\amerte Dudafuhr aufgrundvan Scheden ocr Blodddiurg
imAdgaer.
Kaiheler-tiberchuok undockr Katheteniss.
UnbedhiichtigeEiolisaiion

WARNHINWEISE

Nurmil cor MIT 11! Oy’ LES (WeiSen) Spriize a1r Irjedion
vanQOnyX' IS verveencen Arckre Spritzer jtindu Unidi
il DVBOkonptiborl.

Nrmil AMOnyx 165 formulierungen ververcen Nidt
nitonyx"HD 500 IES vervenden

N il demMIT 15 FUaflovt-RC' Mkdiatheier

I demiVirathon Mikdatheier vewerten Aclre
Mkrdetteier svtdu U nidt mit OMOkonpeiitel urdsird
ikt it demSchnintelienacbpier kopetibel.

\Vémikr Adipter rech seiner Sefesligung ancer Soritze
riktvar ssiremArechiuss ancen Kalheiernit Onyx' IES
aghillewild ke Luft indenKathetei eindringen
Frelfuhzeitie SdlidiftzieningvanOnyx' IESkam
aullreien, e cer Achpter it Keldrealzichurg, Blut ackr
Korlrestrittel ineirer beliebigen Merge inBartirag
kot

Do Adeptel recl et den angegebenen loirum

cks UttraHow Mikrdkatheters baw ces Marathort!
Mirdathelers um0,04 i (siebe Tatraum-
Urntrchnungstobtile iMAbschnitt funktionspriniip). VM
cervorgesthriebere Freirauminidt eingetelienwird kam
dieszu urbeatsithtigten Brridlien fiitren
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WARNHINWEISE

Wdrseroer Widkrsiandgegen G} LESInjedian-
Injeldtonatrechen. Ndtversudhen WickrstardcdLich
erhohienirjekdiorsdrudk uumgehwioderibervinden
WmemW\itkrstand spurbarwind die Ursedhe des
ithrsiards feststelien {1 B ¢’ IESBloiderurg Im
Schnittstfileredepter) und den Adgter auslausthen Bre
litemeBige Dudennerturg kamzueiremKaibetenss
urdZockr eirer Evbolisationurbestsichiigter Berelde
fuihien

Dieges Araduk wird ST cHliefert. Norzumeimnraligen
Grauch Nichtwisckrauftereiten ackr resleriineren
Wieckraufleieitung und Restetflissfionerhdhen

cbs Rsiloeirer Infddion s Pailenien urdeirer
Furkiiorebesintrachligung s Pecl ks

VORSICHTSMASSNAHMEN

Sonchl de Onyx' LESals achdie Middathotei-
Ghraudsanneisurgen voi dr \Vaverdurg diesst \arirtiug
lesn

Die Fioduiktveipedkung vor Glrauchauf Schecen Unerprifen
3 geof-retembaw beschedigtemslenten \arpedduncpsieget
ridtveivendn

\br dem\érfallsceiumveivercen
\&rsiremAretiusaneirenit Oy IESgefullie
Sprizesichorsteller, dass ot Acpter saukerund e van
\archmuzur gen eireclicGirh KodealAcsurg. Biui urdfocer
Kontrastmiiifl i«.

\trEsgimeirer Oyx' LESInieldianinder Tolteuekeile

in Asdrritt Funklionsprinzip redrsshen um(lir e
Kathdertotraunred zienTg duich dn Adptel 21 konpersieien

GEBRAUCHSANWEISUNG

1

D Oy’ LESentsprechend et OnyX' LB Glyauchsanneisurg
fatfiiten

\émdie Juriizenit Onyx' LESgefuiltt wifo, ca, 11 Q' LES
agnireren sodbssschaer Kdberkapf doerrelbckr 1-ni-
SridnanderugamSr-zridbenbefinct

Hiweis: Gee 2satzdicde Mirge OnyX' LESwild zumMbiiuilen
ks Schrnsiellerachpiers vevandet

D Sditsielieneckpiel ander Saritze anbrrgen

GOy}’ IES dutch den Shmiitisielloreckpler irjiziern

biscbs disiale Bk des holberiapfs ichgerauan et 1t
Srdhnalkierug amJuritrersaiber befindet

Jeglices iiberschiissiges Oy LESan ckr Spitze des
Schnitistelieneckpters kamnit eiremsauberen, trodem
fiuserfreienluch abgewischi vearcen

Sicretstellen doss dbr Infusisrskaiheier 2nar gemiiGeky
Onyx' LESGeraudrsanweisurg il DNSOvagefuH vurce



7. Gf DVBOSitevamKteift erlfpfrn, ubfifullenudde.
luerarsatz nitim  verbleibenden DMBOWaschen

8  Sajtde Ony* ICS Sofitze (est an cen \ikfdkatheterariaiz
arschittCenund chbel sirterslelien, dess sichbeimAnihlieBen
keRelufi tmArsat/ be™nok.

9 Ow W ankifragry  OMOinteren B eard
auf Unischen Pialdiker witclerpfaAén Qnyx* LESil firer
iietigen Ratfvan0.16 m/nrin (025 m,'90s) zuinfiieren Dbl
03ntrinridt toerschreiien

10 DOeQyx* ICSInekdkonentspifforrd dtt QLGS
Gebiaudhjanwfisurg foilluhion

11 Wm(iffine Bridlisstioneinf aneile Onyx* LGS Spiitze
rovwerdg il darfki Acipter nth vomKatheter entfemt
wficen V\enndieneueQrsyx* LCSritze berediist einfachdie
leere Sritze vompradnaien Gok des Adters entferren urddie
neLe Szt an Adter ascHlieGn
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Italiano IT
Istruzioniperl'uso

Adattatore perinterfaccia catetere-siringa
Onyx""

ATTINZIONC

Lalegpe feckratedegli Sall Lt liila laverdiiia o queslo procotioal
nedki Osupiestrzione ecita

OESCRIZIONE
Quesiodgontivoe unackttatore lanptiface an IOy e DO
utiliztoper (@rireurimieracchtraurasiirga Ml ca Infeun
miorocaidetcdh 15 UtreadoaHIC o un mikocateiere Mirghon™
durante iienbdizzzzice AMIN IS0y I'estrenita prossinale
cell'adkitaioie covprenck undksignler (emirg, stanchrd ISOer
failiiare il tollegenentoaliasiringg. Ledrenitadistalei redizza
gopositanerte per achttarsi &l caeticie el microcaietere ch 15F
UlreAonHC o montateiere . Mirathor.
PRINCIPIOIFUNZIONAMENTO

lldispsitivg, collaggioaurasirirga Ml da i d rienpita anl S
Oy, eingrado d ridreinnoce efficace il vdurre tolaled
QMOrdl conreitarecH nritrotaietere ch 15FUtraflovHRC ol
microcatelere. Mivathor!" durante it milegarrenic, coniribuendba
nininizzarelagentita loiaie ineitabile o DNSQ L'ackltatore ricute lo
sezio nottoirdicate o nificcaietere UtraHow” o Marathori' didira
004 (torsuitare la tabella aeilospezio oo Indicatadi seguiial.
inoitie, elirirento larrisoslazionedi LGSO+ e OMBOre comretiote
o caleietf durarteil adlleganrenio, I'ackttatore corsenie d narlerere
wninerfacdiadiveisa fratorooMiaziare d IESOnyX'e DM Odurarte:

mezaae

Tabella di convenione dello spazio motto

Cigiere Speziorrotto miiinodH catetere
Cietere Gieere+ ]
achttatore Oy |
15FUtraHov 026m aznm
KRC' (mortflli
fi. 106-506/664
! Marathort' 023ni 019m
| (mockiliN 1065086)

INOtCAZIONI PER L'USO

LInlerfataa caieiere-skirga Onyx d Mao Therapeutks é redlizzata
cameacessonoc mkaocaleteredh 15 FUtreHonHCocH
microcaieiete Mrathon™per |15 (HadiQnidlizzarti Seend) Q™
curante untrieziored LESQnyx*



CONTROINDICAZIONI

Nmutiliiio* con Its HOBODQnx™

Nnuilluore anoughioii mainrair enbdlicodvetso ca IES
Oy pel il traiiamenlod AM

Nmnutilicaie conmicfocateten Rebar ™o qelsiari altro
ninmaleered 15Fdivers daUtraHonvHRCre Maraibort,
Nnutilisare durante linieiione i MO

Nor Liiltieere durante unengioy sbac urnresione di ioiziore
bsiofogica

Nnuili;eare anMiguich ointrocLtori.

POSSiBIU COMPIICAZIONI

le umjlcazxm potersiati conptencoro, serea limitzeion:

PReiditadi LESQnyxX"wi callegarrenti Bl ackittatoie.
Sdlidibezsione premaiurad LESQnK "reirackitaine.
AuneniodHllapressioe d ergpeione caLsatadadami o
ostrasionirethobttaioir

Sovigoressureseeiore /o loliuia o cateterc

Embolicaaione indesideiaia

Rrineltare 1iS Q<™ utilirere sdosidrgred 16 Q!
(d cdarehiaiko) MI ch 1. Attiesinnghe potreberorm
essre aonaiiblli'oonil MO

Uilizzzrt sdoaonfomulgaian di IESQyd™er AM

Non ulilinart con I£5 HO SOO Onyx*

Ullizeare»l o anil ricroratetere MTich 1,5 FUllraflov
HRC otonil morocatetere Virathon™ Al microcateteri
potrebbeic ron«sere conpatibili aon I DMOe nnsoo
conpaiibili an l'achttatore per interfacdia

Dopoaver adlleggto 'ackttatre diasirirgg, Il nencato
liempinrento (ackscanen) cHioslesso ton LLSOnyx' prina.
di tollegatioa caletere, potrelbe aonportare l'licdu@ore d
aiadlinenod qunt'utino

Sel'atttatore entrainoontattoaonlufione bsidlagica,
sangue onezz di aontrastodi o elsiasi qartity,

\erficars unasdlidificaziore prenvetLrad 1tS Q™

Lachttaiair ric celogpezio nHbirditato ol marocaetare
Uirdfion™oMraihon™d dra0,04 m (corsultare la
raeftorraONeriraredetoyeziaToftordllaseziore Prindpi
di foniionarrento). Lanarcaiacsenarzadi telesezio
potrete poccare unenidizzaeindsicata
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Aunertodlaressieadilmiegared LESQnyX'-
InemuzicreceHinieziae Nntentared dirvirereo
cortrastare la resisterzacercitando ura prmsione meggiore
sull'inieziore. intal caso, cetemirete lacausa cHllaresisterza
(edesenpto. urioodsione d LESGy™reilackttalore per
miertaoda) e sostituire l'achtiatore. Lneocessivapresslone
potrelie provocarela ratiura i catetere o l'enidizziae
d areeirdksicerate
Questodgpitnoviere fanito STERLEed e«dusnanente
nornov» Nnnoodiziceree ronristeniisare. Il
ricordizicenenioe la risigrilizaziore aurrentanoil rschio
di irfeziore pet 1Lpeziente e roprarettono leprestazioni

cHl dispsitive

NORVE FRECALAONAL

Rinad utilizzatet drposiiivo, corsuitare leistruzior per M di
LESQw™edd nrictocatetere

Igpeztorere laconfezione i prochtio priracHll'ue Non
utilizzatese la bervera stetceegpertao cannegpiaia

litHzzzre prina.cHlla dta disracbrza

\rtate the l'achttatore siapitoe privodi agentr tontarirenti
oLeil duziare heidadc, sagLe /omezzi di tontresioprinadi
tollegatio a urasttingg rienpiiaaN LESQyX!

Pmad procfderean Unieziaedi 1iS Qnyx', corsuitare
latabella cHlio gezio noriorellaseziore Prindpi di
furzionarmento per terere aortocdlla rid dare clliogeezio
nortc o catetere fomitochHeckttetore

ISTRIAICNIPERI'UBO

1

2

Reprare il LESOnyX ' atterer.csi alle Isturamper Fusod
LESQy™
Durarteil tiepinento cHllasiringr oon LESQn™ aspiiare dirca
11 nidilB Gy™nnubtrelatestacd pisioresi troi dire
laliread gracleziored 1nisu dtirdoceH-hsitnge
Nota; Quesiovdure exdrad LLI QryX' sara utilizzaio per
rienpire (eckscate) I'ackitatore per Idetfaccia
Qollecpte I'ackitatore per interfaciadiasirirgg
Inieitate LLSOnyX ' alitaverso I'achtiaiore pet interfecdia firche
I'estremiia distele cHita testa o pistore nonoongponcealialinea
d gadleziored 1 m s dlirdocHlla siringa
Bentuate LESQwineessosula punta cell'ackttatoie per
snterfactia pucessere dinirete aonunparro puliioe asaiuin,
pmod particellf.
\arificethe l catetere pe' infsione siastato g4 rieTpito
(edkscato) aon OVBOiNbese dlle Istruzian per 1'uv di IE5 QX!
Rmuerelasiinad IMOH cletere, ienpitiaditreil linrite
esdacoLere il coreliote dd Iuet anil tesiodsl CMBO



SQhitoaaca. co\gpre sanrerte lasirinadi IESOwK'd
(orettofc (te mkrocaiflers, evitandb I'lrgieodi siia relic
stessodurane il (dllegarreno.

Irietiare HLES Qryx* pet spostaic il DMKO Inbac dliaptalica
tinii, 3 conilgliadi ipieuare LESQnyx*aun lasso cosrante d
0 i5mi/rrinuia (025 n/90stoondi}. Nnsupetate Lravelodta
dill,3 m/mmic

Prooeckre anririeztone di LESQnyx* atier.encisi dlle lstuziam
per i'uscdil ES Oy

Scpet tinfentelizzeziare ¢ necessaria uraseconda siiinga d LES
Q¥ mn rinoowere l'ackitatore chl caietete. Qarcb lanuoa
siiinga.d LESOnyX epra, esi;ffidienietinuovete lastrirgg
wota dnestremiu prossinalc celladkttaicte e tollegare la
novastrinpairachitatore.
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Espanol ES
instrucciones de uso

Adaptadorde interfaz de jeringa-cateter
Onyx™

PRECAUCIAN

la leyfedcialdelos BE UUresinnoela verra deesiedispositive aim
medicoo anteceiaitiedica

oescripciOn

Esiedyusiivoes Lnadspiachr cenparbie aonl ESy MOk Q' yse
Ui'izacoro inefezentreurajennoa Ml ck 1mi yd marocatgler |5
Ut 'eHionHRC od miarocateter Miahoft” dirante uraeniiizzoich
LESANMOYX. HexTrearapfodnd di ackpiachr inooporaundisao
celuer hentra I80estarchr parafadiliiar iacoodonanlajerroa i
edmuodsd estad erecbegeaficarenieppragsiasea narod
miaocateter 1.5 littrafionHPC oa morocateter Mesathor!
PAINOPIOCEFERACKIN

Estedsuositivs, aoqplacoaura jeiirgg MI de 1ni llera e LEScE
O, redLaita efectivenente e vaunri total de CMIOene! nudec
o midocaieter 15 UtreflonvhPC' orrikrocaieief Marathon!
durarte (aaredan mininizardo lacanticeo total ce OMBOqLe L
inyectarse Haohpiador recLce e eyoedio muertc ! murocaleted
Uliraficv. amaocatete . Maratho'i' engoradnaraniente 004 mi
(corsultelasiguiene tablade eypdiomuerto) Adenes cared
achpiador dimiraterer e meztlar IESy DMSOQK" okl rridencH
catetet durante lacoredan e aciptador ayucha nrentenel ura interfez
daraentre LESyCMBOQnyX concentradts durante la Inyeadich

Tabla de conversion de espacio muerto

Citeter bpeelo mertominimodd caeter
Gietr  Gagter* Adgptachr
QO
1.5 UtrsHow 026 ozm
HPCfivbcElos
n' 105-506560)
Marathor' 03ni 019
! (MboEles nMO5-S059)
INOCAOONSCE RO

la Inerfezjeringa-caieier Onyx ceMaro Ihergpeviics esta diserech
coto aesaiio ¢ mkrocdleter 1§ UtraHonHRCce Sstenaenrbdko
ligirrfoil ES) de Onyx el rrirocal Aler Mirathon’ durartelanyeadin
e LESce Q.

CONTRAINDICACIONES
* NockbeutHzaneoon ESHECBOORChy



Nouiilizar aonmraieiia) enbdlicodisiine ce LESit O™ para
itaiar AM

Nouilizaraonei micoocaietec Reter'™ ri oelcier olto caieier
disintodd i 3 UirsHonHC' ydd Maratbont™
Nouiilizar durarte lainyexdani t MO

Noutilizar durante laangiografia o mpeatn e sdudan calire.
Nodete uiiizarse ancables guia oinirod.dares

POSIBIESCOMPLICACIONES
Emeles posibles canplicadiones seinivyen perosinlinitarse:

Fuga.ce BESde QX "en les conexianes o ackptactr.
Sdlicifiediar prematurace 1S e Oy end adsptacor
Aureniock presion sunrinistraca pot danp udstruichend
ackptachr.

SthreresLnizacich o cateteronuplura ceeste
Enbolizzcomointerdoreca

UsrsdloanlalertgpOnyx LES (biancai ok 1 ot Ml para
inyedar Oyx'IES Qiras (gringes puecen rosor conpetibles
anDMO

Ussolofermuiaciores IES AR Oy Nockebe
utilizjrs* cnLESHD500 e Oy

Usarsole adre! misocaicter MITTSE UtraHonHC' od
nicrocaieiet Marathor” . Qs mkerocateteres oLiza noseen
conpetibles aon CMIOyroson conpetibles aone! aciptador
Chinterfaz

Iras aooplar dl adkptadcr alajenngg, siroilera (ce) d
adhptedor anLESce QW' antes de aoredtario at cateter,
pueck inrodl it aireeneste

la sd dlicadich premeturacH LESce Q' pueceooun s
¢ achptachr ertraen aontadtoton sdludionsdine, sagreo
ooniraste encuelcuer cartickd

Hadhptador reduced espedio muerto ¢ nicrocateier
UtraHow ¢ nricracaieter Marathon!" engoradirecknenie
0,04 m| (corsulte la TobladtcontmOn dt apodo mutno
enlasetcion Principle de operation). Srose tierenen
(uenta los valiineres Indicadts, se poctla ccasiorsl ura
embolizzcionro dessach,

Aunenalaresistertiack lainedance [ESce Q' -
Ddece inyedar. Noinierte dinrirer osuperar laresistertia
golicando s presionck inyexdan estocourte, cetermrire
lacasack laresistentia (p ), adusichcd IESceQnyxX'en
d adptacor ck inerfaz) ysustituyati ackptacor Husode
©0esC Ok presion pueck ranper e cteter oabdlizar 2ores
rookseacss

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

Etedigomsliivose summistraESERLyes para Lnsdlo Lso
unicarenle Noreptocese r ressterHe el dispositiro, H
reprocesaTienioyla ressidiiizzdanaunentand riespp e
Inteccionperael peciente yceunrendiniento Inferiarcel
dyrsithva

FRECALOONS

Revieelas irstrundanes ce LeocH LESce QX' ycl riarocatesier
antes ck utlizar este digositive

Banired envesecdl prodLtoartss ol usa. Nolouiilicesi la
berieraesichl esta abiertao citsiiorach

Seckbe wsai antes cklafedrace ced dckd

Gonprugte qued adgptadbr este limpioyno contanirecdban
sdwdiansdlire, sargre orreciics ce aonireste antes ce aoredaro
aurpjerirg llereanlESceQnyX.

Revise latehlade especios muerics enlasection Prinopio e
operacion para tereren tuema larecLction ol especio merto
H cateter pot  ackptacr antes ok enpezar ainyedter IES tie
Q-

INDICACICNESPARAEILBO

1

2

Preared LESde QX' cerfetnealas Insinuodiones ce usoce
LESck Oy

Querdo rellere lajeringp cenlESce Oy agaire
goradrechmente 11 m ek [iS e Oy, prraale lacabezacH
pistonsupere lalireagtaciech ck | Mendl alirdoce laleringa
Nota; Bevdurenadidarai eLESce Q" e tilizard para
llerer (celer) el adgptacor ckinerfaz.
Aapied acbptackr ckeinterfazalajeringa
Inyedte LESde Oy porel achptacr ceinterfaz hesta el
edrenodst ck lacabeza i pistn estea rivel an la lirea
grecLechck 1 mend dlirdock lajerina

Hexssode LESceOnyX'enlapuna cd adkpiadoi ce Interfaz
pueck linpiarse aanun pafoliniq, ssooysinperticLies

H cateter ck infusionse ceboe heber llererio (ceber) previanrenic
anQMOtonfotrealas Irsinicdiaresit LsocH LESit QryX'
Retire lajeringa DMIOGH! catier, sobrepesed lindte ce llerecby
laved tLbo aond CMOrestarte

Inmrediaianenie conedte lajeringa LESde Oy’ anfimezaen
¢l nritleo ckl rricrocateter, cerock e o heyadireend niideo
durarte laaredoan

Inyecte LES ke Qnyx' para cesplazardl OVBO Brfurnciciok
lapradicadinica serecomierth inyedar LESce Qnyx'an
ritrccorstantede 0,16 m/minulo (025 m/AC segundks) No
sobrepeee los 3nd/niruio

Prosica ton latnyexich ok LESce Qnyx confotre ales
Instruodoresdcusode LESce Oy’



Siheff faltaunyj seginda jomicace IESce QW parara
arbdizaoor, roretired adsptadoi ol catetel. et lanea
jerirgad? LESck Oy este lixia, retire iajeringa vatia ol
edree prodna del adbptadcr yoorer e lanuevaa este
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Svenska 8
Bruksanvisning

Onyx” granssnittsadapterfor spruta-kateter

VARMINC
Erlig feceral legMiftring i LSAfir cemaertel encksi teljes avldare
ellerpi lakares oaratior.

BESKRIVNING

Demaertel at en Onyx* IES- orh QVBOkanmtitel ackptel sam
anvarcs o att tillencehillaeti granssniil rellanen ML spruia
ah 1,5f UtraflawHPC ikdateler eller Mrathon* nikickateter
uchrenOnyx* LESAMentdlisarirg Adpterrs prodndaate
innefattaren starchrtHSQ honlueroesin friralt iinderatta anslutning
fill soruan Gendistelaandbrt ar speriellt utfored for att pessa
faitningen pb LS~ UtraftovHPC: ikidleteter eller Marathort
nikdaieter.

fUNKTIONSPRINCIP

Garaents, asiuentillen M msoruz (iidred Oy IS
kommet effeldivt an mirska dentoiaa voynren DM faitningen

8 1,5f UtraflowHPC mikidkaieifi eller Vbrathort* mikedaieter
urckr anilutring, viiket mininreiat dntotala mangoen GVBGom
leninjirerss. Adptemitriniar dodvdynenerligi natkeingen b
Utraflow mikielateter eller Marathor* nikrdleteter neddrta
004 (e tatellen over dodvalymnechn). Bieisomacbptemdessutom
dimerar lanomg av Oryx* LESach EMBOi kateierfarningen uncer
arsluimmoen halpet adgptemn till att vigoeb3-hett distinki granssnitt
ellan konceniietad Qnyx* LEScth CMBOUrchr trjeldiaren

Omvandiingstabell for dodvolym

Katetet Mirsta cocvotyrfr ketitet

Kateter Katetet +
Qyx~adiaret

1,5F UtraFrjw 026m azm

HA(* (mockiler

T 106-5065'66)

Marathor¥ 023m 019m

(ocHller rr 105SCAM

INDIKATtONER FOR ANVANDNING
Mao Thergoeutics Onyx grarssitt lot sonita katetet &l avseit att
anvarcks somlillbehor till Oy liguid Evindlic System(liS) 15~
UtraflovHCnikidkaieier och Verathort* niiedlatelet urckr
Onyx-LE5-ineldiBn



KONTRANDIKATIONR

Irie [Grinendngimet) Gk HDSOUS.

Init for anveoching ined riSgoi anvai envbolHi nvsiettal an
Qw* IESfor beterdlingav AM

Inie forarvarching mfd fi(ber~ nilirdeataipr filer rEgonaren
kaietsr an 1, Sf UtraHowHRC* ikrdkateter oth Vrathor
mikfokaieift

Inie foranverching uncer DMBOHINeldion
Ineforanverchinguncer argiaydli eller piekiionavsaltiaining,
Irte Vianvarching med lecaredller intoclicerj

MOLIGHCOVRXATIONR
Mijiga konplikigrer irtectiper, menit irie begrarsect il fjarce

lackege avOryx 1ESvid ackplerarsiutningai.

for lidigsielningavOnyx LESlackptem

Qet naringtrydkpi gurdavskech dler hirdkr i acgptem
Ogrirycki kateiem ochellet katelerbratt.
Cagikiigenidisering

Anardenckst med M 1 M Onyx LES(uit) soruta for alt
inpreraOnyX IES. Ardiaspiuor karske intear kompetbh
ned MO

Anvardencest med AMOyX [ES preparat. Anvand inte
medOnyx' HD500LES

Anardendest med MT1L,SF UirsAontHPF+ mikidkateter
eller Marathon' mikidateter. Atanikidatetrar ke
e ar kompetibla red ONBOoihar Inte konpetiota ed
grarssnittsacaptem

Bfter alt ackptemn ke fists vid sproian ken underliterbet
anfytiaachptem med Onyx LESimenduarsiuter centill
katetemlech ill anlufi konmrer inakatetem

Ferlidig stelning avOnyx IFSkenintralfacmadeptem
brer Ikortaki med saltlosning, blodeller konirestrreck] av
wilkennargd sombeist

Adsptem ko ait mirsa.dodvdynenerlige narkningen
pi Uitraflow nikrdateter eller Marathon' mikidkateter
ned 0,04 ml (se OmvandUngilabelirordocvolym i
svsnittet Funktiorsprineip). Unceritertetan geran
urymelenresuteral cavsiktiigentolisering

QG nolstind mol Onyx LESinjektion - Sioppainjelion
Farsckinte ta bondller dvenimanotstindet
dakijekiiarsirydel. Onoenainiraffar da.du festsialla
aisakentill nroistindet {exenmpehis Onyx' IESHladketing |
garssnuisachptem) ahbbla ut adgptem Anvarchingav i
heyi trydklan resuitera | katelerbrott ochvellet eioo-erirg
avoorskedc onticen
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Dmnber anordhingen levereres STERI acharenckst avsedd
forengingsbruk Ar inte omerteias eHr onsimiiiseras
QrateinmgeHrasteriliserdng kendatidenfa
petieniinfeldion achforsaraancichlingers presianch,

fOrsiktighetsAtgarder

Qaskabiuksanvisringen for bide Oy’ LESachiikrdkalelen
trenduanancet dnherenteten

Undersok produikters fokpedknirg faeanvadhing Firg
anvades amdensinila bamiaren ar oppred ller deckd
Anardfae utgingscatum

Kartrdlleraalt adipten at renach fi frin foaienitoer, inkdusive
sltlosning, blodochelier korirastrecH imrencuarsiuter dn
till er soruta Mided Onyx' LES

Qaga teellenoer cobhaymi avsnitlel Funktionsprincip
forangr urymmefar mirskringenav kateterrs cbbhdymsom
tillrercehills avaceptemirrenclpiborjar aninektionred
OWLES

BRUKSANVISNING

Fotered Onyx LESerligl bruksanvisningenfor Oy’ LES
MdSiyliningavgoruten med OnyxLES. sugul urgefar 11 i
Onyx LESsi att kolvrumuckt arbottomgraciiinglinen 1. i pi
sauiclircem

Cs!; GaraexravdymayQyx LESkommrerall anvencks for
at fyllagrarssnittsachptem

Fest giarssniiiacepiemvidsorulan

Irjiceia Onyx* | ES genomgiarssittsackptemtills kovihum ol
distalaancearjas med gracenngsingen 1 i pi siglincem
Bertidli derdanavOnyX' LESpi grarssnittsachorens spels
lentokesaymedenren ton partilelfri tresa

Sefill att infusiorskaieterniicigere her fylts ed CMEOentgt
bidksarMsningen it Onyx LES

Tabon QVBOsuEniir. keletetn overfyli chNetta
Ieifatiningen nred resienav NGO

Al omeclhert sprvian med Onyx' LESarcknigl il

mit kateteirs latintng mechndu ser ill att ckt inte finrs nigon
Iufti fatinmgen uncki arslutrirgen

InjicraCnyx LESfixatt trargpunchn DMBO Beserai pi Mirisk
praxsrekametires at Oyt LESinjidresvidenkorstart
hesiighet av0 16 /it (05 m/ACsdurdy). Gerkeidirte
03m nmut

fortsatt nredirjiceringenavOnyx LESerligt briksanvisringen
farOnyx LES

QrenadraOnyX LESsruakias farenerbdisering adu
inte tabonackptem frin keteiem NrcennyaQnyX' LESgruian
a Kartar cdu heir ekl bort cbn tomma soruan frinadeptens
prailnalaance aharsiuter cennya sruten tHecitem



Nederlands NL
Gebruiksaanwijzing

Onyx™ -interfaceadaptervoorinjectiespuit-
katheter

LET@P

[N pfockct rreg allesr wordinvffkochi dodf, of ingodraci ven een
aUveighving\s),

BESCHRIJVING

Qlirstrunernt iseen Oy “-acbptel die torpaiibel isnet LSen
QMO word geruik voor eeninterface tussen een MITHjedtiespui
en 1 ence 15- UtiaftowHRC-icrokelheler of IVirathor, -
micrkaibeier tijders een Qnyx* LESAMenrbatisdlie Mt prodnale
uiieincke vende achpter is uitoerust et eenstarckerd voundlik IO
ILerortveipamndeaarsiuiting qp ke injectieLit le vergenaldeiiler
H distale uiteine s gedifrek antvorpenamap ce hubvence i, 5F
UliraflovHCHniodkatteier of Marathon* miadketteier te pessen
PRINCIPESVAN GEBRUIK

Al irstrumemis aarges-adenopeen Migediesu; e 1ml Qnyx* LS
enveminckti Igobrs ceaar sluiirg effidert hei (dale vduneven MO
indehhvenck !, 5f Uirafloam-Pr-nricrokeineterof Mrathort*-
nitrdetteter, wearhj ckloiale hoeveaheid geinjectseroe (MO

ward hemrict Deachpten\etice N ceaargegpvencoce ruinie venck
Uiiaflon*-mitrokaiteter of Meraihon™edkatheienet agpveer
004 (de labedl ower dock rulmie Herarohy). Boeardienhelp o2
achpter tijcers ok injettiecen cLicHlijkeinterface tussengeooroanireerce
Qyx" LESenOVEOlebehoudencboree: deze her vemveigenven
Oy IESenQMEOiInck hubvence kalheler Hierts ckaarslLiting
bkt

Conversietabel van dode nsimte

Katheter Mriniedock ruinte katheter
Katheter Katheter €

Qny*-ackpter

|, 5FUtraflcsv 026 azni

HRC (ol

ns 106-5065/66)

Marartert 023ni 019m

jimodeinrs IC55085)

GEBRUIKSAANWIIZING

@QyX -nterfate voorinjectiespuit-katheiet ven Mao Therapeutics
is becbeldl voor cebruik als een acvessaire bj et Qs vioeitere
entolesysteem(LES), ck 1.5 UfraHowHRGiadaiheter en
Varathortnricrokatheier fickrs ceinfcieven Qry LES
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tONTRA-INDICATIES
+ Neigeoruilen et Oy HDSIDLES
+ Netgehriiikenneteenarde; entrdlischratericel con Oyt LES
woor ¢k beheroding\en AN
+ Netgruiken et Rebar*-ricrokathelef of eenardere katteter
flanck i.5F UtraHonHPC-rictokaineter en Mirathont*-
miadalhetr.
¢+ Netgehruiken ighhrs injettieven MO
+  Netgeruilentijdarseenangiogtalie of rjeciieven
Z0utplossing
+ Netgeruikennei voerdized of introcLcets
MOGELIJKE COMPLKATIES
Mmlulemrmmesandm eat Zijnriet beperkt tog
Qny* IES-eldeage hij devethindingen et o ackpter
*  \buriijd ge soficifitaiie ven Qnyx* LESinck aciter.
+  \&rhoogieleveringoiuk coer scheck aan of distrudiie incke

ahpter

+  Teved dhkinck ketheterenfof scheurenven e katheter

¢+ Oteddceanixistie

VVWACFUWIFKIEN
Alengarikennret de Mil-injedtiesuitven 1 Q" LES
(it) onQnyx* LESte injedieren Arthre IniedtieyLitenzin
nocelijk riet competibel net NGO
Alengritennel AMOny* LESfomues Niet
gebruiken met Qryx* HDS00 LES

Alengaouilennet de MI 15+ UirsHonvHT*-
micookatteter of Mavaihor*-riorokatheter Archre
miciokathetenajn mogetfi niet conpeiitel et MCenY
ofinterfaccackpter.

Asu neckt nceadaptergpde iniectieLit hebi aangesioien,
ceadapter riet et Qnyx* IESwUf (irspuiten) voorct udeze
opckkatheter aarslult, kndit ertoeieicencat er ludtince
katheter lerechikont.

\tartijeige solickfitatie \anQryx* LES kencpirecendls ce
adgpter inaoniact kot et een hoevelheid zouoplosng,
blosdofoontrastrricce.

Deackpter vetrminoscl ok aangecpvendock tuintevence
Utraflon -miankeiteierof Marathort*-miagigilerer et
arpeveer 0,04 m (zie B (ooversietobel van imte inket
hoofdstuk Prindpes vengebrulk) Aswnet vaor dejuiste
narge 2o, kendit tot orbectelce enbolisatie leicen



WMxmmm

Vi wifmand qp O IES-rjeaif - stopinjettit
Rraooofwtfivend nifl I vrwijfifnof opit lossmcoor bira
dikapdf inifitit uit tf offfinfn Ascit optiffalt, bfpeal of
oaireekoendf wifistand (bijvoortsfid. Onyx IES-oodusit
mintfifacfadapifi) envfnargdt adepttr. Ht gtbonkven
ovfineiigt criken Hfidn tot Khfuifmendf katbftti t/of
trbolisatievenorbfdofid-gtinedfn

Ot hulpmiddfwoick SRR fn uiisivitirdvool tnnelig
gbfuik gtifufri. Net qrituwgrbmikeldaai mekinof
gprifunstirllisfifin Quiniwgthrtikadfear makentn
opnifunstrilisfitnvirtiogmhfi micockt dt petitrt ttn
inffttif qpioopt tn d; hit hulprrcol nitt reei btborm
ptfstftn.

\VOORAREVAATRECH BN

Ifts df gforiksasptiringtri \enQnyx* IEStn micrakaihfic
voorcht odit insitunent griiuikt

InspedPf dif verpekddng ven het procct vaor gftoruik Ghiuik
bft irstrunent niet als o stitiefc afciditrg geoptnd of
bfschediigd is

Ghiuikhtt jrstiumtnl Vo ok uiteisit gebruikeclium
Qontfuiff( of d; ackpter sdhooneniet vfrontmirigd is coor
Zoutoplaisir.g, bioed ervaf toniaHmiddel vooichi ueen et
QX+ LESgewuick inyfetjpspul aarslui

gikik cklabel over dodt tuinrte inhet hoofosiuk Pnncpei ven
gebruik amof dode ruinvie ven ce kailetfr It beperken net
bftuipven ceadspter voordat ueen Qnyx* IES injetiestart

GEBRUIKSAANWIJZING

1

2

Bieid Cf Qnyx* EESvoor volgers ce gebruiksaanwijtingven
QW ES
WWrmeer udt injectiespuii et Qnyx* EESwU, aspiieer argpveer
11 m Qy* ES7ockt ck zigetkop Zichadhter ce neatstiesp
\en 1 gp - tilincki ven ck injectiespuii bovind.
Cpnerking: Ol extia valumeven Qnyk* LESwardt gebiuikd am
ceinterfaceachpter le wdlar. {irgpuiien)

Ko o interfaceackptel aanap de injetiiespuii,

Irjetleer Qyk* LESchor ce inteifateachpter lot Fet disiale
uieinckven ce zuigetkop celijk ks et e reaistrespven 1 map
cetilinoet vence injediiesuit
Ulurt genorste Qnyx* LES aen ck punt vence imerfaoeacbpler
afvegen et een sdore, droge en pluisvrjedoek
Zoigenvor cht ke infusikatteter eeisi isgevud {ypiten) et
OMOWIger's ok gehruikaanngzing \enQryx* BS
\awijckt ce DVBOirjoctiespuil ven ok ketheiel, sooel ok luer-
hibit net ce oversthot vence MO

St amrickHlijk db Oy LIS-injectiespuil sicvigaencpce b
\endf madkatheier. Let et tijckrs ceaarsluiling gpckt e geen
luthi indf hub lerechikant.
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Injedeer Qyx* LESomOMBOle ifwijderfin Qpbesisven
Kvisdre praldijlerethocnvoid aarteveicn anQryx* LESITet
eentorstante srelreidven 016 mmmut (025 90 ssoonckn)
teirjecteren Net sefle irjetlerer dnQ3 ni/rinLLi.

Gaverdfl net ceinjectieven G IESvolgers ce
gebniiksaannijiingven QX" LES

Advoo enerrbdlisaiie een ivtece injettiespuit et Oy BS
vereisi is vefwijckr deadkpter ritt Lit e katheier Varmesi ce
rieue injectiespuit et QX LESKaai is, veiwiijcki gesvoonce
lege injectiespuit venhet prodnale uiieince vende ackptel en
dluit dr nieune irjectiesuit aanap ok adkpter



Portugues
instrunoes de Utiiiza®ao

Adaptador para interface Seringa-Cateter
Onyx™
CUIDADO

Ad (edfial (BUA wipermiif aviinch riesie digoo'tivoanddioos au
nediare receiia nfdica

OESCRKAO

Esie dposilivoe umadbptacor Ginpelivel cent Oty I£Se OMBO
wsadopera forfoet uma rietfaceLure unater.rgaMi 1nif o
kro-cateitr d? 1.5 I'lirafloM-PC' cuoniat cateter Marathor™
curante umaenbolues? oe nalforra e arleti' venosat AN
aomQOyX' IES Aexremidece prodnd cbadgpladc rinoopoaum
design Ier fermv, ok ISOpedral: para fediliiar a llgpgpc a ettt A
extraricckdstal lo centebich exer;ifi. amerie para teercabar ro
abocbnico-caietor de 1 FUfieHonHPC audonien caieler
Maiathop*:

PRINCIPIOSOPERACIONAIS

Este digosiiive enraixadorurmeseringaM - e 1 mikheiacom
OWXICS, redzireefectvarenie v lungt ldtieOVE n w
micro-catelerd” 1,5f UtraHonHPY' cucb rricro-cateiel Ataraibort'
curante aligegeo, mirinirancb assime morianie total e CMIO

OLe peck ter infectaea. O ackptacor redLeo espa(o nrerte rotLlad
donico-caieter UttraFoa” aud. niao cateter Marathori'em
gprodnecaire-ie CRd(@v i.liar atebNde ey nitlj da xj.
Aeroditto, coto oadgptador diniraamitiuiade Oy IESc MO
mGadate e dratealigga cadptad rajucaananeruna
interlece distinta entreo Oy [ESe OMBOoooeniract durartea
ieca

Tabela de convertao do espe™o norto
Ceier Mrinode efpeo norto rocateter
Cateter Cateter + Ackptachr !
(0, V'8 |

' L. SFUtraftuw m o2/m i

j HR"(M'delsst

, N.MuS-SuCs/Soj

| Marathord' 52Zm Clom

j (MoodiatN 1G59'SS

INDICATES 0£UTIUZA(AO
AlnterlaceSe nop-Gateter Qryx ch Miro Thergewtic cettiivvsea et
utilizach ramiounrecettnozo Sistena Brilicolicuidb (ES) OnyxX' aam
miao caeter ok L5-UtraFonHiCe iao-cateter Marathort durartea
MecgpoOny' LES
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CONTRA-INDICACOES

+  NosdstiraausoamoQnyX' HDEDIES.

+  NotedkttiraautocomaLeloLer naterial enbdiroqLe recc
OwX'IESparaotratarerto e AM

*  Nosedkttinaawsoamomiric-cateter Rebar'” aucLelger
aulro cateter que reoomiaoecateter ce 15-UtraHonHRC'eo
micro-cateter Marathort'

1 Noteckttinaa e durante urainjec’so MO

+  Notedettirnautodrante umaangiografiacuinjefao e
tdueosdira

+  Noteckttinaauto comSes-guia auinirocLiores.

COMPLICA(6ES POSSIVEIS

Ascoplicades potendiais induem) s reose linitama

¢+ Fupdb Onyx' IESret liga(eet ch adkptactr.

¢ Sidff;a,80 prematuracb Oy LESrpackptador

+  Aunenicda prestle ck enitegacbvich adanos cudstnu oo ro

adbptador
+  Bxoesode pressune’eoch caterer efou nuptura co cateter
- Entolisatacecicental.

AOEITENOAS

Uegperat comaseringa M cke 1m cb Oy’ LES (ranca)
parainjectar oOnyX'IES. Ascenvait seringes podemireoset
aonpEnescoro MO

Uilizzaperat comes (dmuas pra AMb QryX' LES Nio

se destina a serusado com o Onyx" KD 500 EES.

Uilizzaperet aamo micto-caieter ce |.SF UtraFonHRC' ca
M cuorroro-cateier Mirathort'. Qidenveit rricto-cateieret
podemirenser aapativeis como QVBOe reosio conpetivels
aomoackptachr dainterface

Depais ceercaidar oackptador naseringg, oreoerdhinerio
" pripetegiiol chaceptecoraamo Oy’ LESartes ceoliggi
eocateter pock argirer axilrolsocear rocateter.

Asol dift afao pienmaturacb QryX' IES pode aooner seo
adaptad:! eniraremaotactocomaueloLer quarriceckde
solugposdling, sagLe cuneioce aoniraste.

0 achptachr recaita oeregp oo ratulacb conkro-
cateter UltraHow cucb rricro-cateler IVirathon'' emcerca
0,04 m (Goreullara lobeh cRuxivtnao donpuyo morto
rBstegio Principios Opertadonais!. A Neolealizagiodesta
carsicktagiopock onginer uma erbolizageo adickrial
Auneric daresistendiaainjespo de Onyx' BES- injepo
e paragem Neoterle linpar ou ultrgpessar a tesistincia
eerentt pressio adkiord rainjesgen Se istoandi g,
cetemireacausadh restsiedia (er ex, odusiodb

QW' LESrpadeptachr dainterface) esUbstitua o ackptador
00 Ck pressan excessive pock arginer a ryptLrach cateler
e'cueridizcpocke aess rio previstes.



«  Bif dijpositivoe forredico LSFRL bclusivarrtrt para
una unicautiliza®o Neo repfocfoni ntfeitenitzar
orepiccessaminioe afmfilizaac aurenamorfno
asinffceo ro doeniee conprentme destrpinho co
dgitiva

precaui;bes

+ Riwjaai tivirfds ot UntraaDcb OryxX' US ednimicro-Gaifter
antes ck usal esie digasitive

«  trepKiore aembalagemco pioduia antes ce uiilizal Niotilizai
seabarrei’aesien! esfiver berfa wicanitsack

+  Uil'zf antes dofirdl coprazock valiveck:

+  Cali(iquese ce o oadbpiadcfesia limpoeliviede qualoLer
tontarrinatac, induincbse o salirg, sangee efou meioce
ccifastf antes ck nligal a umasenrgadeiatomQyX' US

*  Ravgaatabela comespe’o notto resee"an Prindpias
Operacionais para let em cersidera’ K atedreodbeao
nortodocateter far.edieo peloadapiador antes cemidiatjma
injec00deORyx~US.

TNDKANES Ot UTILI2AA0

I RepatcoQyX' ItS e aoordb con as Insttuoyes ce Utiizaiiao
bOryx'Us

1 Aoeddasengaoarnyx'US, asprecetcabe 1, mice
OyX'Us cenmeie/raaqu? s tabesa copistao ficpe demfia
Inta.cagiadue’ao de 1M roaoipo ch i
NoU: [slevalune extrade QX' US serausadb pera ereler
(iptepetar) oacaptador dairietface

s.  froaixec aegptador dairteiface aseringa.

I Ir)edeoOnyx' US atraves ch ackyptador chinterface atea
exremickck distal dh cabeja copisfaoesiar urifomt aamallirre
cegradleec ce 1l rocoipoda s

s.  Qualoerexessodr OyX' IESra pentadoadeptador ch
i.rterfacc pooe ser limpocomamperti linpoe setosem
particuics.

W Grfibgoe-scce e c cateter ckirfusao ld pievianente echict
(ipiepaiacio) con CMOck aoorb tomas Irstrutoes e Uilizec
bOyxX' LS

7 Ramoaaseringa MO taletsl, edreemecesoelaeo
fubo camGapilitriocb OVBO

8  trcaxfimediataens asrirp b OnyX' LESao e b
nitro-calheler, ceriiftcandbse e qLe ranexisie rentumai rc
abodurartealig’=n

9 inedeoOnyX' LESaradeslotal 0OMIO Gmbcese rapradita
dirtca lecomencamos qe 0 Onyx' LESsgainiectadba umritimo
cslavel ce GI6r/mmutos (0,25 m/S0seguncs). Noeosch
03m/minuto.
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Prossiga.cama iniec™o de Oy LESck acorcbaames Irstrutoes
¢k Ulilizatac o Oy LES

Mo renova o adgptador do cateter. e for necessaria umasegunch
srinpce O IESparaumeenidizatzo Qartbarna
serirgace Onyx’ IESestiver pionta, besta remover aserirop edia
daexttemicadf prodnal doaditadore encadet arvaserrr
roadpiachr.



Suomi
Kayttoohjeet

Ruiskun ja katetrin valinen Onyx™-

liittym asovitin

HOMO

Yrdywaltilir; llittoveltion lair multeer tata laitetia sea nyyoh jakeaja
keyileaveinleakdfi lat leakerin mearaykjnta.

KOALE

TamalaiteanOnyy' IES- ja DIVBOyhietnigpivasoulin joia
kaytttaar yftdisfanjan 1 nMI 1-rjiskuja 15fn UtraHow

HRC* erriktokaicdti tai VbiaiFon™ -rkedkawtii valtinosuoristor
muodormuickser AN Oy LES-eboliieaiossa. SoiUnen
proksinealipeessa.on 190atachidn mukairen resia puoLren
luodiiiinftskun liitamisiavarkn AMidlipeaon (arkaoittituentyitesli
15 fr. UlfsHowHRC' -mkrdetfifin tatVafaifior  mikidetftiin
kanransoviilamiilavaittn

TAOMNTAERAATE

Tana laittkinnitlaBronyli™ IESHla yletiyyn 1m iMI-ruiikuur
Jjase vahentza teholdeesti MO kokor-aismearaa 15 f nLUreHov
HC' 4rikioietfin lai Marathon™-rrikrokaieii.n kanressalliittarriser
alkerajavaheneasirenmehdolliSimar peljonahcollistilt
ineltaifo.en CMEONkjkoreisirearaa. Soviiin pienerrea UiraFHon*
miidetftrintai Mifarhor” nikfdkaiedmilnoifettua koka noir
OMijkatsojaljenrpareilmoiiettuienk komiallukda) Koskesovtin
lisaksi poistaa Oy LES nja OMEONnsskni Tukeen kateim karessa
liittaisenaikang, sodtinaitaa pitarrean Vila selkeca yftteyLe
tiivisistyn QyX" LESnja OVBON\illa njekiienailera

limoitettujen kokojen muuntotaulukke

Katetn Katetrinvehimmraistyhyailia
Kiteiri Katftri e Qw'-
Qvtin

L.SFrliiiraHow 026m ozni
HClInilil
o 1065-5065/66)
Nevathar” 03m 019m
(melli'nro 1065755

KAVTTANOIKAATIOT

Ruisuniakaietrinvelinen Mao Thergueutics Qry) imymasouitin
mlarkoiieitukeytettavaksi 15Fn0OnyX' LicLidBimlicSystem(LES
reste-enbolijarjestelng) LilirafloAHRC-rikfokatetfir ja Marathor -
rjkrokatetrin lisavarjsieera QX' LES-injekdlossa
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KONTRAINDIKAATIOT

+  Hsakayttea QX' HDS00 LESnkarssa

+  Hsaalkayttea munenallseenaireniur OyX' IESnkarsa
Yaltiresuorisian muocormuutosten hoidossa.

+  Hsaalayttea Rebar" mikideateirintai mirkeen muun ketetrin
kiini.5 EnUtraHonHRC' -mikidaietrja Marathor -
nikdatetinkarssa

+  Hsalayttza DMOninedainmailkaa

+  Hsakayttaa agjogyafiaii ta: keittraLoldiuckeenirjekdoimr
alara

¢+ Hsalayttzadiaslankoientai sissenvigjienkarss,

MAHOOUISET KOMPLIKAATIOT
Midllisiakoplikeetioila ovat mLnmessasevieevet

1 O LES~wdlosovittimenkitoksissa

o QW LESnemrersikairen Kirleytymrensovittinmessa

+  Syottgeineen keswsouittimen vahirgpittuimisen tai esieen
wds

¢ Kaetrinylipeireja/tai katetrin repeaniren
¢ Tduinerbdisatio

Kaytaaincestzan 1mi nMI QX' LES (velkairen) uidea
QW' IE5nirjekoirtiin MLt rudd eivel kenties e
yhiearsgaivia CMEOnkarsa

Kaytaaincestean valtinosuonistonmuodonmuuiosten
QW' LES-muodolssa. Ala kayta Onyx* HOS00 IESn
karssa.

Kaytaaincestean 1,5FnMI UtrdHovHC' ikidkatdiin
ta Mivaibort -mikrolateuin kantsa, Mt ikedaietrit
eval kerties deyhieersopivia DIMONnkanssaja rival de
yhieersopivia llittynresovittinenkarss,

Jos sovimen it kinmittarmisenjalkren sovitintael (es1)
layifu Oy’ LElaerensenliittarista ketetriin katetrtin
Sadttoa peestaiinea.

QW' LESinerereikeiren Kitnigdyrmirensaattaa lapahig,
jos sovtinkoskettza nrisseen nbatmielttosudlaliucsta, verta
tatvarjosinetta.

itinpienenica UtraFlon -nikidatetrintal Mrathor” -
mkdatetrinilnoitetie kdcanon 0,04 ml (Kaso
Itmoitenujen kokoftn lauhikko Toimintaperiaattect
-osassaj Hiiltaven llanjaitarrinen luonrtta seattaajoniza
lahettorreen enboliseatioon

liscantyry vestLs Qyx"'LES-injekdlossa- lopeta

injeldia Aayiila poistea tai Voittea vestLsta lissadiia
mjekdiopainetia Jos vestLs kesve, nearita vestuksnsyy
{sim QO LES-tukos liitiynesovittinesss) ja vailth
0ulin Liidliisen peineen kayttoseattaajohtaa katetrin
repeytyviseenja/tal tahattomrienadeicenerrdliseation



\RHUOET Dansk DA

o limalaitt loinitttaan SFWLINAaincaean Brugsanvisning
lerldaytioon Aalayiasitauudriinndakaaniloi sita
wd(ll(r Ukdifertayitsja uohif{rs(efilointi iisiavet
paiissinfektk—iskaja huenontaval lalttzensuoninykya Onyx™ sprnjte-kateter graensefiadeadapter

\VAROTOIMANPITHT EORSIGTIG_ -
o LeSaQyx’ IESnfllamikdetftinkaylloohjfeteren tolgcanwrilarsklov (L84 mi rtfimeartedkunsidges af enlaeg i
lameniaithankaytica b latges foranifdy
+ Teflaiia totopekdaw frrfn kayroe, Alayia jos sietilisuiku BESKRIVELSE
) Wﬁ’g{:‘é‘,ﬁ‘ . Dinfanorching fren QX LES- g QMO karnpsite achpter, sam
anverdks il at skabe engratreeflack rellemen Ml 1 spraiie g

+  Takis, etiasovil nanpuhdssjaena siirari oir ritean likea : ; s o .
N mesa kol Wi triaidaremenrer - SEUBEINHC i etsies it Mrathonikrolteleret
Kiinliitet 1 Oy’ 15 llalayieityyn ke Ln uthren QW LESAMentrifrirg Adpterers pracurdearts

+ lakistailmietukdoToinmintaperiaatteet -ovean, (ctia  inkporeier el sianchrd KO PLnuer cesign somleter ikt il
\aitcfiaa Hormicon sovinmresiajohuer, kelftimilmoitfiun sprgjien Gindistaleencoel spedlalclomet sitecks at den peser tl
ronpereramissnmen QW L[S-infdaminaloillarkia mufenpi 15% litmilowHRC" ikiokatetfifi filer Merathori” -

KAVHIOHEET mikid<ieieret

I, \Anistle Oy LESOW' IES layttuchjiicen mukaisesti ORIFTSPRINCIP

2 TayeltsiatisuQy LS ladpfo rin 1MW IESa Nrdmeanoidirger kit tilenMI 1 srojiefyd ned
riin etia rrarvan pear, W (uitken 1 i £ merduren %IE]\,‘;CBCJWM mmzf”;fgdem'

L - . , . : pi 15ir UirdVbaHRC~i e Mrahm

it TERYNTEASAIYC LES-MARlEEN S et tkcbinger eyt mirierecin
tyitanen lityran totaie neergde IMIO ' keninjicares Ackpleren tecuterer ol

3 liilaliittymawvitinfuiikuun rTH’iGHtIBU’an UueHow-miktokaleteret dlei Marathori -

4 Indda O IEi laliitiyresovillmfnlga, kure™mamen m  kiketeteret med ark@0,04 m (e tabellen over dece rum
disleaiipea.antesan mrun 1 nnerkinran kamsa, hfrunder). Iokt achpteren elmiperer biarding af QX' LESog DNSO

5 Kikdylimeiaron Oy’ IESliinymesovitinen kajena Jaieierm-flenurchi tilkadli‘ig Heelper achoteren desucen neda

\oicknpyhkiapoispuhiella Kivella, koweaiacral/Riitala. PeEtUiceen yclig greerssfiace nellemkarterirerel Oy’ LESay

6 \iis erminfusideidnaenin s tyisty MOl S T Ineda
QW' LES-Haytiodhjeiden nakeen, Konvertermgstabel for dede rum
7. R]stsolav&)uslqlelﬁnsla Wilayiajapwe Iufioskidopulla NN cect Lmfor
8 Liliavalittomiisli Oy LES-usu lidkesiimKTCOkaletiin keskibor Kateter Kateter-f
\aimislacr. o-a keskidsael deilnza liiitamismaikara Qyx-acpter
9 INKDIQW Its vBOnsytiayiiaisck Kiiriseen 1 SfrUliraFiow 1 o0sn azni
layianioon porusitensucsiieltzan etia QWX LESinjokicicken MC (mocdr
lesisellaQ16n1 rircelissa (05 M Dsekumisg) ropructle. 105 506666y j
Al iia ropeua 03 nrincalissa
Mrathor? | 0Bm j QL

0 ToOw IBninadicOy’ LtS-kaylloohjticenmukalsesli (ruckini 155E) | |
1. Jos :mbolisaalioon taiviteen lairen QX' LESjisky, ala poista
Sotiria kaielrisi. kenuusi O LESHUSUCNAITS P2 1pikaTIONERFORBRUG

hanisusittimmprosinealipeestajaiiiia Ui risa Mao lheraeutics WX sprite-ketetff reerseflecn e foereret

Sovtlimeen I brug somfilloehvi il Qyx* (yckroberulisksystem LES 15 F
UlraFonHRC nvikickatets oy Mrathor” -nikdkateter urckr
QW LESinjedion
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KONTRAINCIKATIONRR

ikdiilbrugned Onyx* HDSDIES

IKe!il Dng medandel eTilulisk el frale end Qryx* 1 Stil
bfrerdlingerefAVIVE

IKe il biug ed Reber-mrkrdieteiet elltr aie keietie
erd 15fr UiiaHowHPCHikiokoleieie! og Vifalhon'-
mikfokatetefel

Ikelll btug under DVBOjetion

IKe Il bruy uncer angiograP dller «alivarcsinjeldlon
Idembrug red leckirde dllel indforirgiirsirun rier.

POTENTIELLf KOMALIKATIONR
Paiertielle konplikaiior.er onfaitei bla. falgence:

QW' [Efaskege ved acbperiilkelirger
Ptimelut Q<" IES storkirg i ackpieren
flopt leverirgiyk fefreaget o Seck eller dsrudiont

Kaieierovarityk og/eilet kaletermuptr
Uiilsigte! ebaliserirg

ADVARSITR

Aeroknmed MM Oyt IESsprienhh)
il Oy LES trjekiion Arcresprojer r mulivisike
konetiVAé med DMD

Anvere kunsamren med AMO* IESfomret. Mtikde
arvendex med Onyx* HDSGDEES

Aoerdkonmed MNL5frUtrBHonPr-rikidkaleterst
eller Mifathent*-nrikralateteret. Ardenikrdasreer
muliguis ike korpetible red DMBOog er ke konpetible:
red gaersePlackeckpteren

Niradgprertner likddlel sargjlen kennmarglenceSyidirg
(jrimirg) af achpterenmed Ony* LESirokn lilkdhirg il
kateteret resuiterei indlechirg afluft i kel aret,

Preenaluf tierknigaf Oy LESkenapsti. hvhaokpieren
komret i kontakt med fydldogisk sailverd, bicdeller
kontrastrricck! Lervet msngden.

Ackpieren recLoerer Uliraflonr“-rikfolalelefeUdller
Maralhor*-rrikrokaictereis mrkede dece umned tika
0,04 ml {se Kiwytrterinnitabtifot ikfdt rumiahnittet
Driftjprintip!. Hiscer Idetagexde nodverdige hersyn ken
el edfote UliVgie! enbdliserirg,

Qpt mrocsland nod Oy LES-inektian- Stopirjeldion
Forsy ikeat elinireredler ovenmde mocstand ved

a ogr injeltionsiryldel. Sullecktie de sl irsagen

il rrodklanden festlaeges (feks Qnyx* LES-dddusian

i greersefiackechpieren), oy achpierenslal Lokdftes
Aneteieaf for it tyklkenresuitere i kateiinptur ogf
eller enbolisering af utilsrgiece anricer.
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Cetleudbtyr leveres SERLToger ucHudete H
engangsbruy Meikegerenverdes dler gersteniiseres.
Grtrug eller resleriliserirg aget risikoen for paiierrinfeldion
oglenkomproniiiere procLidels yckeve

FORHOLDSREGIER

Gamenees famgenvisnirgen litbide Oy Sy
nikrdaietrereinnibngiagningaf denre aorchirg
Urdenog prod ikerreilegen fol bng Anerdike
hvscensieiile beriiere er Saet eller beskecioet
Anerdssinenuolaschioer.

Kartrdller, &t achpterener enag fii for kontaireinm herurcky
fydldagisk saitvard biod ogfellet kontrastrrickH. ircniilkcng
llengorgite fyick med Oy LES

S taellenover dboe rumi afritiet Drifisprintip forat

tage hersyn lil recuidion af kalederets dode rum sats gives af
ackpleien, innenOnyxX LES"njediansiatles

BRUeSANVISNING

l.
2

2]

Klatgor Qnyx* BSitt. Bugenvisnirgill Onyx BS
Apirerciria 11 m Qnyx* BES riispDien fyldesed

Qny* LES slledesat siempelhovect bfinde sgever

1 nBlestregen pl sigiiecyiindeien

Berreerk Gamedstranzarge Oyx LSl Hiveanvertt il
a fylce (pe) graersdlieckeckpleren

K gtarrseflackechpleientil spigien

Injicer OnyX' IESgerntmgraeriseftareackpleren il
stepelhovedtts distaic et bebr. cersig udfar |
nBlesftegen p) wjieryiif.ceren

QOwerskycbe Onyx LESByade*. af g 'aerseRackacalerenien
fortesaf med enlen, torag partiketfn dud

Sog far, at infusiorskatetert] pi fortBcet bevl fyidt prirrel!
red MO Brugenvisnrg til Onyx BES

lag OVBOgaiienaf laleteiet overfyldeg veddoal mubenmad
QOVBOtHaeen

Ko straks Onyx IfSqro (- 1 ikt invjffen, i der
srooifast agkonlidller aider ngerl..fterim Hit'nunder
tilkablirpen

Injicer OnyX' LESTa' at fiytie IO RS grundlag af Kirnsk praksis
anbefales o, at Oryx' ESirjicetes vedenkorstani hest goed
pS0.16rsl nmut 25 S seknder. 1vetsked ke 3l
mint

Fortsatt med Onyx|ES- nekd.arenift Bugsanvisning td
OyX BS

. Tayike acbpteier af lkateteret, hisanverdelsen af ensalundeer

Qyx* EESqagjieer pikaad til enenbdliseg NA dnnye
Qyx* BEESqrgteer Kar, lages der Imre spjieafackpterers
prosimaleends, ay cennyesprojte kables til ackpleien



EAAquiKd EL

v Xprore

NpooapyoyEac 6o QuvBECh<; ma6nnpa-
QupiyY O< Onyx™
MaOoH

Hl cooys;axr vouoetaia (HIA) farpers iV Q) 1 ropovooe
ouokiungpovoanoiatpo pt (Viot O

MEPLMPACGH
Hroypooro ceawd’; g frec a-PJ Be rpoogapeyice WOy 15
Ka QMO xoroiwra i Tal vio tpyrgoyp plQ GleonEiKavojuoo
ccpodiyya Mi 1frikOiotopixpoaStinga 15 liltfaflovHC:
Mo(ixoeSEeMrathot’ Kaeir, iigecio foAiqu; ANt
QwI[i. Tolyvicaee reorpoogpoywniple P ce(Vio
‘wA(apo ttfirou laof rpdSiayac 7Y yo MiicaoXvani ice AveBaE
agapiyya Toam oqoiie iiibonjdCIMBCyoty i
Xpyctlou| dpoespo LiF U(raflomHRC g lou (oo Yo
MMTM

[IPXH N111TOYPT 1AL

Y reauQmaouoxtjo, nounpoocpictal at plugp YoMl 1
yoyioylv;; FEQnyx* LS, ea piiucfi d'iCiApdidXa to anobo

dyxo too DNtV nAgpwg) toy pixgexaStinpa 19 UuallowHP*
(i IQupixpokalunpo Maiaihor, * *a:a to dtdjdia top ouvSton,
£Aaatbllocnot ig atvoAbgnoedicito DVBOoopnosi \va
£¥)@m O npoooppoviac (Livwi toyavaype’opivo VEpd yapo lai*
pixooxoeLiopo UtaBov™ g tsu prgporkod/rpo biathon™ xaid
ryair0,0d i {pA nivexovEXoaiiyupou nopeoill. [ainkioy;
frictjoopficappoyict; (UAtitpii :ovavpiQ Oy US xai IVBD
oicy 0Aqug toy KoRtipp«aid oy Gpaice oiivaent aRdad
if) diatopoog U, dicxpitoe eioouvdtae Letoi: lououprwapivou
Ctyx' USxa tau aupeukiugivaj OMBOxaid tg Siuputio tiic lyXeaor:

nivaxoc pnmpomjc VIKpou xupou

KaCicpar, tAdioTacvepa; ybpocraciiripa
Ko9fTgpe< KoSfTgpQc -
ey
8%
1 SfUtaRowv t 0%nm i oz
. 2iafo
] Ap 106 S6a/6e}
"Tivatalhor 023r 019m
MutEAp 1ICSECS)
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ENAEIHEIIXPHIHI
Hsicouvefon xagfiopq - adalyyec Qnyk* i Mar Ihsigpoutics
PiogaQral i Xpopg KnoeAaptvo lauiUkpoositopo 15
UliaHbwHCKQ lou pikpoeSrigpo Marathor* raunypongoddeu
auotopcioc (IES) Oy Kamigrfiichdioier fyreooc Oyx*asS
ANTENfIEIEE|I
Napg}aroiuooifital (o to Onyx* HOSDLES
*  Nopo}aopiporoiitol (£ KoBaoHei gTodoudaniy
iouOnyx+ USYiIQtq Cpordio tuv AMgorrapAddL e
iuonAeaiic)
‘ MNWW’UEDFEWDWWHT
duoa) tfaALOYSBRATRNAY!

: Mmmlmﬁlamdm"ma%ﬂw&um
uoBO/qL
* Napoxopiponoifitoiiif oer)yeorplLLLL(wooybyre.

M1BAMELEN1NNOXEN

Oi m8avEc £/ AoxiCnepiAappdvoav. petoLd dAAuy,
* Ao toy Oy IFSaitc ovAzd< tou rpdgow
1 ryiiug otfpFondlopn tou Qryx LESatow tipoerpoyta,
* Adcphgniragxopoyope AdepAdiocgaodpede tou

rpoaogyio.
* YninifogotoyxatEiopa ool po)tooxosficpo.

*  AKOuoiocppoAiapo.

Noxpopiponouiu pohvo igadhiyya Ml 1l Oyt IES
(ALY OBy oL QX LESAPACAL BTt \0
povava oupRic e to MO

No toxpopiponopitf povopEaeFCEC AMONYX: IS

Mgv to xpgeiponoutTt pE to Onyx* HD SOOLES.

NotaxpopipoaifitE povopcto pixpoxodipo M 1.SF
WiaHbwHRCH g to pixpoxcextopa Marathort Ak
pixexeSrprC pnopfi vopovfivd aupRoto pt to MO
6fvxivel ouppatol pt tov rpocspoyGo aicafvetons.

ML tov npoooptopd lounpocgpoyiootd)

o A (oo Iwrmmn(bpfOW IE'S
rptvand tg anvSo00 touctov KeBMypa propt \o et e
QroixAECD iov BKUcpo o TRa oty KaQrom

BEX OYooupPAl ndpo abqatonoiopg touOnyx LS
Orproopoyec £ ceXEp( OAYK600, g
adaypoipde ct onotodgnounoodigta



0 a8 fac YAVWOARGSI oMU (irOIQ)
(mpokas£Y)pa Uitrfiow™ i\ toy puponosm”pa Maralhon™
KoiD ntpinou 0,04 ml (pA Qkko; unarponiji vIKpoi>xi>PM
oty £Y/y0 Api(iiAdoupyice: [av e/ e |
QI Kot Au niptSapia, propti vu kA8l a<aund;
ijpXiope(
AgiFvnoviioiaog Wio tr ivying louQrnyx LES-
VoGa£ toptyxyop MpvimxfippanvatiouiiHpudeu
vﬂwfu:arfm/m (Yoo, oodit-T o T PUInitog
xaiB irjvtyxivd HoyoupPfixa! liio-o, rpoootoptott
toalnc tnt ovtnotin (yunopdStiyuo. or eEp too
rmwfoaQJAsquptOyltIS) xai ovtixotoTTiou
rpooopoyta. Hooxpog v oA ritop; vdb@al
vacrswnau at pijiri tooxaenr;poi)/ki toXgop)
BEsiuxepMpiEixy
+  Hue8&Y) flijtnrgobEius IMEPAKG npoopi(tia Yo
popovexaid] RopovudPA ta. at vio intBpyooio
el \Q)YEavarpotfipawttol. KEmEFHp ook
puafi coEov tov XV X((aiBKim
Y00 xai daAQILV voroGeon T, cuadurc:

PO
+  rpvard tpXPianTrnopoucat aoaw,, avAbE-E root
titaayttOHTT  Cnyx*Bbdmwo it dhyjcypiiaot tou

PKOMETT(EO
. an.wrw tnooaxwnaoia too rpHLlcc rptvara thajar
QO OMXEDP
onﬂH(n)ld

* XajGporapoEtorpivand ipt rjErcp T8 ARG

+ EnoApefjouditonpooeppoyfatfiv] <aijpdtsal crelVeyphvot
ab>cpfnoogysvio pXuart, arye RisA ke, eiLoriba
Qdoyrapikoptminaivva tovonvdictTt ct tiiaaRyynytpiopturi
ON>XHES.

* lappouAtdi£itE tovitiVOKUVDEOjxypOY Oigutvdtrta
ApnAtTtoupyieo (iiait \Onipjazu rpiSjpio yiotr, luiuok]
\EKaouxnpou tooKoCtiiipa rav ngpty. ' ¢ npocappsyict miv
(bdvnaiii paBpear Cryxt LB

OfHMELXPHIHL

I npofioipdau toQnyx* IEScGttpywo it 1L0F Ty A TTAEN
Qw1

2. "OrvyEp!(ttt r,0apyyaEO X EE) YCenod) O£ Epsto

11 m Oy LEStS0i uoie i xipeAd toUtpSoAaLnojiptSt ripe

ad Bypopp Gigee3niafic 1m c.ov Kuvao mt auptyyet.

INptiwot "utot ofiriaveysot Oy LESeapHOiperdct

yiaifVAidA (potyxuar]) tourpeoopuoyEo erzechvelrt
3 rpolepitoif. tovrpoeappoytoiiacjvdfort ailfadiye
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Bad» toQnyk*i ESpfou tourpooopviyia dicouvdfont (i
1olin) dxa iyt xdftpeXit toufifoAauva tpCti oto tkotnintcb
Pt il dlaorema . 1 Maoy o iyt oupyyet
Mhoatiif va. ooueBiE tuyev nAoudovCryx Li Soro dgo
touroooppsy'0 GCENVGETt FEA.03a8e00, 3IBA0 N0 XC
cupatidio.
SffubEEREAt Oxast tpKitydnt ilvol (aLtyiuigaB.ot
{toQEE LLimofper) pf OVBOoupipLva ot tieodfLyYEOGHCE
touOyIES
AfpsiptatEinoupiyyerz to QVBCd i8VAaatir,po, npoptitt
at uiFrXipon>g bOAWAE inviApT, lunouluerpt to
rdfane MO
Aptout AWeRET Jadpyvopi toQnye* IESaicBioa oigv
nAiipd| touptpokacEce, ippoil(0/Tatva i Yunopyii xaBoAw
cfipoc otoy rAfpv Kol toj auta)
Byxdiaii ic Qnyxt LESttonl(sviat to OVBO Bt tot KAVt
rpaifikoc, oviaiutol LLOnyx LESvaityxittai at Qlastpd pugps
1(ijv0,16m1/Atro (0,251/90dk j (iad AEmo). VeMuntppc VEU
laQuirl Atnid

Poomptiotf atoy fyxmn touQyx: LESoupipava p it cdoyftt
Xoroop teuOnyx LES

Edwyic fvavtpfiofiad onaittiiol xai dtatfpnaupiyyapi

Qy* BES povaipaipldiE tovnpoBgpcyta.and tovwattripo
OrovBta;peaifi qvia odpdfyrpt o Onp'* LES anAut o' atptort
Tqv Xfvga’piyyaana lo fyyut axoe Taunpooepjoyia <d
AMdOTEIr& jayytam tipoogoyts



fesky CS
Navod k pouziti

Adapter rozhranikatetr - stifikacka Onyx™
UPOZOSININf

Fechraln raany WA HLji prodd. disifibud a pouiiii tdhdo rarrer”
1por? pio lekaff o ra tkahky picK

POPIS

Termp pro\(fipoekje adspitr karmpaiibilni s OnyX' LS a OMBOpoLiivery
Jdofolieni mitii iifikedouMII m anikrdkatetrem 15-UtraRow
HC' rebomiknkaietfim Varathon' bohfmfirnolizace parred
OnyxX' LESAMPlodrrain kor« acipteru dosahuja siardhfort 1O
kiwfito' typu ILer kasredreiru phpgan lestfikeue. D karecje
revrzen jpetilidy tek awpa/wal cbhuamkrdemru 1EUitsHowv
HRC' reto mikrdat wiVaraihont

PRINCIPFUNKCE
lerfo prodfedek po pripgen kestrikaLe Ml 1 iigdrere Onyx' LES
waiine i celkoy dgjem DMEOV hidk rrikrakaielru 1.5- UiraHow
HRC' reto miktdatelnj IVerathon” behemphygjovini anvininalizie
lakcelkove nrozstvi DMBO Kore neze b etfikeule. Adpter aniaje
araieny nmvy djemimikidkaletfi) UtraHou neboikidetetiu
Metarron” opriblize OCI mi{viz labulka nivero djenuinie).
Krane itit, protoze adgpter dimmye sreiovani Onyx' IESa CMBO
\hide katetni bebemspgjoveni, porrete. ackpter udvzet wrazre
razhtani nezi karcentrovenymi kgainan Q™M LESa DMBObehem
»etrikoveri

Tabulha mrtveho objemu

Katetr Mringnintivy djemkatetru

Katetr Katetr + ackpter
aw'

15-UtraHow 026n azm

HC'(modely

¢ 15-5065%66)

Marathort' 023n 019

(nroiielyc. 1C5-5085)

INDIKACEPRCPOLIATT

Sortvani snkedas katetr Oy od jpolecnotii Moo Therapetitsje
uaarpjakoprisiustrstvi ke kepalremuentodizaonin i tystirmu (UB)
Oy anikrdatetrem 1,5f UtreHowvHRCa mikmiaietremMarathort*
bebemstfikoveri Onyx' LES
KONTRANDIKACE

¢+ Hniutopopougtis OnyX' HOBOLES
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o No(utaopopouti aynymetrid zGimnaierelemnel je
QW' IESpoleduAM
+ Noni ukero propodili s mikdalettem. Reber'* nebojakynidi
Jlryﬂaaremrel ije nkisatetr 15-UtrsHoMC'a
kfdatetr Marathon'.

. Nn uteropropouidi ktbemtiikoien OVEC
¢ Nt utappopauiiti behemargiografie rebovittHowan
fyziolagdeetoe ot
+ N uGrppropoahtis vodkini datyrebe zaveckd.
MCINE KOMALKACE
Mz mozre kondikece minvojire petri
Uk QnyxX' LESvegefichadspiew
PrecCairi sdlicifikece Oy [iS vedbptem ]
Ay tikphvoolvaslecku potkazen nebo uperni acipteru
Reqten iladuviatetru aneopratinut katetri..
Neiinytreeidizace

RMirkoveri Onyx' LESpoviivtte pouee s fikefky M 1
ml Q" LES(bili. lire el kyremusi byl viore o
syelVEQ

Razvgiepouzei prraky AMOYX' LES Nepouiivejte t
OnyX' HOBOOLES

Ruidngte pouzes nikrdkatetrem M TP UtreHonHC!
rebo Marathort". Jire nrikidkaietr/ remuti byt vihodre pio
styks OMEOa ngjsou konpatibilni s ackptetemiyan.

Rophpoieni ackpteru ke sthyal e ndze vpfipedF, le
repockh repinii (repustii) ackpter meEidemQyX ' LESpied
pripden kelkaietry, dajit kevriknutivzoLohu dokatetru
Meedhjii Kprectasremuzivic L Oryx' LES pded
acepter prijck chstyku${yzidegidymraztckem ki nebo
konestriiitiou

lento acbpter snihije wzreay vy dgjemmnikrdatetru
UtraHow rebonikrdaiRru Marathont' o ptititzre

0,04 ml (VizkonMnnllabiiikamtUchoobitmu Vfatti Prindp
funkoe) Ri neporechen dostateZnychirezery nfiie djit
rezacbud edlized.

ZAnGryodoat pi \eitkowen QX' LES- zestave
\atrikovera, NgookoLsite seocktranit nebo piekoret ocor
2anlemtiskunstrikoveri. Rkudktamu ik, urfeie prtinu
oot KedupmiatpteurTri Oy L a
adpter e Rouziti redremmetiotiaku mulevest k
pleskuil ketetrua/neboentbdlizad re revhochemniste

Prosfreckkjedodaven STERIN aje ureenpouze po
JjedopoLidiii Nezramaveitc qekovar-aresteniizLjie
ekoere Qekowere Zaaman agekovara stetilizaee
2waljl reloinfeae pedemaaztor ui kot zrizer.



FREVENTIVNICPATRENF

free peciiUir, niueni § pierlownived kpDiiiiii pro Gy LS
r rrikiikotoif.

Pfed paiihtimkoni(oluj(c ol procinkdu Nepouiivalie, poldjc
sisritel ebel cievfon neto poskoser
Poaiiiicpfedcaienexspirace.

Oweil» k jf achpter Nicya neubsahuje iadhne refistoty, \esire
fyeidlogidep ezt knea/neb kortrasintoh latek piedjeto
pripgent Kf siifkarre itaplnene Qnyx-LES

Prostudijtf si lebuikti mmveho ofigiemunessTi Prindp furskee,
ehyste nohii pres’st lipavua siaen nrivehodgenu
Cxaere!)oacapierompied lahgjenimvatrikovetsi Qryx* LES

POKYNIIKPOUIIT

Pripavek Qy¢* pripravie die prisiuinea revocl kpoiaili.

Hi repiremstriaiky rorokemQisyK LESresajie priliini 11m
Oyx* IES aybyflahlaapistua ndai; 1mnaveld strilka'ky,
Poarrarrika: Tenio cockteeny abjemQnyx* LEShuok poiit pro
figorrni {repjlier.i) ackpteru rerrani
Pipsvrete adepter reehart lestriaice

\Atiikr-.eie Onyx" LES plies achipter lorhraxi, okt nenicisfalw
koret hlawpisiuvrodnf srysxou Lird raveid sitikedy
iekydli piebyremy ronok Qyx* US ralbraiia adepteru rezvan
miiiebyt drenGtyma suthymbechiiem

Gerte ie by inluari kaletr predem©gpirin (nepesten) raadkem
OMVEGpode revodu propouili Gy ItS.

Otrartesiifatius MOz \ésity, repintea pioplastrete
roroailof Iuer wrevrevedmrazidkem MO

Canmitepi pojte stiftaciruQnyx* LES pevre kloybofoeO
nikrdetstm pricenz e iisti'e, ie bEempiipgCieni reni v
rosbcovati iachy yrdrh

\tfrele Oy LESprowtes i OVBQ Vzavisicsti rallirke
prax sedoparuoue, abybyl Onyx* LESvstrioven stalenou
ryiliicsti 0.16 mymnutui0.2S mi/93 sekur). Nepreldatujte
03i/min

Injda pijpravku Qnyx* LESprovedle die pirtiusretorevocli K
pouli.

Ridrd)e keaiizaii yyiadovera duta sirikatlka Qryx LES
reecktranLjte ackpter: keiens. Kozysphpaverara
slrikacsa Qnyx* LES jedhoolse adstiari*eprazonou stikai'ku
zprodnalniho konte ackpteru aa piipgjte rovoustimadauk
agpteru
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Magyar HU
Hasznalati utasitasok

Onyx~*fecskendo-kateter interfesz adapter

vicyAzat

Aedlari (LB loneryexalapianazesikez ertekesitese, forgalnezasa
« heszreldlakizardleg onvasi rencehvenyre torternbet.

IEIfiAS

AdenesAazegy K LES (liquid Evilic System Riyelary
enodlies rendizet) es DNBOkametihills ackpter, anrely aira
heszrelatas. bogy e feszt bizicsitsurkegy Ml 1nd (eukendoes az
1,5f UliraHtsv HRC rikedketeiel \egy Mraihon* rikrdkatelel kazolt
a Oy LESAMenbolizacio folyarren Azadbpter piadnalisvee
rreceen feglal egy stanchrd ISCHLer zates kialakitest a iecskenchiod
torlerocsatiakariates iehelove tetelerc. Adiszialis veget kifgiezetien
tigyteiveztek bogy az 1.5 UlitaHbwHRC ikeakateter vegy a
Muathon* mikrdateter hubjahazillesdeden

m OkodEsi ELV

Eraz e, egy. Oyt LESaryegrl lelicktckt Mill ni fetskendohez
csatlakaztatve helasosar. cdenti az 15 UtrafiovHRC: nikralateter
\egy aMarahort* nikrdeateter hugjaen levo DMBOKElies
vaurreret acsatlalkoziates folyenan ezalial mirmali-rsackkerivea
beirjektaiteld CMBONemyisege!. Azackpter karuileid QfATHE
esalddti az Uttrafion* mikirkateier vegy a Maratbon™ mikrdkateter
jelzeti holtterdl (id azalahi liolitertablat). Eankivui rivel &
achpter kikiiszohdi az Qnyx* LESesa DNOkevereckset ahoen
acsatlaVezraias serin, & achpter segjt (enniaitani egy elkuloniteii
inierleszt a konoertralt OnyX' | ESesaOMEOkt az injcdalas
Idyanan

Holtteratvaltasi tabia

Kateter Mrinalis kateter hdror
Kateter Kateter + Q'

Ackpter

1.9 UlteHow 026 ozn

KPC* (MocHllek

; 1066565

Muato" 0z3n 019ni

(MocHleksz 1G58

HASZNALATI JAVAIIATOK

AMoo Thergeutics Oy (etskenth - kateter mierfesz ana szolcel,
bogy lartozeden alkalnezzukaz Qryk* Ligpio Brrdlic Syste(LES
Fayekaryerridiies rendkzer) 15F lillreHovHOikidateierhezesa
Muatbort* nrikrokaieieinez az Oy LESinjekialas folyeran



EILIWAVAUATOK

A Q' HDSIDLESfidazd rembeszrdlando
NembheszreVies bemityen m enboolikes anyegedl, mintaz
Qyx* LLSflyeckidel az AMek (aiteric-venis matfamecia)
\Ezlesre

Nemhawrelandba Rebef* mikrokaieietit! vegy barilyenes
kaieterdl, mintaz 1,5f UliraflovHC* nikidlaidien®l esa
Mataihort* nikidatetend.

NemheszYancd DVBOinjeldalis falyarran

Nembesznilandd argjiograia vegy sdolct injeldales (dlyaran
Nemheszrelandowe/etodrakoldal vegy bevezetddel.

potcnciAlisszovodmEnvek
Apdlenchlis szovochenyek tihbek Kozdit, ok rembdzardlagosan a
Kowetiezdet foglaljek meguidar:

Oy’ LESszivatgpsck az ackpter-csatiakozasoldeal

Kara Qyx' LESnegezitaraulas az adkpteiben

Megrolvekecktt leacksi nyones az adpterben fellepe kdiosacks
vegy akeddly mian

Katelel itilnyones es/vagy kaieter-tores.
Nemezancekosarbolizacio

fIGYHIMItZTEISEK

Kizirblagaz ML OnyX' LES (fehet) fetdartciinel
heszrelanch az Oy’ LB beinjektelasara. Eyebfecsertok
eseileg nembonmaiibilisek lebetreka CMBOweyjillettel
Kizatolag " LESkes heszrelanch &
Onyx' HDSIDIB rszkduc) nemhaandlattdd.

Kizadagaz M11,5f UtrafloHRC ' mikdetetard vegy a
Marathort” mikrakateterrdl heszrelancb. Mis nrikidaleterek
eset'eg remkonpatibilisek lehetrek a DVBOanyeqral esrem
kormpetibllisek az irmerfesz acepterel

Hhaz adepter a feckenobhoz veld csatlabztatesa uich rem
Sikeriil fettcitent (prirreini) azaceptert Qryx” 1IESaryeel
akateterhez \eld csatiakortatas elctt, eza keteterte toited
levegd bejuttaiasihoz vezeihet.

AQOnyx* L Bicbeldtii megezilardulasakowveilezet ke,
azachpter bamilyenmermyisagii scolcktal, vertel vegy
kontraszianyagal erintlezik

Aracepter ktulbel 0,04 mhel abldenti az Uliraflow!
mikickateier vegy a . Mivathon' ikrolateter Jelzeti hoitteret
(Id aNo/mrardnvd/rck/robkiaMiikadksielvekreszoeni A
megfeleldl csokdertesok elvegresenek eimuiasztzsa reiivert
ebolizicidi dazet
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AGEHMZIEESK -1

Megrovekedktt Qnyx' IES beleakendezessel szenteni
ellerslles- Alliisalea befetskentezdt. Ke kisardljerrey
egszunifin vegy legydi az ellersllast megohelt
befecskendezesinyones alkelnezesaal. Hnogisellersllast
tapesztal, ko hetarazza ey azllerdllas dkai (pelchll
OWw'LESdzadts a keieter luvereben), dscardjeka
katetert Tiilzoit nyorves alkelnezzsaa ketoter sakacbshoz
esmes leruleiek rem\ivart ebolizeeidjiboz vezethet

Ezaz ez STERLENkeiii lorgplans, es kizadlag egyszer
heszrelatos. Nekeszitse eld ljra, €s resterilizaija lijra A
iselelt eickeszites s a lijrastevilizalas megnovelleti a beleg
megfertozoteserek db az e Idljesitrronyronesanek
kotkezaiai

QuintEzkedEsek

Nz at az OnyX' LEScb amikrdkateli heszrelati Utasiiasait a
jelenesdax heszraiataelott

Felheszrelch elctt vizsgplia neg aleimek conegolasat Ne
heszreijafel, haasteril g fd venbontva vegy o,
Hezrvija ld aleiarati catumeldtt

Grzdannegartd. hogy azadepter tiszta-e es nrincer
semyerditdl menies, belestive ascblcbtot. veil ex'vegy
koniiasztanyegtd &z OnyX' LESanyegeal toltoit fecskendthez
\eldrsatlakoziaias elctt

Neze nega hoitter lafdal aMikioocki efvek rakzben, hogy
leheidve legye akateter hoitter csokkentesal, amelyet az ackpter
foizsil az Oy’ LESiinjeldales elkezcese eldt

HSNALATT UTASIASK

1

2

Kesztse eld az Oy’ LES Idyeckkot az Oy LEShesarelati
Utasitesal i,

Afeukendb Ory{ES falyedtidal loilend feltdliese soranszivion
fdl kehilbel 1,1 m Qyx LESfdlyadkket ligy, hogyadlopttyu feje
afeakendd hergerenlevd 1 m-es skelavorel ot legyer..
Megjegyzcs: Az Qnyk* LESezen tobbletierfoopta az inlerfesz
achpter (gitcliesshez (piimelessher) icsz faheszreha
Cailakoztzssa az ackptert afetdentthaz
Fetskeokezzenbe QryX* LESfolyecbket az inieridszechpleren
keiestiil, aniga dLoptiyu tejerek disztalis veop egy szinte rem
ki afecderddtester led | nl-es skaiael.
Ainterfesz ackpter csdcsanlevd barrrermyi dddlet Onyx' LES
folyecEk riszia, szaiaz, reszetskenentes raropyel letiirdhetdl
Gxrtjnnegand, hogyazinfuzids keieter eidzdley
feltdlickie-e (prinelle-€) VB0 az Oy LESHeszrelail
Utasiles it

tadHisael a DMBOfecskartit a katdiertod, toitse tul es nossa le
alLer-hubat (csonrehoniot) a CMOsaregssitcievel



Alomei weilakoztassa ar OwK' LES lecsondit iiorosana
mikrdatpisf hubhea (csomopanto), ligyphe arra, hogyre
leayfnlevogoacsomopontben a csallakoria(a< soian
fetsker.deven be Qnyx' IES folyecHkat a )MBDkiszotil isaia,
Admilai gekortai alapianjavescitn Qnyx* BES fotyeckk
fayenletfs o, lbmirerc (0,25 mM/A0Y) iebessoggel lofiao
feefeukfndfjfs? NIt tiii 20,3 ml/pe« sebesseget.
folylgjvaar Oy injeldalesi rr Onyx"'IES hesrmelaii
alacta«mak negfeieloen

Harrisocik Onyx' LESfesikerdore venizuksega:
embdizaiiche, ddmretadined aracaptert akateiend H
a\j Onyx' LESfedkercblkevznven egyszenion taditsael az
iires feckerria az ackpiet provdnvaiis vegera, ti caliakoziaa &z
li) fecskercit aracapieibez
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Pyccknii RU
MHapyKkumnsa no npUMeHeHno

Apantep Onyx™ cuHTepeidcom wnpuy-
kaTeTep
MPELOCTEPEXEHVE

BoooraeTrBv) ciemparb-bM saayper e Teav ALY pH-H A
OG0 MOH-D TN VPBENTOCTIBHF b TOTEKD VYLV M
PECOTHAGMIVTTD VKHETUBHEH/Y, TaKkE CHVIDHET VT E30BATHCS
TOHOMILYHX/MWIEOOTHAGVTTD LU HIG-B-BH/E,

OMUCAHVIE
310)CIPO/CTBO- JEATIER, CTRVECTMVBIAT OCTEVOAQNYX' LES
WIMEQ KoL VDO bYETC [ 06, ME-EH/A VHIBIBATHIO
eyHHA 1ML aMI n 1T waqakarerepa UtreHav
H™ viivmaqoorareTepa Viart-br' B Bpevi aveoveaLym
OTEDV/OBEHOBHOV MBS OpVELMMCIOVOLHOQ X LES Hh
MPOKO/AKTEEHOVIK HE3m Tepae T TEEIU%IX MACTHETY
1SOrHeE3 B0 pesbew Troga. MpeaHeLHE BHHL VAR Y, GHOr
MOIPOE/HH/AKUITALY KOCTOAYAYCTEEHIOK HB
MERVETHHEVB/H I EVHH/RBYIMT 1 MAQOaTeTeR
UtfaflovHIC” vimvwporarerepa Mitalh i

MPYHLAN JEACTBUSA

30)CIPO/CTE), MposyHeHHoe K1 MLy MY sarorHeHHOW
OnyX' LES 6y e/ yWeHbLLETL CHLWOGEMEVT B
iyne |.5f maqorarerea A raflovHL amspaarerepa
Marathon'* MIMIPoRR/HEH/M TLK/M O0PEBOM KBV e

06LLEe KoVHECTRO,MBO KOHJP0E MIHET BT BBRPHD. ATITED
YVEHHLLBET NVEK/[PCEAHH-.€ MEITBOR STECTRBHC (BO MAQIOKETE ‘e
Uttaflow" viimamaquorarerepa Marathor' ripyveHo - O,
(vt T VEPITRONO MPOCTRBHCTER HAYE). KoBve HaD, aRrTep
oVOreeT veGerarb QveLLVEaHM QX' LESMIMBOBOB ysike
KaTETEPR M/, MYOe/HEHM PEsTaH/VESA KOH BHTTVORVHE
BeLLermBo OnyX' LESWIMBOB0 BoevA VHEKM

Tabnuua nameyeHus MepTBOro NPONpaHrTBa
Karerep MAHAVBrHHOE MEDTBOR
TPOCTEHTBO KATETE(R
Kaerep  Kateiep+ ampuep
aw

15 Utraflov 026m C2wvn
HC' (vypv

16-086)
Maiaitior" 023m 019w
(MEMINe106506)



NOKA3AHWS k MPUMEHEHVIO

AmprmepCry*" TVHTEB/AOMLLTTY-ETETED Yo YK Mao
ThergueLics rpezyesHeeev - Vo E3asaHA) B ka-ErBe
e | BTwigoarerepa UtraflovHRC vim
Mmaokareres Viialhon* cvnevisl Oyt Licuid Bribdu System
gulsﬂ,‘ ngmavﬁmwwmaﬁa/crava) BOBPEVA VHEKM

MNPOTUBOMOKA3AHNA

Hepemea-eeHp A voosseH/MCc QYK HDHCOES
Herpea-es-a-eH-0 A VOO E0BBH/MC KAKC MH VD

He MPeCHEG-B-EHO [T VCA0 ESCEBHICICMY/KJOHATETEOM

BO3MOXHbIE OC/IOKHEHUS
BoaVOH-bE QU DH-EH/A BTIOBCY, HDHE OBH/H/EROT
HAEUEIHALYM

MeaOwx ILSBMeCTaX TRy HHMAgH TR
oexresmaveHHe 3acTb-Ba/e QK U Bamimee
YerHEH/e [pREH/F BESPH/A B PE3yTBTaTe MOBHEH/A
VI3V IRTea.
QULKOVIBL00KOE [PETEH/E B KATETERE VIWVET PegobB
TIENPRIHBVEEHHBA VB VBV

Ao ToHOC IMILPpMMIOW ' LLS
(GerbM grvHeumQOyX ' LES Hynelrpabivoryr
G HEOBVECTVBICIMED
Mooy Torsko cqopvo/i Oy’ LB, rper-es-e-eHHOA
[LFE-BH/R 30T/ BEHR-bKVETEOOVELA e
vermons3yrrecOnyX' HDSOOLES,

MrowyiireToHOC ! 5f MapokareTepovMT
UtraHbwHRC vmavaokarerepoviViratho” [hyve
MAKOETETERL IMDTYT G T HEOORVEC TYVbICIMEQ aTakote
HBOOBVECTVVB | C3THTEE/DHs MGIRITEOM

Moo MpoeHEH/A KLLMALY HESA VE-VE §IRMTER
B ecTBOM QX' LESp ero mypceHeH/R KreTeTgy
MOHET MVBCVI K MIrBEH/H0BRLY)AB KETETED

M KOHTaKTE §ETTEACHOb MK VHEC TMM
qw[mwmaomcmgn KOOBAVIVIKCHTEECTHOO
BELLECTBAMPHET MI0/BOATVMPKIEBPAVEHHDE 3XCThBH/E
OWw L.
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MitaTho?” mpavepHoHa 0,04 wi (v Tabavny w p rTm
npowpatro Bpasae/» 4 HMAR/CTBISD),
VECONQIEH/ MUV STOD TTHIGNOAET MVBECTUK
HErPELHEVEEHHDA VEOVBLM

MMHECTHMTTOVEEHA w IES
MPEEITE VHEEKUAO HEMBTAATE /PO TE KITETED
VIVIMpSQIDETb COPOVBBH/B, MVTBIEB [THHATETHHE
[pREHVE /A BepH/A MM B TAKOA OBV |
OPERVIR /Y COOVEEH/A (FIMOAVED, SKYTDRY
VHEIIE/D-00mpep WK LED) visaveriTe gpmen
VA0 TO-HE [EREH/E MOMET MIVBECTV KE30b By KaTETER
HHVMO VB HAC TR BHH KYECTHCB.
30ycTpo/reo R e BCE/TH-OVBATE

LLrBO /A QHOQES0B0NOMVNVEFEH/A SARLLEETCR
MYEBEOraTb 10 MBTOHIACGECOTE TCTET VBV
Fmrq}mcfxmonamrquna.ymmmp/ugl
VH{LYoEaH/A MBLYEHTRVIHEOYLLEH/A 00T 1\ CTROVCTER

NEbII'FEELI?ICFOK—CCH/I

T"HoE03KO30B3HHEM 3TOr3YCTRO/CTER MPO-TaiATe
VHCTRAUMID avereoeteVs Q' LESn

M/KOOKETEOR.
thqmbmmwmwrparewgwmcerm ]
TOL3CTULVRVEM EUVICTEAHHb G BILT 1TV
TTERHPH

HVOOE3)HE MO VCTE-EH/A G0k IIHICTA
[BRAMOI0EHEH/EV KLIFPALY, SrOrHVHOVY BRLLECTBOM
QW' IES YoRIYTEDh, HTOSHTIED WLTHVVE HMOTTYTTBAO
KeKY/E-VE0 3AFBHEH/AR, BK/HOEACYB/ODIVHECKAAECTROD
Kooeb MK HTPBCTHOE QRELCTED

055 By RTHIDNYCKKSYVEHHLLEHVRVEDIET D CTREH TEa
KeTETeR. Mepen e MWK UMQONK’ LES avi ]aﬁ'vw
VEQTBOrO MOOCTBHCTEA B Pesaere  VHLYN JEViCTBYSD

TP/ Ano rTAYMHHAO
1 Iegomes eseltens; OW' LESBC 0 BYETAA-CB- ToyK»eLL,

2

orveeoOW LB
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Poiski PL
instrukcja stosowania

Adapterinterfejsu strzykawka-cewnjk Onyx™

PRZESTROGA

Pranofeckraine SarmowZjeaincearych eeandla ra soizecez,
(iysihug?i ugde uzizmatylkopzz (daza ljfc rejege desenie
OPIS

Ninigize a2 dzerie LLbcignlef kargeiyhilny ziicdka) QrpdMIESt
OVB) stovinany douzyskare. inlerfegsu poni?dzy drakank MITTTL
am\foeewikien13-UiraBHowHPCiubr’ jlkeaoanaikiem \édiathon™
podaas entdlizagi ved (Ainiao-zyinychiroddemQnyx IES
Fdsynalny kanecacipTerazaniels Tlathoac zrsde 2gz 10
typefier, prnalgjope ra podozerie dostriykanki Ojtalny koriec
Jest (ekzaproiedonany aby pesonapogniazchnikTaeaila 1
UtcaflovHCMab nrikrecanrika Miaihon™

ZASADA DZIAtANIA

Nhifiszf ofzopierie, pocfaopre deditzykanki ML vypeniong)
stooikieri Q<™ ESpoandli ra efeliywire Zimigjszenie calkonite)
dhjftosci sfocka VBONgriezdzieinkdicannika |. FUireHonHC™
lubrrikforanrtia Mirarbo™poctzzs potyaenla, mininaiizoicpwien
spoich catkonng oy icsc Ttocka QM ity no? zoliac vg Tayke-iely.
Adgiel cadige arreczorg inertwi p.fiesteer, nikareania
BWasby/Nib. Tikaenika Mreho™c ddco.ty, Til Ipel.it takeia
nartvie; pezesinent panizs). Rorecio poriewez ackpter elinirLie
kopifarose mieszaniasiodka Qryx' LESi OMOwWgniezviecawia
fpoouas poLigeTa, porTEea an dWWV\Mazryineilfjs ponipcky
goplymirockiemQOnyX' LESi OMBOpodaas watrzyKvaria

Tabela honweriji martwej przestneni

(ennik Mnmraranariva pezesteen
enia
Ganrik @Gk ackptei
oW’
' SAlltaFow 02%6m 02m
VRC'imocei? o
105 SOE/66
Vatelhor™ 0Bm 0.19ral
(trocEleor T 550861
VABKAZANADDSTCROAANA

Irierfejs iiTakanka-cannk MaoTheiapeuncs QryX' pizezreczony
jestcaupaajad akossoriumnikicennika L UteHovHE
nikaoerika Mefalhont” sysiema Oy LigridEiodicSyeiem
(LES sysemptyrohz chenbdlizagi) podaas vsigykivania stoda
(0 VI



HR’ZiC]V\X/\ﬂ(AZN\IA

Nifslos wacze«: ddamQryx’ HOBD0IES
Wizypeckulcapemedtniczoaingh nipsicsonacz
natcfidemdoentdizag] inyn nizQnx* IR
WifslasonecznisrotfnrrdfmRfoer” Iubjakimioiviek
cannikifminryn T ikroogpwrik 1,5F UlraHonNPCH
nikfocfnrnik Mrathor”

Nestosonat podaas Wstrzkivaniairodka MO
NeSlojova( podeza- d<giayii Iubvsirak v iasdi
fiologiarpy

Nestosonec zpronadhikam czyinroeukioian

FOTENCIALNE FOATKIANA
Wdddnddivych povkan ralezy wyriericmin :

Waeksiodka Qnx’ LESwmejsca hpotaen ackpieia.
Pztdnzesrezeslalenre Iroda Oy’ LESwadhterze.
ZAnifkszorpaisreniedistarcza’ ianwynikuszkodzenialub
niedrazain wedgterze

Pzekauenie tHieriacannikai ' p Wil re cenrika
Nezamierzoreenidizaga

StosowaE wyanif ze strzykawk® Mil 1 ml Onyx" LES (biat")
do wslrzykiwania srodka Onyx" LES Inne stnykawki mog” nie
hye zgodnez OMSO.

Stowwac wyl*cznie z formutami srodka Onyx" LES do wad
trnlao-zylnyrh. Nie stosowaE ze Irodkiem Ottyx" HD
500 LES.

Stosowac svylaanie zmikrocewnikiem Mil I,5f UltraFlow
HPC’ lub mikrocewnikiem Marathon™ . Inne mikrocewniki
mog” nie bye kompaiybilne ze srodkiem DMSOi nie
kompatybilne zadapierem interfejsu.

Po pocH"czeniu adaptera do sirzykawki, menapehnemr
(niezalaniei adaptera smdklem Onyx" LES pized podlaczeriem
go do cewnika moze doprowadzic do wprowadzenia powietna
do cewnika

Mozlisvosc svysi"pienia przedwaesnego zesialenia
ptynu Onyx" IES, jelli adapter bfdzie miai knniaki z sol*
fizjologiczn®. krwla lub kontrastem w niewielkiej ilolci.

Adapter zmniejsza oznatzors" martwg przestrzeri
mlkrocewnika UltraFlow" lub mikrocewnika Marathon” o
okolo 0,04 ml Ipatrz Tobtia konvmsjimairm jpaestmntw
sekeji Zasada dzialania). Nieuwzgifdrienie odpowiednkh
poprawek moze doprowadzic do niepoz*danej embolizarji.
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OSTRZEZENIA

V\gs’ﬁmemduquupzw&nykvwlum

QW' LES—wstrzymecjego podananie. Nepraoonec
czyiai Iubpaanynec qooru ez zesicsovarie redhriemegp
agiefiavslirzykivaria Jellivwsi' i gk, relezy itk
lego ez (mp ddugasrcokiemQryX” LESweckpterze
interfejsu) ivwmiericacbpter. Unyeeredmiemeo
dslenianeze pyeaizsi; chusdazeniaceniaiit
riezamierzong) enidizagi.

Uz'deriejest costarezarestanie SRV HiVijest
pzezreczore vyt anie cojednokotregp Latiu Ne
pzEvazcozriesterylizoncponosie Rsvirre
pzEvazaniel poroarasienlizaga anigezaryzio
zaezeniaupeeienta oraz rya ko pogorszen'a paraeiroV
dzalanigorodlkiu

SrodxiostroZnoSci

Peedugydemninigiszego ur?.dzenia relezy przgjracirsirikge
siconanasradka OnyX*LES i mkaenrika

Przad uzydemsrandzc qekonanie pradlidu UrZ'dzeniane
Teiezystosonec Jesli betiera leloned zosiata ren szone
Rzedpodlaeenlemadteracbsirzkanki repelniong) sadkdem
QW' LESrHery sranic, ay ackplerjest rysly i rie zaviera
zne zyzzen wiymsdli FQagce), Kivi ifib sadka
kortrasl

Bvep
Rzdfczg cAdemweiakivaniasadaQyx' LESrelezy
s, S§i? 213 |erive przcslizeni weekgii Zasada
rialania aby unzgigchicporanki 20 zare z tedkgia
nartvel przestrzen cenrika zapewnian przez acepter.

WVEAZONK DONYCZACE STCROAANARROOLKTU

1

2

Pizygoi jwac sack QX' LESzgodhie zirsinukog stosonama
IrndaQ’ LES
Peckzes repelriaria sirakanki sokiemQnyX LES zessee
k11msedaQyK’ IS tkay drtotidazgdondo

si; pored linkieskd podaalld ozneaaj;cej 1 M regindz
swem
Unaga: Tacodkikona djjicsc sicdka Qyx’ LESzoslanie Lgyia
b rgeieria (zalania) acipterainterfeisu
Rzynooonzc adgpter interfeisudosiralankd
Vdrahivec Sook Qnyx” LESprzez achpter interfgisucb
noneniy, a; cerkotidazrgidonecsi; bidzie ralini kedd
podzalld ozneaaj;cej 1 M raclinceesirahanki
Kazoly redmiar sroska QX' LESna kaiicdae ackptera interfgsu
relezyswirzecczysiym sudhymwolrymod deddin neteriaiem
Nilezy upawni si;, e assnik nfuzyjny zostal wezesnigg
repeniony (zlany) sookiemVEQ Zohie zirstrukg™
stosonaniasadka O’ LS



W dStfAkank? ze smokien QMOr cavrika, ngpetrid

i plzemyf gniiazek ILef przy uytiu Zoaronazoregpsiodka VO
Ncanfoiznif psaf rye dfzykank? ZF«cdkiem Ony** LiSco
gniazch mikictewrike, ypannigcsi?, zf wonifzozf nicna
pokvieirza, kiczemogtosi? lamdosiad podc/as podiiasaria
Vi esfodk Gy L[S, adoywy' stodfk (MO
ZypohezHiriany; plakiykzaifcas!?, by srootk Qryx* LIS
fojwstriykinary zasiat™ prodkoid?, roarefl, 16 mifninue?
0B mM/Dsder.d. Slepzaaczat prokod (L2 m/miriii?.
Rozpoer'cws fzykwnanie stocka Qnyx* LES zochit zirsizkga
stesonania«3axs Oyt IES

issli o ebalizajji wyroegarajest dragpsirkankaze
stockiamQryx* LES nif relfzy usunec ackptzaz tennike.
Roprzygooylanianong sifajkanki zt sadkiemQryk* IS
wyszaray e pfosto Led pust stzzjkank? zprdsynalnea
ko adapitrai podigizyt 0o nirgo rew)) slizkankg

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

Tiirkte TR
KuilanmaTaiim atiart

Onyx'* §iringa-Kateter Arabirim Adaptorii
OKKAT

FedPrdl yesalar (AB0) geregi bo e yelriztakir hfkimlatafincenveye
hekininsipati zariry satfisilir, cbgitilebiiii ve kullerilabilir

TANIM

8aahezbif Oyx* LES AMEntaiizesyoruisttasuick ir VAl 1 yirga
\s \A-UtraflovHPCmikrakatetervoya Marathon™* nilkee katsler
arasinch bir argiimolujtumak owe kuDarlan bir Gy LESwe
QVBOwyuruachptrdii. Adgptoriinprdsinal Lo pringeya beglaniiyi
kolaytapimekarredyla bi; slandari ISQdip luer tesanmra shiptir.
Disil u? 13- UtraflowvHRr* rrikmkaieter veya Marathor* ko
kateter gobrye uyacak{ekilck il darek tesarlarmjiir.

(ALI"MA PRENSIel

6uahez, Qyx* IFSile coldjralmui BrMI 1m prrgaya
keglandign o, begiantr sitesnth ) FUtraflovHRC: ko kaistef
»eya Marathort* mikrokateter gobegold QVBOnLntolambearin
etkir. Jfkiloe azaltarak enjekte ectichilecsk todlam QMIOrTiktanm
mirinize echr. Acipter UiraFion mikolkateielinveya Marathort*
mikoaieteripstikeil: bubojugermyadadv0,00 m azaltir (agickki
dd fagjitktablcsuna kekine). A, achpirir beglanti sirasnta
keteteriri gutoegir.cs Qnyx* LESve QMO keryrestil oreckn
Ielditdigmobn adbpter erjeksiyonsirasircakorsane Oy LES\e
QMBarasinch farkdi i arabirin innelaza etreye yeicine dir.

MiABoyfuk ConujlumeTabtosu

Katciar MnimumKateter Gii B \uu
K  Kaer + Q'
At

i.Sf Utrafiow 0%6m 02nmi
HPCH (MocH
N 105505 &)
Marathori' 0Bm 019
(MocelN:, 1IC5-8C8)

KUIANMAENOIKASYONLAH!

Mao Thergoautics Qnyx* Jmrog.e Kaoeter Arabirimi, Qryx' LES

enjelsiyoru tresnt QK" Ligindl Evioolic System(LES SMi Boelik
Sster) 1.5f UtraflovHCikrokateter velVaralhon* nikiokateter
ipn hii akeesuar darak kullamayareiildit
KONTRENDIKASYONLAR

o QW HDIOLESile kullammaybreiik cigilcir.



AMIffin lecansi inQryx* 1[5 diyincdd herangi Hremodlik
miKryal ile kullarimayorrik drocii
Rfbai" mikiokaieterileveya 1.5F UtraHowhPCikeplaifier
\eMarathont' nikm kaieter diinctld bir kaiettr iekullarina
yogpdkdgildif.
OMOerjaktiyoruisirasinch kuRammayardlikdfgildir
,gl;&gai \ayaaiinanjekt-yoru sirasncs koHarTa yarelik

r
Kilawateller veyaintroceserler lie kullanma yorefik degilck

QASIKOVPIKASYONIAR
Ol korpikesyarlar ayegjcaverliniytirancok bLrertasirir i,

Adptor beglantilaiinch OnyxX' US sizmmi
Adpporce eken Oy LS htilaynesi.

Achptorce hesarwya tikenikiikneceriyte arten cegilimbesind,
Kateteick aymbesirg veheya keteterck yirtilna
Kemeyenenidizaiyon

Onyx' IESenigide etrvekiinsackte MILM Qryx LES
(beye) yinrailekulam Ciger ymgalar CNEOlie yuu

drayetiir.

Sackee LES(ammuigsyoriaii ile kuilamn Qryx*
HDSQDIES ile hirfikte kullannuyin.

SackzeMA |5 lllisHowHPCrrikee aieter veya
Marathort” mikec keteter tie birHide kullanm Diger nikio
lateterler OVBOile uuiu dinayehiilirlel veardomm
adgatbruile yurudegridi.

Adkpion yinropya begiacikian sornv, ketelere begianactn
aceachptni Onyx LESlie coldunranak (kullarina
rezidamal) latetere Fave girtylre yd 3'sblA

Ackptor hertarg bir nrikdatcld satin kenveya kortrastia
temesecerse, OyX LESerenyekilck kaiilayetillr
Achptor, UtrHow* nrikrokaieter veya Verathon' mikio
kateter etiketli diuboyluEuru yelayik 0,04 m azlir iolu
Scfluk DdfiOftiimt Miosu re(aliyme Prersibi boliiminde
baking). UgnbofuBnbirakinaesi istermeyen
enalizasyora neckn dahilir

OnyX LESerjdaiyarLralatyi dreatiip - Bjdsyau
dufdunin Dire, enjdlelyon besinimartuerak gicemreye
\eyaaynaya Lenynayin Boyle bir duiunol, drench recenini
belitleyin (omegin arairimadgplorunde Oy LES
ditizyory) e achptcuckgiytiin Ay kesirg uyguane,
leteterinyiriinesnaveheya Isemeyenaaniam
embolizasyonura recendadhr

6u(ihez STEHL darsksaglanir \e sackere tekkudlanintiau
Taqat ijleneyinveyatekeat sterlize eneyin lddar
Mee \etekar sterilize etrre, hestachenldlslyonvedirez
perforrersir.chazalnme riddri arttn.
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ONIEMLER

Buahez kullanmechn aee Qnyx* LES\e nikolkaieter Kiliama
Tahrratlaiiniir.ogleyin

Kullamecenaneiitiinarbelgirt ircdeyin Seni minefaza
afnyaeya hesatliysakulamayin
Sonkdiamatarihmeenanee kullan

Onyx'LES doldurjimuy baglamadanrjnce adapioriir
lemtz oldugundan ve salin, kan ve/veya konirast madde dahil
herhangi bir kiriilik i(etmediginden emindun.

OnyX' LESenigsiyorune beylamechn arce adeptor tarafimden
sagfarenkaleir duboylukezattimradarsk tanmek iizr?
(@liyra Prensibi boliinindeki dii bouk lablcsju iroeleyin

KULIANIMTALIMATLARI

1
2

©w

Onyx* LESTOnyx LESKUiama Tlinatlarra.gore heaigytr.
Jmregyi Onyx' LESilectidLrurken pistonkafesi yinnoa
hezresinoekd | (izgisini geyeoekyeldlceyeldayik 1.1

OyxX' IESyekin

Not: 6uekOnyx LESheomi. aiakiilmachptoiuni coiclinek
(kdllanimaheziriaek) uzeie kilaiecaldir.
Ardrimadgptoriinii ymrogyatekm

Fistnkefesinmdistal Lo, yinrgahearesindsd 1 yizggsire
(terkgelnteye kechr Onyx LESi aratirimechpicruydua
enjekdeedn

Arhinmecsptoruniin uounch dehiiecsk fezia Onyx* LES teniz,
kury paryarikbirakneyen birbec silii it
infuzyonkateterinnOnyX LESKUiama Tdinatlanre

gore cnoockn EMOile chicLndd.guncen (kullamma
heziriardigncn) evindun

QOMBOyinToesi keteterchy, yikarin artan QMAOileluer gobegini
tayiiaiak coldLiuneyilkaym

Onyx LESyjiiingesimnikeo kateter gofoegire herer sikica
beglay n begianti sirasinch gohelde havae kelmedigincenenm
dwn

DMEOyuykamrek iinOnyx LESenjekit edin Klinkuygulanaya
gore Onyx~-IE5inO16m/cbkikaiO, 25m/90saniyeldiizeyinde
sehit birhzeerjekde ediimesi arilii. 03 n/ctkkadiizyiri
.

Qnyiku laneTalinetlarioogruitsuncbOnyxLES
endeyaLragyin

Ermbolzzsyoniyinikid kir Qryx LESynesi geiekdyotsa,
achptoru katetercen yikenmayir. Yari Qnyx LESyrnroesi bezu
adupunca boyyirirgyi acaptoninprasingl uoucinyikane
Yen Yyl ackpice beglayin



Norsk NO
Bruksanvisning

Grensesnittadapterfor Onyx"” -sproytekateter
fCBSIKTIG

foderale loxf (i L84 bfgrenret cenne fheten tit seig, disttibuisionog
biukay filer etler didie fra enlege

BESRVES

DereentetineranQny**-L[S- og QVBOkinyetibel ackpter som
hiukes for Agiel grersesnitt nellonenVAIN nHprofleag | 5
UtreflonHRC' rikroateier elter Marethor™rikeckaieier i lopel av
enOnyx-~1tS AMenrbdisering Adgpterers pralkaimale ence ber et
starchrd IO umiiierdston fari tilrettelegge tilkehitrg til soroyten
Dndistele encbn er desiget gestfiid for 3pesse til revel p31,51
UtiaftonHRCHrikickatetor etfer Vbrathon —rikiokaieter
CPERASIONSPRINSIPP

Dereertetm festel til enM1 Lm-sproyle fylimed QryxMES vil
effeldivt rectserecit totele OVBONAtin 1ravet til 1,5 Uliraflow
HRCHmikrdaleief dler Matalbori*vikiokateter i et av lilkddling
og mirtrrerer centotale mergden CMBOsomkr injiseres. Ackpieren
tecLeerer can merkece docbargeni UiveHow*mikraleetfft diet
Mrathor*-riktoleteieret rred ontrent 0,04 i (se docbprostabellen
redfrfar) Lliilegg, foid adgpierenelinir.eter blandingav Oy’ IESay
QMICiravel il atieteret i lopet av tilkoolmoen, helper acipierened
3qgppreilhdceet distmit grensesnin nellomkorseniiert Onjai*-£S oy
MO Iget avinjekgioren

OmregningsUbell for dodgang

Keteter Mhinelt ketetercodiom
Kaetr  Kateterf Oyx-

adhpier

15FUtraflov 026m 02m

KRCiMbcklier

N: 1055065/GH)

Varaihor# 023ni 019m

(ModlleiN-1C5-5066)

bruksomrAder
Mtro Thergeutics OnyX -sproytelateiergrersesnitiet ef memifar ik
son tilkehor IdQnyx’ -fiyterce enodlisk system(I£5) 15 £Utraflov
HGikdeleter oy brallion* 4rikickatete; i lopet av Oy IES-
ipgdgn
KONTRAINOKASIONRR

o IKeforbukmed Oy™HIBOOES
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¢+ Keforbnuknedardreentolide nateriael en Oy -LESTor
bererdiingenav AMer
¢ IKeforbrukmed Rt “-ikrddeifreller menarde latetre
an 15f UtraflovHRC ikdateiel og Marathort-
nikdateier.
¢ Ideforbrkalopetav DMBGirjdgan
¢ IKeforbnkilooet avargiogiabetler satticsninganjelgion
¢ ikeforbukned lecbveieredler Infotere
MULIGKOVALIKASIONR
Milige konplikesioret irkduckier, nener Ide begrerset fil:
Oy LiSHeldesie vedadpteriitichiirgere
Ony™UB kenfesies for tidligiacepieren
Okt leveringsinik B grumavslkack eHr dstrukgion 1aciieren
For mye inykogyeller biued i kateteret
Utiisiktel eboliseg

Brikkenmed MI 1 QMBS (hitj-saoytefor Sirjisetf
OyX-IES Arttesroyteri kersie Ikekonpalibleved
DMD

Bukkunmed ANVt IES-formuletingr ke bruk med
Oryx- HDB00US,

BukkunnsdMI 1,5 F UirsHovHPr-rikroketetft eller
Merathon~mikfoaldlet Adenmkidaieieieft karsije ke
lkonpelible red DVBOdller grersesnittackpieren
Hiscuike fyket (Kiargjor) ackpieren med Onyx' IES eler
at clu ke festet acgpieren til ommytenag for dukebér den il
keteteret, kendl fore il at okt konmret Iuft imi kalieiered.
QwIES kengjores fast for ticlig dersomachpteren kaei
1koniak med salticsning, Hadfilet korrast 1 hilkensom
heist rengee

Ackpterenvil ted sere UttraHonr-nrikidateierd! filer
Marathort ikfokateterets docbang neconrrent 0,04 m
(Se Omftgnirvstabell for dedgang i Operasjonsprituipp
1sektjonen) Hisikdednnodvendige tilcHlingen Hit utfort
kence! foretil enbolisetlisy avutilsikiet amr3ce

Q¢ notsiand et injiserrg av Onyx-LES - stop irjiserirg
IKeforsk 3 ere dler oerame notstard ved 3p3ae
yiifriigere injekgoninyk FesislS Ssakenttil motstancen
(feks tilstopping av Oy -LESi giersesniitackpteren)
dersomcketie fotekonm ey, og rstatt ackpieren Bukavker
stort rykkkenfore il bt kateteret ayeiler enbdisering
avutilsiktedsonrScer.

Careerteienleveres SERLkunforergargsnk MBike
brukes amigjenfiler sierilisetes 8 nytt. Nybehendling el
siftiliseting aket risikoen for pesieniinfelgion og sveldeleay
entelersylelse.



FORHOLDSREGLER

Les g;>nnom bnjksinvftnmgfne 1ot bdc Onyx-IES og
miktokaieteitr! for dij btukcr denne enhfisii.

Kontrollef produktemballaijcn for biwk. Bruk ikke hvis dor. sienle
bameronti ip m filer ikadd

8w for utlepsdatoen

Konitoller it idaptcren ren og fn for komaminerirg inkludert
taltopplcknir.g. blod og/eller konttasfvaeske for dfnkobln til
Ony»"*1E51y11 sproylf

Its gjfrncm dodgangMabellin i O peraijonspriniipp
ssekijontn 5lik ai kaieterei (ildeles Oodgangsreduksjonen som
gis av adapteien fordo siariei er Ony»~-I£S-injeksjor.

BRUKSANVISNING

f.
2.

10

Klargjoi Ony«~IE51henhold til brukjadvismngen for Onyx" LES
Aspirrr omtreof 1,1 ml Ony»~ LESrJr spmyiei'. fylles med

Onyx" LEStlik a! stamp?ihodet ci bak graderingslinjen for 1ml pJ
spioyttsylinderen.

Mefk: Oette eksfca vclumet medOny*" LES skei bmkes fai i fylle
(forberede) giensesriiiiadapiertr!.

Fesi grfnsesnittadaptfffo ill sproyten

If jiser Onyx™* LES gjentiom giensesrittadapleren Itl
stempelkodfts distale end? erjevnt mrd giaderingslinjer for 1ml
pJ sproyiesyiinderfr

Ail overfiodig Onyx*LES pi topper avgrensesi‘iitadapterei: kan
tarkfs avmed en ren eg ton kiot uteri pa'tikler.

Kontroller at infusjtm'kateteret bar bliit fyl< i(orfceiedl) med
DM50:ber.hotd (il bruksanvismngene let Oryx™* LES,

fitrn DMSQ-sproyicn Ira laleteret, overfyl! og vask toernave! mod
resteti av OVSO

Fest Onyx'* IES-'.ptoylen jmiddelbari til mikrokaieteinavet, og
pise at del ikke er iuft i navel under tilkcfcimgen

Injiser Oryx™* LESfor i forskyve OMSC Baser! pi Winisk praksis
anbetales del at Oryx™ LESinjiscres ved en jevn hastighet

pa 0,16 mi / minut* (0,2S rpi / 90 sekunder) Ikke overskrio
O.Jml/minuti

Foriseti med Onyx* LES injeksjonen i henhold il
btuksanvisr.Irgene for Onyx* LES.

Ikke liem adapieter fra kalelerei detsom er ar.nen Onyx™*-IES-
sproyte krevfs for en embolisering Fjern den tomme sproyten
fra acapterens proksimale ende eg koble den nye sproyten til
adapretfn nit der. nye Onyx” LES-sproyler. er klar
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Slovencina SK
Navodna pouzitie

Adapter rozhrania striekacka-kateter Onyx™
UPOZORNENIE

Federalny aakon (ISA) povcfojr pteda) distribiidu a pouiitie lohto
zariadenia ler lekarom atebo na prikaz lekata.

OPIS

ioto zariadenie je adapter kotnpalibilny spripravkom Onyx* IS a DMSD,
kiory S3pouiiva na zabezpecenie rozhraniamedzi 1 ml stnekafkou Mil
amikrokaretrom 1,5F UltraMow HPC" alebo mikrokatetrom Maralhon*
pri embolizatli AVM pripravkom Onyx™* LES. Ptoximalny konier adaptera
je vybaveny zasuvkovym kenektorom luer podfa normy IS0, kiory je
iirieny na uraniettie pripojenia k s'riekafke. Dislalry koniec je spetialne
skenstruovany tak. aby sapnpojil na hlavicu mikrokatetra 1,SF Uitraficw
HPC* alebo mikrokatetra Marathon™

princlpzAkroku

lolo zariadenie pripojerie k 1ml striekatke M il rapinenej pripravkom
Onyx* LES efeklivne fedukuje celkovy ebjem DMSOv hlavic:
mikrokatetra 1.5F Ultrallaw hPC* alfbc mikrokatetra Maiaihon” poias
pripojenia, a tak inltimaltzuje telkovy objeni QMSO, kiury sa mnze
injektovat'. Artapter redu’xuje oznattny komp.’esny piiesior inikiokaietra
UltiaFlow™ alebo rnikrekatetta Marathon™ pribliZne 0 0,04 ip| (po/rite si
tabulkii skoirpresnyTTi priesiarcm nizsiej. Okrem toho, pietoie adapter
zabianuje mieSaniu pnpravku Oryx'* LESa DMSQ v hlavici kateiia pri
piipcjem, pomaha udrzai zretefne lozhranie medzi koncentiovanym

Konverzna labulka kompresneho priestoru

Kateiei Minimalny kompresny piiestor
katetra
Kateiei Katitcr 4 adapter
Onyx*
15F Uitraflow 0,26 ml 0,22ml
HPC' fmooeiy
{ 10S-5065/66)
Marathon™ 0.23 m! 0,19ml

(modelyf. 105-5085)

INOIXACIENAPOQU2ITIE

Rozhranie striekaCka MiC'o Iherapeuti(s'Onyx*-kateter je urtene
na pouiitie ako prisluser.stvo  irkrokatetiu I.Sf LlltiaFicw HC
amikroka’eifu Maiathor" sysierou Onyx" liquid Embolif System
(LtS, kwapainy emboLzaeny system) pn pcaavani injekne pripiavku
Onyx*|ES



KONTRAIND)KAC(

Nieje ufccne r.a pou?iVanle 5pripfavkam Onyx™* KO SOOILS.
Kie je urcene na peudivanio sembolitiijiicim matftieiorr inym ako
Onyx* |IES Tid lieceiiie AVM.

Ripje urcenc na pouzivanie i mixtokaieifonn Rabat™* ari inym
latpitoro okrPTi tnikrokaip'fa 1,5F illtraflow HPI™* atnixroka'ftra
Maralhon'.

Nip (P ufcptie ita psuiiVarie pti injekcfi OMSO.

Nipjp ufcene na pDuiivar.jp pti angiografii am injpktii
fyzk>13QickNeo fozloku.

Nieje utcpn# na paiiNvanie t vodiadnti dtoimi anir + i u w .

mo! ne komplikacie
Mpd/i poienciaine kompHkazip pattta okrem ineho aj:

linik priptavku Oryx" LESna ptipojeniach adapipra.
piectasne tiuhnutip ptipravkti Onyx" u Sv adapien,
2zvyienie apiikacneba tiaku xpsichcne poikodenim alebo
preka?k3u v adaDlen,

zvyienie iiaku v kate'.ii a praskmittip katetra,
nezamysrana emhoiizacia

PoudivajtP len so i ml striekatkou M il Onyx'* LES (bielou)
na injpkcie ptiptavku Onyx" LES Ine stfiekafky nemuva by!
kompatibline s OMSO,

Poui'vattp lan s (oimulaciami AVM Onyx" LES. Napeuzivajfe
spripravkomOnyx'* HDSOOIES.

FBUEVajle len smilrokatet'cn’ MI; 1,SF Uliranow HPC"
aiebo mikfokaietiom Matathor,” Ine mikfokatette nemusia
byi'kompatibline s OMSO a nie so kompatibilne sadapterom
lozhrania.

Ak xa adapier po pnpojeni k siritkacke a pied pripojenim ku
katetru nenaplni pripiavkom Onyx" LES, do kateita xamole
zaviext vzrfuth.

Ak Badaptei dosiane do kontaktu sfyztologitk” toztokem,
ktvou alebo kontrastnym medom v ibbovolhom mnolstve,
mole dojst'k piediaxnemu stuhnutm priptavku Onyx" LES

Adapter tedukuje cnateny komptesny pnesioi tnikiokateita

ItitraFiow" alebo mikrokatetra Marathon" priblizne

00,04 ml (poztite Siw kn rm tobulku komprtsnHto prim orv
Vfasti Prindp zakrolnik Ak xalato skutocnost nezoberiede
livahy, mole to viextk neiimyxetne) embolizatii

Zv"enyodpo' voci Injekrii priptavku Cnyx LES - zaxiavte
podavanie injekcie. Nepokusajte xa odstramt'am prekonat
odpor aplikovanib zvyxenebo injekcneho tiaku Ak sa odpoi
vyskytne, zixiite jeho prifinu {naptfxlad okiOzia pnpravku
Onyx™* LESV adapteti tozhrania) a vymente kateter. Rouzitie
nadmerneho tiaku mole spoxobit prasknuiie kaidira
aembolizaciu nezamyxfanych oblast!.
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Hasttoj sadodava STERUNV aje uifeny len najedno pouhtie.
Nepoulivajte am nextetjlizu)ic opakovane. Opakovane pouzilie
aopakovand stenlizatia zvyluju tiziko infikovania pacienta
aznilUju vykon zariadenia.

bezpeCnostnEopatrenia

Pied poulitim zaiiaoema sipczrite naved na poulitie piipravku
Onyx'[ESamikrokaietia

Pred poulitim skontiolujteobatpfcduktu Nepcuiivajle, ak je
sferiira bariera otvoiena alebo poskcdera

Pouzite pied daiumom exspiiatie.

Pied pi p.)enim k stiiekatke napinenejpiiptavkom Onyx™* LES
skDniiolujte, ti js aoaptet £-sly aneobxabuje ziadne necixtoly
viatane fyziologickeho iczioku. krv: akontiastneha media.
Pred zacat m pndavania injektie pripravku Onyx" LES si poztite
tabu ku kompresrehc pometu v casti Prinrip zakroku afcy ste
zohfadmli reduktiu komptesnebo pncsicm kateita.

POKYNVHAPOUZITIE

F.

Pfipravif priptavok Onyx™ LES podFa navodu na pouz'itie piipravku
Onyx" LES

P'i pbieni stfiekacky prpraykom Onyx" LES natiahnite piibiilne
11 mip; pravku Onyx" LES. aby sa hlava pTxta nachadzaia za
1ml ryskou xtupnke na valci siriekarky.

Poznamka: lento ptidavny objfm piiptavku Onyx" LES xa pculije
nanaplnenieizakladneiadapteiatozhiania.

Yxtr ek.ifke pt:po,te adaptei rozntama.

PiiptdvokOnyx"i.ES padavajle cez adapter tozbiana, kym xa
diitalny koniecblavypiextarezarcvna x 1 ml ryskou stupnice na
valci striekacky

Nadbytok pripravku Onyx'* LESnahroteadapteraiozhrania sa
mole Jit elfnioa suchou tkanmou bez p'achu.
Infuzny kaietet samust vcpied napinit DMSO podFa navodu na
poulitie priptavku Onyx™ LES

Vyserie sltiekatku x DMSO z katetra, ksm ovku luer ptepinte
aumyte zvyxkom DMSG.

C.kaTzite pevne p'ipo,te stnekackuxpiiptavkom Onyx" LES
K nrdtu mixtekatetta. ?ti piipajani xa vhidie r.esmie naf;i.Ldzat'
ziaden vzduch.

Vsttekriteprtpt3vckOnyx"IES. abynahiadilOMSO Nazaktade
klimtkej p'3xe sa odporuca podavat priptavok Onyx" /15 mjekent
konFtantnou rychlostbu C,16ml/mm (0,25 ndISO x) Neprektaciijia
tytWoxt'0,? mi,bm
pnjcratuj'e podavanim injekcio ptiptavKti Onyx" LES podFa navodu
na poulitie priptavku Onyx" LES

Ak je na embolizaciu petrebna dtuna xtriekacka pripravku
Onyx'* LES, adapter neodxitanu;te z kaietta. Ked je nova sttiekacka
spiiptavkom Onyx** LES ctipravena, jecnoducho vybette p/azdru
xtnekacku z proximal.neho konca adapiera a k adapteru pripcjte
novu xtiiekaLku.



Romana RO
Instrucfiuni de utiiizare

Adaptor pentru interfata seringa-cateter Onyx™
ATENJIE

legea fedaiala (SUA) restticvooeaaa vanaarea, rfi»if:bulia 0 utlliaarea
aces'ui dispoii'.iv da ciire sail la coirar.da unui mediu

DESCRIERE

Arest dispoaitiv esie un adaptor compalibil cu Onyx* US }i DMSO utilitat
pentru aasigurao imerf3|a hue o teringa M li de 1 ml p mkrotareierul
Ultrafiow" HPC de 1,5 F sau micfocateterul Maratlior* in timpuf unei
embalizifi a une; tnalfornia;ii arteriovetioasc cu Onyx™* LES. Capatul
proximal al adapioiului inccrporea/J o ccnceppe luer mama conlorrna cu
itandardul ISOin veserea facihtAm conexiunit la seringa Lapjlul distal
este proiKtat specific pemru a se potrivila racordul merocateterului
UluaFiow* HPCde 1,5 f sau al microcateieruiui .Varathon",

PfiINCIPIUIDEFUNCT' ONARE

Accst dispoiitiv, atasai la 0 seringa M.11de 1 m! unipluJd cu Onyx™* LES
va reduce eScien! volumu! loial de OWSOdin racordul miciecaieterulu’
UlliaFIpw™HPC de 1,5 Fsau al mkrocareteruiui Marathon™ in rimput
conecra'ii, reducand asife! la minimum caniiraiea rotala tie O.VSO
cate poate ft Itijectail. Adaptorul reduce spajiul mort indicat a!
microcaieiffului lilttaFiow™ sau al miciocaleicfutui Matathon" cu
aptox mativO QAmi (a seveuea rabelul de ma ;0Ste 'rn o r la spajiul
mort), fn plus, oeoarece adaptorul eliminA amesietarea Onyx' US p
OV.S0in racordul catHeruluiin tii'ipu! conectarii, adaptorul ajuta la
menpnerea unei asterlele distincte intre Oryx™ LESconienirat }i OMSO
intirFioulmjeclarii

Tabet de cottversle a spafiului mart

Cateler Spapul men minim al cateterului
I Cateter Caletff + adaptor
Onyx"
Ultraflow de'.,5T 0,26 m! 0,22 mi
HPC'iModelf
nr. 1C5-5065/661 j
Marathon” 023 ml 0,19 ml

(Modelenr, 105-5055) J

INOfCAYIIDE UTILIZARE

Interfaia seringa Micro Therapeutics'Onyx* - caierer esie destinatd
utibeirii ca accesoriu la mkrccateierul Uliraflow™ HPC de 15 Fi
microcatflerul Marathon* cu sistem lichid de embolkare (LES) Onyx* de
15  Fin ti.mpul hjectErii US.
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CONTRAINDICAIM

+ Nuseutiizearacu Onyx* HD 500 LES

m  No sefitiiizeazS cu niciim mater.ai de embolizare difeii: de
Onyx™* LES pentru Itatamenlul Tr1(orTa;LLor atteriovencas*

*  Nuseulilizeaza cu microcateterul .Rebar' sau lu mice taJcter
diferii de microcateterul UltraHow' HPCde 1,SF  microcateterul
Maralhon™

*  Nuseutilizeaza in limpul injectarii OMSO.

+  Nitse utilizeaza iis timpul angiografiei sau al injtctdrii setului
bnolcak.

+ N seutiitzeaza cufire de ghida) sau dispczitive de mtroducere.

COMPIICATHPOSIBIIE
Complkaiiile posibile includ, dar nusunt limitate la

+  Scurgema Onyx' LESla conexiunile adaptorului

+ Solidificatea premaiura a Onyx' LESin adaptor.
(@resiune de ad.mLnistrate crescuta din cauza dereriotarii sau
obstructiei adaptorului

+  Suprapresuttzatea cateterului si/sau rupetea cateterufui.

m  Embolizarta neimentionara.

Foiosiit numai seringa Mfil de 1m| Onyx™* LES (alba) pentru
ainiecta Onyx" LES Fste posibil ca alte seringi sJ nu fie
compatibrte cu DMSO.

Se foiosete numa' cu forroulanle pemru malfomiajitle
arienovenoase Onyx' US. Nu se utillzeaz» cu Onyx” HC
SOCLES.

Se utilizeaza numai cu miciocateterul Ultraflaw HPC' Mil de

15 Fsaucumictocaieierul Matathon". Aire mkrocaietere pot
fi incompatibiie cu OMSO v nu sunt compatlbiie cu adaptorul
pentru interfasS

Oupa atayarea adaptorului lase'ingA, neumplerea
(neamorsaiea) adaptorului cuOnyx" LESinainle de coneclarea
la caterer poate duce la htroducerea de aecin catetei.

Data adaptorul vine in contact cu ante cantitate de sei
fiziologic. singe sau subsian;a fie contrast se poate pioduce
solidificatea prematuri a Onyx" LES.

Adaptorul va reduce spatiul mort al microcateterului
UltraFiow” sau al mktocaieleruiui Marathon” cu aproximatiy
0,04 mi (Asevedea ToieWde convenrea 5pljwiw mort

dm sectiunea Prindpiui de funcyionare). Nerespectatea
mSsuni corespunzatoare poate avea dtept rezullal ertiboiizarea
neimenponatS



P

AVERTISVERITE

RtJicen{i crtuiiii injwtiffa Ony»"i£S - Opri;i injftiarea.
Nuinc<(ca;i it efibwa(i sau s4invin™e(i rfzisttnla prin
apHcataa uneiprfsiuni deinjfctarf crfscuie. DacS  Inlimpli
acts! lucru, stabiii;i cauza NeZisten;e! (dr rxrmplu. (xiuziunra
Onyx” |ES In adaptorut peniru interfala) >i )Rlocui;t adapiorul,
Utiiizarra unei ptcaiuni rxrriive poatr avra drrpt rtzuliai
ruprrra caieltnilui ji/sau rmbolizarea unor zonr neavutr
invrdtir.

A(fst dispozitiv fvir livrat SIESIl, rxclusiv ptntty unic4
utilizarr. Nu il rrpnKrsa;!  nu i rrsteiilizaii. Rrprocrsaira
sitrstfrilizarea miftscriscul dr infrcjif prniru paarmv dr
cocnpromdett afun((icn3rii dispoiitivuiui

RECAUTIi

«  Parcurgetiatat insirugiumie or utilizarr air Onyx* EES, c4t yi ale
minacateterului inainte dr auiillza aerst dispozitiv.

+  Comtola;i ambalajui prndusulut inaintr dr utitizair. Nu utiliza(i
prodmal daca batiera stcrila rste deschisi sau detenoratii

+ Utilizayi produsul irainte de data expirarii

«  Controla(t ca adaptorul safie curat yi sanu prrzinte me un fri de
comaminare, tnclusiv contaminate cu srr fizioiogic, sangr yi sau
substanja a t contrast inainte de a-| conrcia la a seiiOga umpluta
caOnyx" LES

»  Farcurgeii tabelu> refrritor la spatiul non din set(lunea
Prmcipiu! do funcyionarepemru a rrspreta masura pentfu

reductrra spa(iuluir.ori al cairtrrului pemt’sa de adaptor ina nir

de ainerpr injrtiarea Onyx" LES

INSTRUCTIUNtOEUTILIZARE

1

Pteoaliyi Onyx" LESin confcrmitate cu instmc;lunile or utilizarr
aOnyx" LES.
la iimplrrraseringiicu Onyx™* LES, aspitaliapioxi(7iativ 1,1 mt

Onyx LES ast'rl incai caput pisicnului s4 de dincob dr gradatia de

1rnldr pr rezervorul srringii.

Nota: Acestvolun suplimentar de Onyx" LES va ft utilizai pentru

aumple (amorsa) acapiotul pentru irterfata.
Ata;a',l la seringa adaptorul pentru imeifa’,a

tnjec lati Onyx™ LESpiin adaptorul pentru interfa;4 pana ce

capaiui distal al pisionului este la acelayi nivel cuiinia giadaiiei de

1mldr pe rezervorul setingii

Drier rxers de Onyx* LES de pe vatful adapiorului pentru interfatJ

se va yterge cu o carpa curara, W 's partkule uscate.

Ave(i grila cacateietul de per.'uzie sa ft lost umplut (amorsat)
anteiior cu DMSOin confornitate tu Insirucyiunilr de uillizaie a
Onyx" LES

Scoateji seringa pentru OMSO din cateter, umple|i-o pesir
capacitate yi spdia;i racerdul lurr cu rrstul de DMSO
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Corrciati imediat imrdJai siians stringa Onyx™ LESa racocdul
micfccattteralui, asigurandu-vi canu exista aw in tubJaturS in
limpul (cnrtiafii.

injr(ta(i Onyx" 1fS pentai 3 dczlocui OMSO Pr fcaza peacticii
clirice, scretomanda ca Onyx" |ES safie injcciat la un debit
constam dr 0,16 ral/minut (0,25 mg'90 sreundr) Nu depayi(i
0,3 ml/minut

Irrce(i lainjeciaiea Onix" LESin confctmiiatr cu Ins)iuc(iunilr dr
utilizarr penrru Onyx" LES.

Cecarsir necesarac adoua seringa Onyx" LESprniru o

tmbolizarr, ru sioatr(i adaptoiul dm catetrr Land rste gala ncua
er nga Onyx" 1ES pur yi simpiu scoateii srtinga goala din capaiui

ptcximal al adaptoiuiui yi conrcta(j nnua seringa la adaptor.



Bbnrapcku BG
YkasaHus 3aynotpeba

ApanTep 3a uHTepdelic cnpuMHLoBKa*
kateTbp Onyx™
BHUMAHVE

Oepepanku)e 3akunu (Ha (ALl orpaHumass) )thogaxbaia,
pasrp3opanaHuero v yiiaipfPa;a Ha oaa u3genu; oi Mnu nc n3pb"ka
Ha nekap

OMNUCAHVE

W3penueto npagsaensea cbamecnHuc Ony»™* LIS n DMS0 agswap,
1310/13BaH 3a OCUrypsigiaue Ha uHTepdeiic Mex gy cnpuHLoBka MM
1mi n mukpo katersbpa i,SFUllrafl3wHPC™ HnH Mukpo kateTbpa
Marathon™ no apeme Ha eMG0NH3aLys Ha apTepvoBEHo3Ma
manchopmauys (ASM) cOnyx* IES. MpokcMManHUSAT Kpaii Ha agaTopa
BK/H04Ba CTaHapTeH ISOXeHCKM flyea, Npeanask3yeH 3a ynecHsisaxe
Ha CBbP3IBAYETO KbM CrPUMLIOBKAra. JUCTa/MNAT KPacT € CreLydyHo
HPOEKTMpaK /@ CbOTBETCTBA Ha HaKoalHuka Ha MUKPO Y3TeTbpa 1,57
Oltrafiow HPC" unn mukpo kateTbpa Maramun”,

MPUHLMM HA PABOTA

bsansgenue, sakpeneHo kbM cnpuyyoska MM 1ml, HanbnHena
cCnyx"If S we peayumpa edekTrBHO 061Ms 06em Ha DMSO B
HaKpaiiHnK3 Ha MuKpo kateT bpa 1,5° Ultrafiow HPC" unn mukpo
KateT bpa Marathon" no Bpeme na cs6p3same, kaTo no K31 HaunH
MUHUMIU3MPO 06 06em DMSO, Koiito MOXe fia Ce MHXeKTUpa.
AzanTopbl Hamansisa HOMHAMHOTO MbPTBO NPOCTPAHCTBO Ha
mukpo Kaifibpa HWralon-" uam mukpo kaweTbpa Marathon" ¢
npuénuTuTento 0,86 ml {BuxTe biGHULATa 3a MbprBa IpoopaHnao
nc-gony) BponbnHenue. 1biikaloaganlopsl npefoleparssa
(mecBaHeto Ha Onyx" US 1 DMSO B HakpaiiHuKa Ha kaTer bpa no
BpEMe Ha Cabp 3BaHe. afjarrop bl /loMara ja ce ncaabpxs Cuierns
wnepdheii( mexay koHueTnpupanara Onyx" IfS n OM50 no Bpeme Ha
nnxekipae

Tabr3uuB 32 HOHBEPTMPaHe Ha MbPTBO NPONPAHNBO

Katetbp MUHMMMaNHO MbPTBO MPOCTPAHCTBO
Ha kaTeTbp
Karetbp Karetbp  apantep
Onyx"
|,5FUlttaflow 0.26 ml 0,22ml
HPC" (Mogenu
Homep 105-S065/66)
Marathon” 0,23 ml 019 ml

(Mogenv Homep )05-50SS)
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MOKA3AHNSI 3A MPUNOXEHNE

WHTepdeiicbl cnpuHLioBka kate' bp Cnyx" HaM To Therapeut 's e
npefHasHayeH 3a ynotpeta Katll 4OnbANUresHa rPUHaAeXHOCT KbM
liquid Embolif Sytem (uS 1leuHa erubenutipala e rema; Onyx"
mukpo kareTbp 1.5f UliraUcvx KP 1 Mukpo kaseTbp Marathon” ns
BpeMe Ha UHxekTupaHe HaOnyx" US

MPOTNBOMOKA3AHNA
*  [la He censnonssa cOnyx" HC SOt US
« [JlaHecen3'On3sa.emGonuanpalLumMaTepuT’.u pasrmyHucT
Onyx" LES 3a nieverne Ha ASM
« [laTeceusr.on3aa( MMKp KkaTe bp ebar"u;uk.iro u gabuno
Kaie1bp,pT:3nMyeHys Mukpokaesbpa  5f f3raMonrHP™n
MUKpO KkaTeTbpa Marathon”
« [laHeceusronssa Oapeme HaMmxekTupaye Ha iMSO.
+  [la He ce3M0/138a o BpEMe Ha aunorpadimst W MHXeKTUpaHe
Ha. (M3MO/IOIT<HEH PasTECTP
* [laHe cens.'on3sa CTEACHM BCA3UN WK MHTPTAOCEPH
BB3MOXHW YCNOXHEHNSA
Bb3MOXHUTE Yen -KineHns BKTO iBar. 4o He ce orpaty -aBa| 4C;

*  VHuya.ue Ha Onyx" IES npu aganT.pHuTe CBbP3BaHMSA

+ TpexpeBpeMeHHo BrBbpAsBaHe Ha Onyx" IfS B ag3nTTpa

- ToBWwwemo HansraHe Ha joC TasiHe /1, paJu NoBpesa um
3anyLuBaHe Ha agjanropa

+  TIpoKasieHo BUC KO «ansraHe Bkar'tbpa umnu pytypa Ha
kaTeTbpa.

*  HexenaHa embonH3auns

L

Jla cennonssa camo cbl enpuHuoskata MM Tml Onyx"IES
(65n3) 3a MHxekTMpaHe Ha Omyx" IES [ipyrv CpUHLOBKI
KCOXe fja He ca cbBiecTuMn ¢ DMSO

[la ce n3nonssa camo ¢ nexkapcrsien hopmn 3a ABM Ha.
Onyx" IES. fla He ce u3nonssa cOnyx" HOS500IES.

[la censnon3ga camo ¢ Mukpo kateTbpa MM 1,5F iKtraFlow
HPC" unm Muxpo kateTbpa Marathon", fipyrv Mukpo
KaTeTpu MOXe /ja He ca CbBMeCTUMM < DMSOu Aja He ca
CbBMECTVMY CajanTopa 3a uHtepderic.

Criefj 3akpenBaHe Ha aianTtopa KbM CpunLIoBKara, ako
afianTopbl He cenanbiiu (npommne) cOnyx" US r.pesu
CBbP3BAHETO My KbM KaTeTbpa, LUBa MOXE 4a A0BOAE 0
HaB/13aHe Ha Bb3AyX B KATETbpa.

MpexpespemeHHo BTBbpAABaHe Ha O nyx" US Moxe a
Ce nonyyu, akc afantopbl MMa KOHTaKT C q)VISVIOI]OWIHeH
pasreop, KPbB WK KOHTPACT B KakBOTO 1 Aa 610 KONMYECTBO.



rEnaeEHA t

. AANTOPbI U)f HAMENM NOMUHANKNLL MbPTBO NPOAPaHNBO
Ha Munpo kater bpa UliraFlow" WK Muxpc kakTbpa
Maraihon” ¢ npH6/TiontenHo 0,04 mI (Buxm ki uaT a
3aKOMBrpT MpaHruMa MbpTBO NPATpow Teo K Paafena
MpuHynn Ha pa63T3). AKO H:;u ONaBM i bO1BArHNAL
tonapamc, w 3 MOX? Aa fioBena Ao HeBO/Ha eMBoNM3aLns.

. AKO CeMOBYLLN CbNPOTHBNEHNE KOM MHXEMBPaHEK Ha
On>j* LLS- Cnpeie nHxekTupaHaro. He npaBereonurin aa
MpoYMCTBaHE fjaH NPEeOofonsBaHe Ha CbNPOTUBNEHHEN Ypea
npgasraHe Ha nce3leno NaaraHe Ha MHKeKcupaxe. AKe
Ce CNyuy Taa, 0ope/eNese NpUUMHara aa Cbnpory.aneHuera
(Hanpumep oknyaus oi Onyx* LE5 B afiaHtopa 3a MHTEpeiic)
11 NIoZIMeHeTe aJjanTops. /Tron3BamcTo Ha ipeKaseHo BUCOKO
HarsicaHe Moxe Jla j0Befie 10 pyniypa Ha kaTeTbpa h/aan
€emMBOonM3aLNK Ha 30K). PasnniMi OT XefaHaTa.

. losaynpoiict»o ce goc3ass MEPW/IHO camo 3a esHokpaTka
ynotpeba. HeynochebsBaiiTenectepunnaupaiite noBTOpHO.
ToBTCpHaTa yTIoTpE6a v Nepun3aLys yBenuyasar pucka
OT MHAPeKLWS Ha MauvieHTa 1 yapyLuasaT p3GoTara Ha
y.TPOACTBO.

NPEANA3HN MEPKU
+  VpernepauTe YkasamuHTa 3a ysictpe6a kakto Ha Onyx™* i£S, Taka
| Ha MUKPO KaTeT bpa, rpej fa ii3.nonsHate Toa usaene
+ Tpeav yTodhc6a or/.efaiite onakcekara Hanpogykta. He
13non3BanTe, akocTepunHaTa bapuepa e Breopeva Jait
IcBpe/ieHa.
V3nBn3Baiite NpogykTa npezn cpoka sia rofHocT.
*  YsepeTeee, 4? a4antopbT r YAN 1 HE CbAbPXa NMKaK30
3amMbpCcsiBaHe, BKTIOUMTENHO (DU3MONOTUYEH PAsTBOP, KPbB 1/
[ait KOH'PaCTHO cpefe TBO, NPe/M fja ce CBbPXKE KbM HambsiHeHa
cnpuHLoBka cOryx™ IES
«  Tpernepaiire Tabnuuara 3aMbPreonNpoCTPaHC'BCB
pasgena MpuHLMn Ha pa6oTa, 3aja ocTasiTe ToNepaHe
3a HamMa/1yaaHero Ha MbPTBOTO NPOCTPAHCTB/ Ha X3TETBPA,
OCUTYPEHO OT 37anTopa, NPe/y /1a 33/10'THETE MHKEKTPaHe Ha
Onyx* LE5.
YKA3AHWA 3A YNOTPEBA
1 Moaroteete Onyx™* | fi cnopep Yk33aHnAT3 3aynorpe6a Ha
Onyx™ LES.
2 Korara TrbriuTe enpuHLoBkata ¢ Onyx™ LiS. acnupupalite
npubnuautentqe 7,1 ml Onyx™* LES, Taka He TriaBara Ha GyTanioro
[ia e cnej MepuTenHars uTis 3a 1tr.| Ha uwanHbpa na
Ccnpu>"UoBKaia
3abenexka: Mo3ngoTTbNHUTENEH 06eTn Onyx™* LESuis
Ce MTMNOTT38a 3a HanbsABaHe (MPOM1BAHE) Ha ajanTepa 3a
nHTepdelic

3 MpiikpeneTe 3aanTopa 3a MHTEPKEIiC KbM CPUHLIOBKATA.
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VHxekTupaiite Onyx™* IES npes agantopa Aa uHTepcheiic,
[10XaTo MCTATHUST Kpali Ha InaBaTa Ha GyTanoTo Ce U3paBHaT ¢
MepuTenHaTa ks 3a 1 ml Ha LUAMHABPA Ha CpUHLOBKaTa

Besiko uanuwwuTTo KosmHee T80 Onyx" LESHa Bbpxa Ha aanTepa 3a
HTepchelic MoXe Aia ce U3TpYe CHICTa, CyXa Kbpnia 6e3 YacTuL.
YBeperTe ce, Ye kaTerbpbT 3a MHdhy3us e 64a rpeav Tosa
HanbHeH (npomuTt) ¢ OMSC cnopep, YkasauusTa 3a yrotpeba

Ha Onyx™* LES.

Orpenete cnpuHuoBkara ¢ OM50 ot katersbpa, npernHaHeTe u
M3MUIiTe TTyep HakpaliMuka ¢ 6anaHeyeTo konnyectso DMSO,

He 3a6aBHO c3bpxeTe (Mpu.HT3cekata ¢ O.nyx™* IES 3paBo

KbM HakpaiiHHKa Ha MUKPO KaTeT bpa, KaTo e yBepuTe, e B
HakpaitHka HsiMa Bb3/lyX M0 sipeme Ha CBbpTBaTTero.

VikxekTupaiite Onyx" IES, 3afiau3menute DMSO. Bb3
0CHOBA Ha KMHWYHaTa npakTika ce npenopbysa Onyx” US
[1a Ce HXeKTMpa ¢ paBHoMepHa ckopocT 0,16 OMMHyTa
(0.2S m.TPOcekyHav) He npesuwwasaiite0,3 TL/TMMHyTa

MpcabnxeTe ¢ HxekT3apaHeTo Ha Onyx" LEScnopes Ykasanmsata
3aynotpe6a Ha Onyx" LES

AKO 32 eMBONM3aLIA e HeOGXOAMMA BTOPa CIPUHLIOBKA C

Onyx* 1ES He nTcrpaHsiBaifTc agantepa ot kaTeTbpa. Korato
Ho3aTa cnpuHLoBka ¢ OTTyx" LESe rotoBa npocTo oTcTpaHeTe
TpasHara CTTPUHLIOBKa OT IPOKCUMaTHNA Kpaﬁ Ha agantopa v
cabpXace HosaTta CrpUHLIoeYa KbM agantopa
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Alls

oi 5,'Aife Onyx™ LES AVM §011 MTI

iml 4A77]2} 1.5F UltraFlow HPC™ OfO |aS
Marathon™ C|0|3S T7fElI&i AtO|o]|

?271liSf AlI§S{7j ?|Bli Afgstb Onyx™ LES

9} DMSO » e oisiEI2-'Uc”. o-is:&l°l

E"iB8 Xé ISO ACis. "T*Ejol

°'0] AT |8 t;6u|Cf.

1.5F UltraFlow HPC™ 070|3 * 7|&lle| «fc

Marathon™ DfO|[3.S ?fa;&io: gnaoil itEa”

-\/Sl /X U

SEl
0] SAie Onyx™ LESS MTI im|
AAlTioll cj?3SfDi 2%a §0ii 1.5F UltraFlow
HPC™ ofotas ?X!&1 Marathon™
Dholas ?fEIIE”0] BlaoilA-i DMSOE£i Si>'g
5:2i408S §O0iA-i A DMSOSU
il£3li27u|C|. UltraFlow™ Q|-OIHS

?feil&l Marathon™ QrOjaS ?fEiicis;
iAlcH! US §7t§ O0,04mi Eg tSJULt
(CiSHoli U 6 5E ?f=E). SE
§0I| ?1£||B| e-IMOIIAi Onyx™ LESSf DMSO
€t'g 5,'Aj3f7| CCigOli §CHL
Onyx™ LES2f DMSO A70lollAt g S E
aifgo| St-jq.
¥a gE
geiiei £I'4:7IEile|¥S giL?
9iq|E| qqiei +
Onyx™
0121&1
1.5F UltraFlow 0.26ml 0.22ml
HPC™ (SS
*ciS. 105-5065/66)
Marathon™ 0.23ml 0.19ml

(SS, N5. 105-5055)
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Alls g £

Micro Therapeutics Onyx™ ~ A| 7]-?t&1!&]
EEi2li0|+ OiCfjBig Onyx™ LES §tH|
Onyx™ Liquid Embolic System(LES, ‘4*11
Aj;i;») 1.5F UltraFlow HPC a|0|5LM ?|11B12|
Marathon™ DfOIHS ?E|EHCH CHE ¥ ~S 2 S
AfgEUcf,

g7l
. Onlyx”j HD 500 LES21 EWI A|§5(X]|
i

+ AVM *\k e ?|Sf| Onyx™ LES 012121
AHSq A(gS|x| ani-ici.

+ 1.5F UltraFlow HPC™ OfO[HS 9IEI|&]|2I
Marathon™ DO laS afellE|N A1121MN
Rebar™ QlOlaS ?IEilel Cfff 7|EIEL2}
EIfLAissixi E~*qq.

L O R 4iReRA S0 Afgti

aitqq.
« T7I0IE£IO|OH Al9i
Afgsixia™qq.
5/n 7ffeE gAij
Sr'ts 7\~ t- SAIIOI ot|(olol| "E £ A te 2iS);
o 0)1&["idfiollAiOnyx™ LES¥f
¢+ O-ICHE"IIA-i Onyx™ LES:Jr L 1¥ 0]e>|| gH
*+ OI"SEl g “oiu xIt'Oi. 2,)E g g sq
* ?i-g|El JI1£ S £ T7IHIEI
o 21iSfx| s*S-45]j

e £T=A| MTI Imi Onyx™ LES(tIAl})
NATT 2] Afgiti Onyx™ LESe
?M«lijAIE. qgS M"A|7|eS DMS02>
*E£1A]| 2ill » S~A"qqQ.

«  YEA| AVM Onyx™ LES ALJM21
A18«l A|2. Onyx™ HD 500LES21
AlgSIxl OlilAiS.

* ySAi MTI 15F UltraFlow HPC™
0fOla.S ?Iq|EI Eb Marathon™
01013.S ?tq|E|21 AlgitdA IS .

q* ofoias ?IEiigh DMSOSt iB £ 1A |
as ¥ ?J&i«l01>i 0-|2iE|21
J6.2?£1A] a*U cK

o (2eie ? &7an¥ISrg gA \TB\o\
?i3*t7i 5jqgi oia & ii Onyx™ less
XH¥x|(OWbI| A«g) aoir g 7|7f 7fE[|&|Oli
i»olt0 4= 2n.'iMcl.
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Micro AUj >« Onyk™ fji» j_* ii-rt, M AR

J-a-n wLi-felit 4-*LS JU jtu”yj «,0 -t1. 1 Theraceut cs ILFILAUyi M
o-U. Marathon” jlI 15F UftrgFlow HPC ™ jJ i
Liau" LES ,«*L >La;”isijrs) Liquid Embo ¢ System a™L* ey -
L>-i-»-wLiax JiLfc Or.yx** jtpe ] hIH,DﬁOW“’\ﬂ a0
Onyx»" LES ,a--L iU
JL*julmis Mg A a M»JUJ' faw
Onyx™ HD SOOLES @l Jl<s!'. reM »* * W A W-.ij Aarrg
inV) A anL2n A
tj ~xiy jdJj) Onyx™ L.ES
(AW Agpn Inh o sUiLA
jta o A JtmXinb A0 ida . ALM ladis) MiarlaltAane .OMSO» Onyx™* IES
miiM exXjyj HL.> Rebar™ ,t 15F UllraFlow HPC™ > J all ;> » . Nl i
Marathon™» 15F UMraRow HPC™ jijd» >« i-i-ijil adoVi A~ JAU Marathon™ A
OMSOA~-1 .>;...a MU Jtar: n . irttj Onyx™ LES ja.Afcl MLa a™da>h
15¢* P Jtaliiwl4in. Q.»».»« Jin a>-Vv A J
XML n tA; A AAA At i A~ jas Mg L "aAb
R AL S 15F UllraFlow HPC™ A ali jma*
I 2 Marathon™ j-~aJ
O ) A JUIE MWW ai-anl ALi-cLixll
A Abbe - Onyx™ LES aju ' AAUKUATL Al Ja 1 Laa. MTI AALA - Jaa —A A
INE>L AV OnyxMLES iU —ra ' iiLa A-*-* Abl-»* ABa-Ai  a*LxJJIL Ja Ay OhyX™ LES
J>AEA fir al .ba’ .*>xM laa® .
o 1 all eVlahdddl ;LA WSA~ 1% a’Sva Bpi Flkila ~djl OMSO
FHAKS 12hsd e o WAL ALf-efi-4 a2La) P44 Marathon™ »1 15F LUiraFlow HPC™ ) j-a
nbifl < A MaMO.| A oo™ * X . i
r mrrmrn/\smkm LAu> Ai OMSO ajLa Mlaal .Ula”a>>]
* AflA Jan
A jla® Marathon™ » UUraFlow™AA A <U™a MeVa Al
1At Onyx™ LES bU jUu-M4 MU IR A <rnve MAail j9<Ut ~gu. £2UoXe WA «U A
Onyx™ LES j-La. Ay L>»VmMTI n> J* M >»-dui oj# >t'u-iU, Uix,,>nr  alalsfl
OMSO ~ AL>sa R OMSO aiLd» Onyx ™LES wad Lalal
<AN «l'a<aclua *Ma J « alar JAU iNrti>ital vA*-* j-*
Onyx™ LES A t* wLifjJ g1a OMSO» Onyx™ LES /1 <> Aiot It Lo J,-a*/ ~ [ Laoww

Alirt fay TAVM) #j*-sal il Mt @~ ML) &
Onyx™ HO 500 LES iiU t- JU«T MW
axitil T wholieit ko

MTt hit >j it X1 ataj®
jj-SJ AWjiLaif Marathon™ »1 15F UltraRow HPC™ afu-ful  <alhetlU Ut
«fanr *a ayplA ajLXall a\bi ma Nl
J A alliw4” 1M LaE OMSO
_ ) In*a *apAal a\s mall
ojL/ Jj-"t (AfeXIl a jLt A — i Onyx™
JJ » oMU ML) Onyx™ LES
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li} Onyx™ LES j;U -J AlU 7~ j >+ DLl HPC
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SYMBOL GLOSSARY/SYMBOLESINTERNATIONAUX/SYMBOLE/GIOSSARIO DEI SiMBOII/GLOSARIO
DESfMBOLOS/SYMBOLER/VERKLARINGINTERNATIONALESYMBOLEN/GLOSSARtOOESIMBOLOGIA/
SYMBOLISANASTO/SYMBOLER/ENnEiHrHIHrYMBOANN/PREHLEOSYMBOLO/SZIMBOLUMSZbSZEDET/
TTIOCCAP/A OBOBHAYEHAA/ StOWNIKSYMBOL!/SEMBOL SOZLOGU / SYM8OLOROL1STE/GLOSAR SO
SYMBOLMI /GLOSAR SIMBOLURI/ PEMH/AKHA O/MBOUTE/ 715. g O*S /

STERILE BEO  Sleriie using ethylene oilde Avoid temperal ure Zanteaie extrerrsnim
extremes leploiam
Eviterrexpositron Ne legyekisnelsoseges
® Single use ades temperatures thgrgekIetnek!
extremes. Hibeiaictf upesmepHo
Extreme HU3KOW WM BbICCKOIA
Caution- federal (USA) law resiikts this Temperaturen Teruneparypbl
5’\‘ Z(Y dewc.e. tc sale by or on the order of a vermeiden Unikac skrajnych
physician Evitare le temperatute ~ {€MPeratur
esireme Ayw sicakliklardan
Oonet resterdue Bute las temperaturas KONtyun
I extremas unngs rksiteme
Undvik extrema temperaturer
temperaturer Chranie pred extremnymi
A Cautlor. consult accompanying documents Vermijd extreme leplotami
temperaturen Evitati temperjiuiile
Nepyfogeni Eviiat lemperaturas extreme
hen”pyrogeme A extremas [la ce nsbsrsar
Apyiogenp Nempifogw Yalta aarilampdlilDia EKNPEeMHN remneparypu
Stogentter ATIMOOTEHKO Undgk fksireme 2IE7SEIM
honpirogemto ~eP'fAger.ny temperaturer
Nopirogenico Hi,o Jemk degddir Anorpiiyt re axpokc
% Pyrogenfri Nepyrawmn etppoxpaalec
hiet pyrogeen ’ . Y
Ap.rogéhico Nepitagenic I_O-I- Lot Number
Pyrogeeniton
Ikke-pyrogen
Mrinuptroyovo Centenls ‘?f Package
Conlenu rl.f I'fmballage Obsahbalen
Paclfuogsmhalt Auomagtartalma
t Keep away from sunlight CO’;'fO_“‘o della CopepKiMoe yNakoBKu
E?Jr;nee?w?t;: del paquete Zawartgs/ ipakom{ania
Keep dry forpackningerrs '::kizlras"i::]gifk"er
CONTENTS inrehkll .
Irefd Catalogue Number Inhoud verpakking gsrmmzleribalajmm
Conieudo da
EmbalagefT) ChobpxaHue Ha
tJ Vanufacturer Pakkauksrn sisalto craxoskara
Pakkens mdhold
u Use by ouoKcuooiac
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[MepeBog ¢ aHINMINCKOTO A3blKa Ha PYCCKNI A3bIK\
YAOCTOBEPEHUE KON XPAHUTEJIEM AOKYMEHTA

A, COBEPLUEHHONETHAA, Muwens Mup3saun, B Hagnexatluem nopsigke npmsefeHHas K npucsare,
NMA XpaHUTENA OOKN MeHTa

YTBEPXAK MOf NPUCATOA (MM NOATBEPXKAAD), UTO NpUIaraeMblii 3K3EMNIAP LOKYMeHTa

«MHCTPYKLMS MO NpMMeHeHUIo aganTtepa ONyx ¢ UHTepdelicoM «WNpPUmM-KaTeTep»
onncaHWe NI0K> MEHTOB

ABNIAETCA BepHOVI N TOYHOW Konwuei NpaBnbHOK 1 NMNOJIHOIO OpUrnHana JOKyMeEHTa.

/mognuce/
Moanuce XpaHUTeNa AOKYMeHTa (Nuua, NpeaocTaBMBLLErO adPuaaBnT)

HoTapuyc nnm MHoe A0/KHOE FHOE NNLL0, 3aMO/HALLEe AaHHOE YA0C FOBEPEHNE, MOATBEPXKAAET
FO/IbKO NINYHOCTb /INLA, MOAHMEaBLIEro AOKYMEHT, K KOTOPOMY MpwsalaeTcs HacTosiliee
Y[0eTOBEPEHNE, W HE EBUAETENIbCTBYET BEPHOCTb, TOUYHOCTb WM  [elACTBUTENbHOCTb
YMOMSHYTOr0 JOKYMeHTa.

L Ta! KanndopHusa
Oxpy| OpwnHpx-

MognucaHo o4  NPUCArOA (UM MNOATBEPXKAEHO) B MOEM  MPUCYTCTBUW  CErOAHS,
09 ceHTA6pPSA 19r., Muwens Mwup3saw NOA'IBEPANBIHCIA MHe CBOK /IMYHOCTb Ha OCHOBaHWUM
y6eanTenbHbIX A0Ka3aTeNbCTB.

/noanuce/
Moanuck (Meuvartnb)

[WTamn:

Ctns Ob6epnaHaep

JnueHsma Ne 2288368

HoTtapuyc - llirat KanngopHus

Okpyr OpuHAX

Mos nuueH3ns genctemTtenbHa 4o 09 moHa 2023 r.]

[Janee cnepyetr TeKCT [AOKYMeHTa «WMHCTpykUumMa no npuMeHeHU ajgantepa Onyx c¢
MHTeP(EencoMm «WNpuL-KaTeTep», NPeACTaBNeHHOr0 Ha aHIMMNCKOM, PPaHLy3CKOM, HEMELLKOM,
NTaNbAHCKOM, WCMaHCKOM, LWBEACKOM, HWUAepnaHACKOM, MOPTYraybCKOM, (PUHCKOM, LaTCKOM,
rPeYeCcKOM, YelCKOM, BEHIepCKOM, PYCCKOM, MOJIbCKOM, TYpeL,KOM, HOPBEXCKOM, CJ/I0BAaLKOM,
PYMbIHCKOM, 60/1rapckoM, KuTaiickom uapabckom A3bikax}
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[Wa 6naHke komnaHun «<Mukpo TepanbloTukc, VIHK. a/6/a B3 Helpobacky.usp»]

NHcTpyKuma 110 npH\1eHeHHto
Apantep Onyx ¢ MHlepdciicom «LUNPUL-KaTeTep»

70739-001, pcpa.02/13

Inognuce!
09 ceHTAbGpsa 2019 .

[Pe.ubethHasi meyaTb Ko.MnaHUM «MukKpo TepanblTUKE, VIHK. a/6/a B3 NelpoBackynsp»]

CTepnnmn3oBaHO 3TUEHOKCUAOM

[na ogHopasoBoro NpUMeHeHUs

MpepocTepexkeHne; B cOOTBETCTBMU C edepasibHbIM 3aKoHodaTenbcTBoM CILMJ1 npogaxa
[JaHHOro M3fenua paspelleHa TO/IbKO Bpavam Win no ux npegnmncaHuto
lMoBTOpHas cTepunu3aLmna sanpeLleHa

MpepynpexaeHne: CBepbTeCch C CONPOBOAMTENLHLIMWU AOKYMEHTaMN
bepeyb 0i conHeyHoro ceeta

Bepeyb OT Bnaru

Homep no katano!y

MponssognTens

CpoK rogHoe m

Nomep napTum

«Mwukpo TepanbloTukc. UHK. a/6/a B3 HeiipoBackynsap»
(Micro Therapeutics. Inc. d/b/a ev3 Neurovascular)

9775 lonepo Y3ii. NpBaiiH, KanngopHua 92618, C1M/1
(9775 'l'oledo Way, Irvine, CA 92618 USA)

renedoH: 1.949.837.3700
dakc: 1.800.637.9775
Beb-calT: www.e3.net

CE 0297
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MepeBOf4 AALIITO TEKCTAa CAeNnaH MHOM, nepeBoguymkoM MapbiueBbiM KOprem Viropesryem.

Poccunitickaa depepauus
lopog Mocksa
TprHaguaTOoro asrycrTa ABe ThbiCAYM ABaAULAaTOro roga
[ Akumos 'neb bopucosuy, HoTapuyc ropoga MoOCKBbl, CBUETeNbCTBY MOANNUHHOCTL MOAMUCU
nepesogymka Mapbliyesa KO pua ropesunya.
Moanuck caenaHa B MOeEM NMPUCYTCTBUN.

JInYHOCTbL NOANUCABLUETO0 JOKYMEHT YyCTaHOBJ/IEHA.

3apeructpupoBaHo BpeecTtpe: No 77/09-H/77-2020- b -7- -7
B3blCKaHO rocyfapCcTBeHHOM nowamHbl (Mo Tapugy): 100 py6.
YnnayeHo 3a NpaBoBOro M TEXHWYECKOro XxapakKTtepa:

Bcero

u cKpe

HoTtapuyc
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CALIFORNIA ALL-PURPOSE ACKNOWLEDGMENT CIVIL CODE § 1189

A notary public or other 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
Countyof. t>rgyyl\y?

On.Av)tju<r 7,7,07,0 before me.. Hayley George - Notary Public
Here Insert Name and Title of the Officer
personally appeared

Name”f) of Sipner”)

who proved to me on the basis of satisfactory evidence to be the p*sonf® whose name
subs”bed to the within instrument and acknowle”ed to me that h4/j*"tbey executed the same in
I"s£1leiteir authorized capacity(i*), and that by I/s /liw tir signatur®)OT the instrumentthe person(®,
or the entity upon behalf of which the person(j*) actedfexecuted the instrument.

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

W Annn,,—- nr WITNESS my hand and official seal.

HAYLEVQEORGE"®_*
NOTARYPUBUC-C ~ P LI A
:0MM188(0H#221L149

Signature
P8I oy QRANBES I E Y022
measM ul/mwm|l*
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 Document
Title or Type of Document: -H-c
Document D ate: Number of Pages:
Signer(s) Other Than Named Above:

Capacity(ies) Claimed by Signer(s)

Signer’'s Name: Signer's Name:

0O Corporate Officer — Title(s): O Corporate Officer — Title(s):

O Partner — O Limited O General O Partner — O Limited O General

O Individual O Attorney in Fact O Individual O Attorney in Fact

O Trustee O Guardian or Conservator O Trustee O Guardian or Conservator
O Other: o O Other:

Signer Is Representing: Signer Is Representing:

©2016 National Notary Association « www.NationalNotary.org « 1-800-US NOTARY (1-800-876-6827) Item #5907
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A4/|/|” b(ﬂ NneckWro

MpunoxeHne K NHCTPYKUUKN no npumeHeHnw /Appendix for the Instruction for use

HavmeHoBaHWe CucTeMa Xunakas ambonumsmpytowas (LES) Onyx, B BapmaHTax ~ Onyx Liquid Embolic System (LES), versions (hereafter referred to as « Onyx
MeAULMHCKOro uspenus/  ucnonHeHmA (fanee no TEKCTY MOXET YNOMUHATLCA Kak «Onyx  LES»)
Name of medical device LES»)
CucTema xuakas asméonusnpytouias (LES) Onyx, B BapuaHtax ~ Onyx Liquid Embolic System (LES)., versions:
WCMO/THEHUSA: I
. 1. Onyx Liquid Embolic System (LES), model 105-7315-080, contains:
1. Cuctema xungkas am6onumsmpytowas (LES) Onyx, mogesnb Onyx-34L LES (8% EVOH) in a sterile vial (1.5 ml) - 1pc.,;
105-7315-080, B cocTaBe: DMSO in a sterile vial (1.5 ml) - 1pc,;
- Martepuan ambonmsunpytowmnii Onyx-34L (8% 3BC) B Onyx LES delivery syringe sterile (1 ml) - 2 pcs.;
cTepuiabHOM hnakoHe (1,5 mn) - 1wt DMSO syringe sterile (1 ml) - 1pc.;
- Pactsoputens AMCO B cTepuibHOM hiakoHe (1,5 mn) - Instruction for use for Onyx Liquid Embolic System (LES).
lwrt,; 2. Onyx Syringe-Catheter Interface Adapter, model 103-1207 (if needed).
- lWnpwuw cTepunbHbIi Ana goctasku Onyx LES (1 mn) - 2 contains:
wT.; Adapter—20 pcs.;
- Wnpuu ctepunbHbln gng AMCO (1 ma) - 1wrt.; Instruction for use for Onyx Syringe-Catheter Interface Adapter - |
- VIHCTpYKLMA N0 NPUMEHEHWIO A8 XUAKOM pc.

ambonumsmpytowen cuctembl Onyx-34L- 1 wrT.
2. Agantep Onyx ¢ nHTepdeicom LNpuL-KaTeTep, Moae/b .

103-1207 (npn Heo6XOAMMOCTH), B COCTaBe: Onyx Liquid Embolic System (LES), model 105-7360-080, contains:
- Apantep - 20 wT.; Onyx-34L LES (8% EVOH) in a sterile vial (6 ml) - 1pc.;
- IHCTpYKLMA No npumeHeHWo Ana agantepa Onyx ¢ DMSO in a sterile vial (1.5 ml) - 1pc,;

nHTepdelicom Wwnpuu-katetep - 1w, Onyx LES delivery syringe sterile (1 ml) - 7 pcs.;

DMSO syringe sterile (1 ml) - 1pc.;
1. Instruction for use for Onyx Liquid Embolic System (LES).
1 Cuctema xungkas amoonmsupyrouwas (LES) Onyx, Mogens 2. Onyx Syringe-Catheter Interface Adapter, model 103-1207 (if needed).

105-7360-080, B cocTase: contains:
- Matepwuan ambonusmpytowmin Onyx-34L (8% 3BC) B Adapter-20 pcs.; 1
CTepUNbHOM (hnakoHe (6 mn) - 1wT.; Instruction for use for Onyx Syringe-Catheter Interface Adapter - 1
- PactBoputens AMCO B cTepunbHOM thnakoHe (1,5 mn) - pc.
1wt

- LWnpwny cTepunbHsbIii ana goctaskm Onyx LES (1 mn) - 7
WwT.;

- Wnpuy ctepunbHbln gns AMCO (1 mn) - 1 wT.;

- VIHCTpYKUMSt NO NPYMEHEHWIO 415 XKNAKOM
amb6onusmpytoweii cuctemsl Onyx-34L - 1 wr.
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2. Apantep Onyx ¢ UHTepdelicom LWNpWL-KaTeTep, MOAeNb
103-1207 (npn Heobxo4MMOCTHN), B COCTaBE:

- Apantep - 20 wT,;

- IHCTpYKUMS Mo NpUMeHeHWo Ans agantepa Onyx ¢
MHTepdeicom wnpuy-KateTep - 1 wWr.

LLnpuu, cTepunbHbIi
ans foctaBkm Onyx
LES/ Onyx LES
delivery sterile
syringe

LLnpuy, cTepunbHbIii
ans AMCO / DMSO
delivery sterile
syringe

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

HomuHanbHbI 06bEM/ nominal volume
MakcumanbHOoe «<MEpTBOe» npocTpaHcTeo / Nuzzle
maximum “dead” space volume

O6was gnnHa wnpuua / overall syringe length
Pa3mMep Linpu1ua B camoli WMpoKoii vactu / size of
the syringe at the widest part
HoOMWHanbHbIM BHELHWI ArameTp wnpuua /
nominal syringe outer diameter

HoMWHabHbIN BHYTPEHHWIA AnameTp wnpuua /
nominal syringe inner diameter

LleHa geneHus wkanbl / value of scale division
BMecTMMOCTb MeXAy NMHUAMU TPagyVpOBKN C
yncnamm / volume betw’een graduation lines with
numbers

[OnunHa umnuHgpa wnpuua / syringe barrel length
[AnuHa wTtoka / plunger length

[nviHa BbicTynaHus wroka / plunger emergence
length

JAnunHa pesnHoBoro nopuwHs / silicon piston length
KoHycHocTb pasbéma Tvna Jlyep / Luer connector
taper rate

HoMuHanbHbIN 06BbéM/ nominal volume
MakcumanbHoe «<MEpTBOE» NMPOCTPAHCTBO /
maximum “dead” space volume

O6wasn gavHa wnpuya / overall syringe length
Pasvep Lunpuua B caMoi WNPOKOIA vactu / size of
the syringe at the widest part

HomWHanbHbI BHEWHWI gnameTp wnpuua /
nominal syringe outer diameter

ma/ml
mn/ml

MMm/mm
MM/mm

MM/mm
MMm/mm
mn/ml

mn/ml

Mm/mm
MM/mm
MM/mm

MM/mm
%

Mn/T!
mn/ml

Mm/mm
MM/mm

Mm/mm

M ecU ro

1£0,05
<0,07

116,62+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
14,656+0,254

6,731+0,127

1+ 0,05
<0,07

116,332+0,254
29,21+0,254

9,9+0,25



Martepuan
3aM60M3NpYyOLWMIA
Onyx B CTEPUSIbHOM
thnakoHe / Onyx
liquid embolic in a
sterile vial

PactBoputens AMCO
B CTEPU/IBHOM
thnakoHe / DM SO
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HoOMWHanbHbI BHYTPEHHWUI AnameTp wnpuua /
nominal syringe inner diameter

LleHa paeneHuns wkanobl / value of scale division
BMeCTMMOCTb MeXAy NMHUAMMN FPasynpoBKM C
uncnamu / volume between graduation lines with
numbers

OnvHa umnungpa wnpuua / syringe barrel length
JOnvHa wroka / plunger length

JnunHa BbicTynaHma wrtoka / plunger emergence
length

[AnunHa pesnHosoro nopwHs / silicon piston length
KoHycHocTb pa3béma Tuna Jlyep / Luer connector
taper rate

O6bEM / volume

HoMmuHanbHas BA3KOCTL xuakocty / nominal liquid
viscosity

KoHueHTpauuns 9BC / EVOH concentration
MnoTHocTb / Density

PekomeHfyemas CKOPOCTb BBeeHUs pacTeopa /
recommended solution injection speed
MakcrMmanbHas CKopoCcTb BBeAeHMS pacTeopa /
maximum solution injection speed

Bpemsi npeagsapuTeibHOT0 HeMpPepbIBHOIO
nomewwnsaHma / continuous premixing time
MakcrManbHOM paclumpeHmne matepuana npu 37
°C/ maximum material expansion (37 °C)
Bpemsi coxpaHeHusi o6nact ambonunsaumm / time
of remaining of embolized area

MuHMManbHbI pasmep cocyAa, B KOTOPbIi
[OMKHO 6bITb CNOCO6HO MPOHUKHYTb
ambonumsnpytoutee sewectso / The minimum
vessel size, in which embolic liquid must be able to
penetrate

O6bém / volume

KoHueHTpayma MCO B pacteope / DMSO
concentration in the solution

Mm/mm

mn/ml
mn/ml

MM/mm
MmM/mm
Mm/mm

MM/mm
%

mn/ml
cCt/cSt

%

r/mn
g/ml
MA/MUH
ml/min
MA/MUH
ml/min
MUH/mMin

%
mecsiues /

months
MKM/mkm

ma/ml
%

M ecU ro

4,95-5,05
0,025
0,1

86,614+0,254
90,17+0,254
18,288+0,254

6,731+0,127
6

1,6+/-0,1

31,436 £3,15 (Onyx 34L)
m 40 ‘c

8,0 (Onyx 34L)

1,33-1,48 (Onyx 34L)
<0,3

0,3

20

<5

A2

150

16+0,1
99,9



jM ecU ix»rtib

solution in a sterile PekomeHyeMast CKOPOCTb BBefleHMs pacTsopa / MA/MUH <0,3
vial recommended solution injection speed ml/min
MakcumanbHas CKOpoCTb BBefeHWs pacTeopa / MN/MUH 0,3
maximum solution injection speed ml/min
BsiskocTb / Viscosity cCt/cSt, 1,43 £0,01
TM 0001
@400C
MnoTHocTb / Density r/mn 1,10
g/cm®

bl 1 XapakTepucTnkm agantepos / The main parameters and characteristics of adapters

Agantep Onyx ¢ rabaputHble pasmepbl (AXLUXB) / mm/mm 24,3078+0,127x
WHTepdelicoMm WwnpuL- dimensions (LxWxH)
KateTep, modenb 103-1207 /  Macca / weight rlg 0,63

Syringe-Catheter Interface
Onyx Adapter, model HO3-
1207

JuncTanbHbI BHYTPEHHUI gnameTp KoHyca  Mm/mm 0,4064+0,0254
/ Cone distal inner diameter

Mpwn ckopocTu UHpY3mm 0,1-0,3 MA/MUH KMa/kPa 68,95
npv Temnepartype 37°C pactsopa Onyx

[laBneHne B afanTepe He [O/MKHO

npesbiwars / If the infusion rate 0f0.1-0.3

mi/min at 37 C of the Onyx solution

pressure in the adapter should not exceed

CHWXeHMe 06bEMa «<MEPTBOI» 30HbI mn/ml > 0,025
coBmecTUMbIX KaTeTepoB / Reducing the ml/min

volume of the compatible catheters "dead"

space

MaKcrManbHOe JaBfeHne XUAKOCTU B AJanTep He [I0/KeH OTCOEAUNHATLCA
aganTepe, Mpy KOTOPOM OH He MPOTEKaeT/  oT KaTeTepa NMpw BO3AEHCTBUM
maximum liquid pressure in the adapter noTokKa Bofbl v Onyx npu 37°C u
wherein it won't leak or burst 0,1 mn/ MUH

The adapter should not be
disconnected from the catheter when
exposed to water flow or Onyx at
37°C and 0,1 ml/ min

KOHYCHOCTb /lyepOBCKOro pasbéma % 6
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M ecttro

Macca / weight
mmM/mm 0,6096+0,0254

BHYTpeHHWi gnametp runoTpyoku /
hvDOtube inner diameter
[JnvHa runotpy6ku / hypotube length Mm/mm

CHWXeHVe 06bEMa «MEPTBOM» 30HbI mn/ml > 0,025
coBMeCTUMbIX KaTeTepos / Reducing the

volume of the compatible catheters "dead"

space

MakcuManbHoe AaBneHne XUAKOCTU B kMa/kPa 6895
afanTtepe, Npy KOTOPOM OH He npoTekaeT /

maximum liquid pressure in the adapter

wherein it won’t leak or burst

Mpwn ckopocTn nHgy3nn 0,1-0,3 MA/MUH kMa/kPa 68,95
npu Temnepatype 37°C pacteopa Onyx

[laBfieHVe B afanTepe He AOKHO

npesblwatb / If the infusion rate of 0.1-0.3

mi/min at 37 ° C of the Onyx solution

pressure in the adapter should not exceed

14,224+0,508

KoHycHoCTb lyepoBcKoro passéma / luer % 6
taper rate
ToK / current A 0,5
MakcumanbHas 3arpyska Mukcepa / peak 4 dnakoHa nNo 2 mn
mixer load 2 (hnakoHa no 10 mn

4x2 mL vials and 2x10 mL vials
Pexkum pa6oTbl / operation mode MpoAomKnTeNbHbIY / Continuous

Acceptable deviation of parameters is + 5%, unless otherwise indicated

Mopsagok " ycnosus ﬂ'aHng n3fenune He HaHOCUT Bpeaa 9prmammeﬁ Cpelie N 300pOBbI0  This product does not harm the environment or human health if it would
yrunvsalm Wi NIoAEN Npk yCnoBnn ero NpasunbHomM skennyarayum, be right to exploit, transport, store and utilize.

YHWHTOKEHNA MEAMLMHCKOTO  TPaHCMOPTVPOBKE, XPaHEHNN U yTUnnsaLuu. The system should be disposed per institutional guidelines and in
nsgenua/  Procedure  and accordance with the local regulations.

conditions for the disposal or
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destruction of a medical

device

MepeyeHb HaLWOHAMbHbLIX U
MeXAYHapO4HbIX
HOPMAaTUBHBbIX
[LOKYMEHTOB/CTaHAApPTOB,
KOTOPbIM COOTBETCTBYET
MeauunHckoe usgenue / The
list of national and
international regulatory
documents/standards, which
matches medical device
Cnyx6a paboTbl C KNMeHTamu
/ Customer Service

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Cuctemy cnefyeT yTUAMU3MPOBaTb COMTACHO MHCTPYKLMAM,
AeViCTBYIOWMM B 1e4e6HOM YUPEXAEHUN U B COOTBETCTBUM C
MECTHbIM 3aKOHOAATe/IbCTBOM.

Mo Knaccy 0OMacHOCTM MeAMLMHCKMX OTXOA0B MpU yTuausaumm
NCXOAA M3 XapakTepuCTUKM MOPKOSIOTMYECKOro cocTasa u3sfenve
MOXET ObITb OTHECEHO K 3MMAEMMONOrMYECKN 6e30MacHbIM 0TXo4am
(Knacc A no CanlMuH 2.1.7.2790). OTXoAbl, He MMEKOLLME KOHTaKTa ¢
OGMONOTNYECKUMWN  XKUAKOCTAMU  NAUMEHTOB U MHGEKLNOHHBbIMU
60/IbHbIMW.

JocTynHo no 3anpocy nokynatens

Mo Bcem BoMpocam, BKAOYas anobbl Ha NPOAYKLMIO, PEMOHT 1
Texo6cnyxusaHue, o6pawiaTtbCsd K Y NONHOMOYEHHOMY
MpeacTaBuTento B Poccuidickon depepaumu:

OO0 «MeATPOHUKY

123112, r. Mocksa, MpecHeHcKas Hab., 4.kO, 31.9, nom. 111, kom. 41
Ten.: (495) 580-73-77, dakc: (495) 580-73-78,

www.medtronic.ru

m ecUTro

After using the product 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.

Available upon customer request.

Contact for all questions, including complaints, repair and service of
medical devices the Authorized Representative in Russia:

Medtronic, LLC,

123112, Moscow, Presnenskaya Nabere.dmaya., 10, floor 9, office IlI,
room 41
Tel.: (495) 580-73-77, Fax: (495) 580-73-78,

1 www.medtronic.ru



[[Tepesod ¢ anzauiicxozo a3vixa wa pyccxuii 3vix)

YHHBEPCAJIbBHOE HOTAPHAJIBHOE YAOCTOBEPEHHUE HITATA KAJIHOOPHUSA
__§ 1189 TrPAXKAAHCKOI'O KOAEKCA

Hotapuyc winm HHOE IONXHOCTHOS JHMUO, 3anofiHAIONlee NAHHOS YAOCTOBEPEHHE,
MOATBEPKAACT TOABKO JTHYHOCTD JIHLA, MOAMMUCABIIEr0 AOKYMEHT, K KOTOPOMY NpHJIAraerca
HACTOALIee YAOCTOBEPEHHE, H He YAOCTOBEPSET BEPHOCT, TOMHOCTb WM ACHCTBHTENIBHOCTD

YNOMAHYTOTO IOKYMEHTA.
Hitar Kanndopuus )
Oxpyr Opundxc )
07 aszycma 2020 2. Ko Mye, Xeitnu Jiaopmpk, HOTAPHYCY,
dama YKA3aMe UMA ¥ OOANCHOCM OORNCHOCIMHOS0 AUYQ
JMYHO ABUAACH Muweny Hewa Mupsay,
UMA (HMeHE) NOONUCABULE20{-18¢) AuYya (g

KOTOpas NOATREPAMIA MHE HA OCHOBAHHH JOCTATOYHBIX 0KA3ATENBCTB, YTO OHA ABASETC JHLIOM,
YbS MOANKCH NMPOCTARJICHA HA YKA3AHHOM NMOKYMEHTE, 8 TAKXKE ITO OHA MOANKCANa yKazaHHbIH
AOKYMEHT B Ka4ecTBeé NMpPaBOMOYHOIO JMIlA, B YTO €€ NMOANHCh HA YKA3AHHOM IOKYMEHTe
. O3Ha42eT, YTO YKa3aHHhLI AOKYMCHT NMOANHCAH (QHIHYECKHM MR IOPHAMYECKHM JIHLOM, OT
HMEHH KOTOPOro AcHCTBOBANIO YKA3aHHOE JIHLIO,

[Lmamn: A ynocrosepmo mox CTPAXOM HAKA3AHHUA 3A
XEWIH IDKOPITDK JDKECBUJETEJILCTBO B COOTBETCTBHH c
HOTAPUYC — KAJIUGOPHUSA 3axonomarenscteoM  mirara  Kanupopuus,  4to
JIMUEH3HSA Ne 2249249 H3IOXKEHHOE BhIIIE ABNACTCS TOYHBIM H BEPHBIM.

OKPYT OPUHJDX

Mos nuueH3us nekicTeuTensua 0o B CBUJIETEJILCTBO YEIr'O '3 CTaBAIO
08 uions 2020 r.} COGCTBEHHOPYHHYIO NOANHCH B OPHLHANBHYIO NIE€YaTh.
ITocmasumy nomapuanviyio [lomnch [nodnucs/

neuand U (uau) wimamn exuie Todnucy nomapuyca

CBEJEHHA, YKA3BIBAEMBIE ITO BbIBOPY
Vxazanue Oannoii unopmairu Moxcem npedomspamums UIMenensie OOKYMENMa Wik NONLIMKY NOSMOPHo20
NPUIONCENUR OAHNO20 GRAHKG K OPY20MY OOKYMENIRY 8 MOUEHNHYECKUX HEIRX,

‘ XapaxKTepHCTHKR NPRARCAEMOTO nouymm
Hazsanne WIH THI nOKYMENTA: [1pun HHCIADY!

Jlata AoKymenTa: Kox-no CTpannL: 6

Jlononnntenstoe(-bie) noanucastee(-ye) nuuo(-a): Hem

JonzxuocTroe(-bie) nIoxenne(-a), ykazannoe(-bic) noanncasmmm(-n) THROM{-AMN)
Hwma noanucaswero nuua: Miguess Haua Mupzan HMa noanucasiuero tuua:

0O JonxHOCTHOE AHLO KOPNOPAUNH — A0AKHOCT(-H): [] JO/DKHOCTHOE AHLIO KOPNOPALHH — A0NKKOCTE(-H):

O Mapruep — O ¢ orpaunnentoR oteercTBennoctbio [ Mapriep — O ¢ orpaniyeHHON OTBETCTBEHHOCTHIO

O nonubii O noauith

0 duaneckoe AnLo O dusuueckoe ANLO

O Dosepentoe nHUO O Hdosepentoe aHLO

Q Horepurensinil coberserimx O Josepureastnit coGCTBCHHUK

O 3akonuwii npeactasurens Win apGutpaxunilt [ 3axonumii npeacramuTens win  apburpaxHum
- yrpasastommii YNpaBAmOUH

0 INpovee: 0 INpouee:

Noanucasiee NHILO NPEACTABARET HHTEPECH: TMoanukcasiee AHLO NPEACTABIACT HETEPECH:

©€2016 r. HaunoHanssas accouHaums Hotapuycos « www.NationalNotary.org « 1-800-US NOTARY (1-800-876-
6827) [JHoxyment Ne 5907
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(Ha 6zanxe xomnanuy «MeOmponuxs)

/noonucy!/
31 wiors 2020 2.

[Hazee caedyem mexcm doxymenma «Ilpunoxcerue K URCMpyxyuu no nPUMEHERIIO 6 OMHOWIERUY
usdeaun ,, Cucmema cuoxas mbosusupyrowyar (LES) Onyx, e eapuanmax ucnoanenus’y,

NPeOCMABRENNO20 KA PYCCKOM U QH2RULICKOM A3LIKAX. ]

«MEATPOHUK» 9775 TOJNEAO VY3H, 949-837-3700[T] " Crpaumus 1 83 1
HPBAIH,
KANTUOOPHHA, 92618
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Mepesena Kosnosa apba BnagnmmnposHa

Poccuiickan Pefepaums
"opop, MockBsa
JeBATHaALATOro aBrycra [ige TbICA4M ABaALAToOro roga

A, CtenaHoBa Mapua MwuxainoBHa, BPEMEHHO MCMOMHAOWAA 06593aHHOCTU HOTapuyca
ropoga Mockebl Koposnb Buktopun ANeKceeBHbl, CBUAETENLCTBYH MOA/MHHOCTL MOAMUCHK
nepesogumnka Kosznosoli Japbn BnagmMMupoBHbI.

Moanwuck caenaHa B MOEM NPUCYTCTBUN.

JInyHoCTb NoanucasLLEro JOKYMEHT YCTaHOB/IEHa.

3apernctpuposaHo B peectpe: Ne08/82-H/77-2020-

B3bICKaHO rocyfapcTBeHHOM nopu*Hbl (Lo Tapudy): 100 py6. 00 kon. J1

YnnayeHo 3a OKasaHMe yCNyrApaBoBOro M ToHMYeckoro xapakrtepa: 300 py6. 00 kon.
/ yJn .. 'V Il

MpoLwHypoBaHo, Mpo™'ymepo6”o ~KpensieHo neyarbio
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