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! 5.KONTRA-ENDIKASYONLAR ! ! Ji i i icbi " 1 ! ! ! ! N ' T
TR : t - YANLIS KULLANIM veya alerjik reaksiyona neden olabilecek higbir malzeme cihaza , 5.CONTRAINDICATIONS ) MIS-USAGE is not cytotoxic, ocular irritant, skin sensitive and acute systemic 1 Beurteilung bleibt dem Chirurgen Uberlassen. 8.WARNHINWEISE und MASSNAHMEN 13. RUCKGABE und UMTAUSCH
! Eer:ah. agagédik\ dummlsa;dan_b: veya dgha fezIaSIPa jah/lp bll: ! Gaz sinngaya aktarmak igin, sirngaya dogru dik bir bigimde ' dahil degildir. Urinlerde eser miktarda CMR maddelerinden biri ! EN . The surgeon should use careful pre- and peri-operative ' Press precipitously against the syringe to transfer the gas to the ' toxic. In line with this result, the product is biocompatible. Please ! DE ' Darf nicht bel ! - ! Bitte wenden Sie sich fr die Riickgabe oder den Umtausch des
I hastaya bir CF veya SFs enjeksiyonundan once fayda / risk I pagtiriniz. Yanlis kullanim asagidaki sekilde gésterilmistir (Resim ! olan Nikel bulunmaktadir. Ureticinin risk yonetim ekibi tarafindan 1 evaluation and solid clinical judgment to decide the benefitirisk ! syringe. Misuse is shown in the figure below (Picture 8). ! contact the manufacturer for detailed safety and performance ' K Hypertome ! [A INur zur einmaligen Anwendung ! Produkts an den Hersteller oder dem lokalen Vertrieb.
1 g'ezne':;:ndk;@ evsea";:rkn o 25;?2" Par:rlave fgr\-OSer?}' 1 8). 1 yriitilen risk y6netim raporu sonucunda riinin  Klinik 1 I ratio before injecting CsF; or SFy in a patient with one or more of 1~ — I information. 1 ! :g ;’lj’;om (Engwinkelglaukom) 1 Die Verwendung von reinem Gas liegt in der ! 4SYMBOLE
" . " . i \ inik yarg! % nmalidir. Her bir hastaya v ik riskler, te " : . . the following conditions. The evaluation of each individual case is Verantwortung des Chi Sii ichti -
' m sa ' ' y: riskler, temas siiresi 1 g 1 1 1 " X ) .1 .Keratopathi 1 | = |Verantwortung des Chirurgen, seien Sie vorsichtig. 1
Medikal Malzemeleri San. ve Tic. Ltd. Sti. vakanin degerlendirilmesi cerraha birakilir. ve temasin gergeklestigi dokular 6zelinde degerlendirilmis olup, ' Medikal Malzemeleri San. ve Tic. Ltd. Sti. at surgeon's discretion. Medikal Malzemeleri San. ve Tic. Ltd. Sti. 'Kaelrﬁa ci(pa © Nicht resterilisieren. Die Wiederverwendung und/oder Die  Symbole auf der Produktverpackung und in  der
N 1 -Hlperlom ' , Ve temas ceklest lar 6zelinde dirilmis olup, | 1 &t surge 1 | 13.RETURN AND EXCHANGE POLICY ' 1 rakt 1 Ung und/ode! I Bodienungsaneitng sind unten autgefunrt
OFTALMIK GAZLAR KULLANIM KILAVUZU I Hipoton . . uyn{nunkilﬁzlqﬁs”k, %kg\er t_e}h|n§ eCLIlCI,d_CI"B hassaSIyden Vﬁ akut . OPHTHALMIC GASES INSTRUCTIONS FOR USE ' HYDG‘ onia, ' , Please contact the manufacturer or your local distributor for the | OPHTHALMISCHE GASE-BENUTZERHANDBUCH 1 )‘A"bef‘ le"’ﬂ"zf":: g:'rsegek;;mer intraokularer Entziindung und A fermeute Steriisation kann die Leistung des Geréts '
Kull kil; il i ! sistemi . g - i i i . otoni o N " e
ullanim kilavuzunu dikkatlice okuyunuz o Glokom " dar agil glokom) X , Sistomik bcivygL yz r’r:‘lidlugrm/l\ gﬁngzv eem:rk B : ;:pfl;gmgg;ub;gsr:” X Read the instructions for use cautiously! . G|ayu‘::oma (na”ow angle glaucoma) . | retum or exchange of the product. . Lesen Sie die Bedienungsanleitung sorgfaltig durch! 1 25 9e9 1 peent: n ":‘as df'etheSU:dhe:f und Sicherheitdes | Hersteller
R da Crun blyouyurmiucur. | ' d atienten er g X
1 'Ee{;{"ﬁf i, 1 1 icin liitfen Greticiyle iletisime geginiz. 1 I+ Keratopathy, 1 I 14.SYMBOLS ! | PRODUKTBESCHREIBUNG ' 6.NEBENWIRKUNGEN ! [Emit steriler Eri‘:weagsgﬁéerFewllzerzr:\?j?(anule anwenden ! BATCH-Code
1 'G?dz iai f ae N herhangi biri 1 1 ; 1.PRODUCT INFORMATION 1 Cataract, i § 1 I The symbols given on the product box and in the 1s for 1 Opl e Gase (Octafluorpropan-C,F; , I Der Patient sollte darauf hingewiesen werden, dass er im Falle 1 Vorwonden Sie kein Produkt, dessen sterile Verpackun 1 g
UN TANIMI o . z i¢i infilamasyon ve driin den herhangi birine g YARILAR VE ONLEMLER . 13.IADE ve DEGI$IM POLITIKASI , Product Name: Ophthalmic Gases (Oktafloropropan-CsFs , } * Should not be used by patients with known 1 | use are listed below. 1 Schwefelhexafiuorid-SF; ) 1 von Nebenwirkungen seinen Arzt aufsuchen sollte. Bei etwaigen ;| A Sffnet hadi ; s o 1 e Te turlimit
Uriin Adl Oftalmik Gazlar (Oktafloropropan-C,F;, Siilfiirheksa- alerjisi oldugu bilinen hastalarda kullaniimamalidir. T roanmii Uriiniin iadesi veya degisimi icin litfen retici veya yerel ' Sulphurhexafluoride - SFy) , inflammation and patients known to be allergic to any of the | Unseré Modelle finden Sie im Katalog oder auf , Nebenwirkungen beenden Sie die Anwendung. Obwohl es SICh O edffnet oder beschadigt wurde, 10°C emperaturlimi
floriir- SFy) ! ! 4&“ - — I distribitsriiniz ile iletisime geginiz. I Product Model: See the catalog or website for models. product ingredients. i |Use of pure gas is Under The responsibity of the surgeon,| ! ol | Manufacturer ! der Website, ) um ein ungiftiges Gas handelt, kann es beim A JVerwenden Sie keine abgelaufenen Produkte, !
Uriin Modeli: Modeller icin katalog veya intemet sitesini 1 G.YANETKILER 1 [ 4 [$af 92z kullanimr cerrahin sorumlulugundadr, dikkat 1 I BUDI-DI:For Octafluoropropane (C,F, ). 868054899020N9 For ! be careful ! 1+ BUDIDLFFUr Octafluorpropan (GF ) 868054898020N9 fir 1 Baeelol g e e e e Euf goen. E&S:P.,fn%‘ ! | 4 |Pas Produkt darf nur von Chirurgen verwendet werden, | 1 Feuchtigkeitslimit
inceleyiniz. | Hastaya, yan etk gériidiginde dokloruna basvurmas | unuz__ —_— | 14.SEMBOLLER | Sulphurhexafluoride (SF.): 868054899018NQ | 6.SIDE EFFECTS ' Do not re-steriize. Reuse andor resteriization may 1 | [LoT] [Batch Code LA r 50 mbager Sl I der Gasinjekion st die Ubenwachung der korfekton Perfusion ! die in vitreoretinaler Chirurgie ausgebildet sind ! o :
BUDI-DI: For Octafluoropropane (CF): 868054899020N9 , gerektiginin ~uyansi yapimalidir. Herhangi = bir yan etki | Tekrar sterilize etmeyiniz. Yeniden kullanim ve / veya y Urin kutusu Gzerinde ve kullanma kilavuzunda yer alan , Size :10 ml, 30 ml or 50 mi 1 The patient should be warned that she should consult his/her 1 | A |adversely affect device performance, which could 1 35°C I Haltbarkeit: Die Haltbarkeit betragt3Jahre Istauf dem Produkt 1 des Sehnervenkopfes und einer moglichen Kompression des 1 Bei etwaigen Nebenwirkungen beenden Sie die 1 i i
For Sulphurhexafluoride (SF): 868054899019NQ . goriildigiinde uygulamayi durdurunuz. Toksik olmayan gaz yeniden sterilizasyon, cihaz performansini olumsuz semboller asagida siralanmistir. Shelf Life: Shelflife is 3 years. Stated on the product. y doctor in case of side effects. Stop the application in case of any seriously harm patient health and safety R Temperature Limit | angegeben ;1 Sehnervs unerlasslich, in diesem Fall sollte die Gasinfusion sofort | A JAnwendung. m Falle einer negativen Reaktion informierery Nicht wiederverwenden.
Boyut: 10 ml, 30 ml veya 50 ml olmasina ragmen solundugunda oksijenle reaksiyona girebilir. ! etkileyebilir ve bu da hastanin saghdina ve giivenligine 1 1 . side effects. = - - - Klasse:|lb abgesetzt werden. Nach der Anwendung sollte der Augeninnen-
H v 0 i i t4 99 9 9 Class:llb A |Apply with a sterile, single use syringe, filter and I 9 Sie bitte den Hersteller.
Raf Omrii: Raf 6mrii 3 yildir. Uriin Gzerinde belirtilmistir. I Solumaktan kaginimalidir. Kaza ile teneffis etme durumunda 1 il 1 “ Uretici 1 ! Although it is a non-toxic gas, it can react with oxygen when —%H%h—y—-,hk—rcaw ! o ' Ter [sw ! drick vorsorglich dberwacht werden, um notigenfalls den I ifernen Sl memals den Fiier vor dar Sprize, wikrend] ! Nicht resterilisieren.
Sini: 1 ! ?mlz e egjekswy;onu sl\(rasmda.kdogru A Sterl, tek kullanimiik siringa, fitre ve kandlile ! Batch Kodu ! t?-F.Technica\ T ISETechnlcal Do  inhaled. Inhalation should be avoided. In case of accidental | A ooe:(;du:fdaismeduc vnose sterle package has been ! zns., Humidity Limitation N [e] " Sulfurhexafluoride] ! regelmagige Nachégrgghggresrl]ar‘ite‘vv(rzlr?ﬂlél;\oggagﬁ{gﬁnds:rlg %22 ! A\ |Sie das Gas ansaugen und mit Luft mischen. DeIr ! Verfallsd
ast ve muhtemel optik sinir kompresyonunun Name of the Gas._JO: Name of the Gas._|Suffurhexafiuorids] | inhalation of gas, go out for fresh air. During gas injection, | j—fabeneC Or CAMAgec, 1 1 1 1 e 1 erfallsdatum
[ c.F.Teknik Gzellikieri EFTeknikOullikl-ri ! Zlenmesi gereklidir, bu durumda gaz infiiz 1 1 s o atio g t . ng g jection, 7~ |Do not T7ed produc CAS-Nummer.__|76-19-7 2551624 verabrelcht W“fde sollten eine Lachgasanasthesie unbedingt Hersteller haftet nicht fiir Missbrauch.
o : yonu~ derhal Number.___{76-19-7 [CAS Number: 2551 1 monitoring of correct optic nerve head perfusion and possible 0 1ot use expired products; " i : < Risiko emor ialrogenan Katarakibidung. solie —t T : -
[GazmnAdr i GazinAd: ! iimelidir. Uygulamadan sonra gz igi basincinin yiikselmeler- ' 1 Sicakiik Limiti 1 [Molecule Formula: |C.F. [Milecule Formulz_[SF, , optic nerge compressiopn is essential, ir‘? which case ‘t)he gas ! i | The productis reslricted for Use by surgeons trained in ! D Do not re-use ! [Holekiorme %%W SSFO EEYEE) ! beruckslchtlgt erdon, Mégliche ﬁebenwukungen d\egm der ! Die Stickstoff-Protoxid-Anasthesie muss mindestens 15 | | Warnung
[eAS Numaras: 176 107 AS Numaras:. - I ine 6nlem olarak géz tansiyonu izlenmelidir. Glokom hastalarinda ! 1 1 [Meiting Point ~183'C (:297.4 F)| [Melting Point infusion should be discontinued immediately. Eye pressure ! vitreoretinal surgery. ' % ili X 867 C (341 F)] | blerator im NG it en 1| 4 (ftinfzehn) Minuten vor Beginn der Gasinjektion in das ! Vor S licht schiitz
Molekiil Formild: (:1;3, — 7:::%;3;:” I diizenli takip sikiigi artirmalidir. Gaz uygulanan hastalar azot 1 Z, 1 ' (;\Ieﬂcc‘]ﬂzv.r)l’\r;“zss ;%%7(!;:(1(;[3“2'1 F) ;o\ ing Ipmr;;l :1:\6 — ! should be monitored as a precaution to increase the intraocular | ~ [FTop The application I any side efects occur.Tn case o 1 Do not resterilize 1 785.03 g/mol W 1 g%ncnlett ~werden: bksubret:(r:alelr Trgnswt BlutuE’g. Hamatom, 1 Auge des Patienten beendet werden. 1 for Sonnenlicht schitzen
B 2974F) |E : ' ; anan has : olecular Mass: 06 g/mol " ' : ] —_ 7 ol Wie magT
T[36.7°C (34.1F 1 protoksit anesteziden mutlaka kaginmalidir. lyatrojenik katarakt 1 | A U'””f‘a"“*f“*'f'"ad‘ ce:ah\ konusunda egitim alm\$ 1 Nem Sinirlamasi 1 q Colorloss. g Co\nrle:s I pressure following the application. Regular follow-up frequency ! any adverse reaction, notify the manufacturer. 1 g Use-by Date 1 Farblos Farblos 1 \/o?(;e?}ya::f:\'er subkonjunktivale as}s(ageak assage Na?iz'\‘ 1 Stellen Sie sicher, dass so viel wie moglich vom zentralen] 1 — — -
7188.03 gimol y Olusumu riski dikkate alinmalidir. Literatirde yer alan ve cerraniar tarafindan 1 1 Odorless I should be increased in glaucoma patients. Gas administered 1 Never remove the filter from the syringe while drawing gag§ | - 1 Seruchios Seruchios I und Kristallinse oder Netzhaut wahrend der injektion, 1 |4 Jund peripheren Vitreus entfernt wird, bevor Sie das Gas 1 Sterilisationsmethode ist die Ethylenoxid-
Renksiz | Vitro-retinal cerrahi ile baglantili potansiyel yan etkiler: retina alti | . Tekrar kullanmayiniz. - 1 patients should definitely avoid nitrous oxide anesthesia. The risk 1 and mixing with air. Apply by considering the items under | 1 A Caution 1 lﬂ, | Refraktionsanderung, ~ Abflachung  der  Vorderkammer, injizieren. 1 Sterilisation. Einzelsterilisation-Barrieresystem
X gegisi, kanama, hematom, koroid yirtigi, subkonjonktival gegis, ! [Steam Densiy 69 (AIr=1) | of iatrogenic cataract formation should be considered. Potential Alihe heading, usage. The manufacturer is not responsible | | = i ' — y Unzureichende Lage der Gasblase, Einklemmung der Netzhaut | Wahrend der Gasinjektion ist die Uberwachung der 1
[roose 1] 6n kamara gecisi (afakik hastalar), enjeksiyon sirasinda igne ile | ! Tekrar steril etmeyiniz 1 04996 side effects in the literature associated with in vitro retinal surgery: for misuse. ZN | Keep away from sunlight oder des ‘,3'“"0“’9’; an der Injektionsstelle, Beschiagen von A [korrekten Papillardurchblutung und einer méglichen 4 | Trocken lagem.
|6.69 (Hava=1) | foguniu 1 kristal lens veya retina temasi, refraksiyon degisikligi, 6n kamara 1 1 . 1 ! inal passage, haemorrhage, hematoma, choroidal tear, ! . - - 0 . . ! ! 1 Intraokulariinsen, insbesondere Silikonlinsen, Es wird empfofien, 1 Kompression des Sehnervs unerlésslich, in diesem Fall !
Gaz Yogunlugu: siglasmasi, gaz kabarciginin yetersi i ieksi s Vapor Pressure: _100.1 (psig) Vapor Pressure: 320 (psig) 1 o g A oma, ] Nitrogen protoxide anesthesia must be discontinued at 1 ' dass der Patient das in der Packung enthaltene Armband tragt, p uneriasslich, in diesem Fal — -
0.4996 o3 1 b__g| ST o . g iginin yetersiz pozisyonu, enjeksiyon 1 Kullanim Tarihi 1 sub_conjunchval passage, passing to anterior c_hz_amber (aphak\c A |least 15 (fifteen) minutes before initiating the gas injection! Sterilized using ethylene oxide. ! um an die Nebenwirkungen und Warnhmwelse ermner\ zu ! sollte das Gas sofort abgesetzt werden. ! [IE Beachten Sie die Bedienungsanleitung
Buhar Basinc 001 (psig) oher Basmor— T30 o] 1 Dolgesinde retina veya vitreus inkarsera-syonu, goz i lenslerde 1 Dikkat 1 Technogases are non-toxic, inert, non-flammable, pure, colorless, ! patients), crystal lens or retinal contact during injection with the 1 into the patient's eye. 1 Single sterile barrier system I Technogase sind ungiftig, inert, nicht brennbar, rein, farb- und 1 Wwerden. Die vom R 1 Obwohl die Gase ungiftig sind, konnen sie beim Enatmen| ! _ _
, ozelikle silikon lenslerde bugulanmadir. Bu yan etkileri ve A . ikka , and odorless. Technogases are used as a substitute for the 1 needle, refraction change, anterior chamber shallowing, 1 E - - - - 1 . ; geruchlos. Technogase werden als Ersatz fiir den Vitreus-Kérper j durchgefiihrte Risikoanalyse ergab, dass das RGSVISIKO 0 1 | A |mit Sauerstoff reagieren. Das Einatmen sollte vermieden | 1 Wenn die Verpackung beschadigt ist,
Teknogazlar toksik olmayan, duragan, alev almaz, saf, renksiz ve uyarilari hatirlatmak igin hastanin pakette bulunan  bilekligi Hastanin 06z0ne gaz enjeksiyonuna baslamadan en az e - 5 vitreous substance following the vitrectomy. The product is 1 inadequate position of gas bubble, retinal or vitreous y | A nsure that as much of the central and peripheral vitreou) nach Vitrektomie verwendet. Das Produkt ist in sterilen, speziell gering wie annehmbar moglich ist. : @ Produkt nicht verwenden, verfahren Sie
kokusuzdur. Teknogazlar, vitrektomi sonrasi vitrdz cismin ikamesi | takmasi énerilir. Ureticinin risk yonetim ekibi tarafindan yiiritilen 1| 5 |/ on beg) dakikgéncejmtm'yen roloks$i| en 1 AN | Gunes 1sigindan uzak tutunuz. ! available in sterile, custom produced pressufized aerosol boxes incarceration at injection site, intraocular lenses especially is removed as possible before injecting the gas. ! 4B | Keepdry. ! hehrgle‘ste“ten Druckaerosoldosen mit High-Flow-Filter und Kanile ! 7 ANWENDUNGSART ! werden. - - — ! geméR Bedienungsanleitung.
olarak kullanilr. Urtin, steril olarak 6zel tretiimis basingl aerosol I risk analizi, kalan riskin makul olarak mimkiin oldugunca distk 1 durdurulrngasl zorunludur. or P ) ! — I with high flow filter and cannula. The high flow filter is a sterile, ! condensation on silicone lenses. It is suggested that the patient ' Proper papiliary periusion and possible optic nerve ! . N ! ?r{dl?e‘klfh Es‘aswgg Flomglltzelals‘scthee;n s‘ﬁﬁlrisze\‘(‘é%?;eﬁb?}:zlsﬁ ! Wahrend es nach Vitrektomie als Tamponade belassen wird, Ha Be;‘versehe"ﬂlChem Fnatmen von Gas an dle fsche L) Medizinisches Produkt
Kutular igerisinde yiiksek akis filtresi ve kaniil le birlikte bulunur. 1 oldugunu belirlemistir. W o I T Ty T 1| (k) | Eiten oksit kullanilarak steriize ediimistir I single use, indirectly invasive, shorttime (not contacting the ' Wear the wristband included in the package to remind these side ! | 4\ |compression must be monitored during gas injection, in | I Consult instructions for use. I Kérperkontakt). I sollte aufgrund der raumfordernden_Eigenschaft des Gases | shen, 1
Yiksek akis filtresi steril, tek kullanimiik, dolayli invaziv, kisa ) 1 | A |33z enekte o santral ve periericvitreusun | -, LY | Teii steril bariyer sistemi | body) medical device. I effects and warnings. Risk analysis performed by the manufactur- 1 such a case the gas should be discontinued immediately. | 1 Do not use It package is damaged and 1 1 darauf geachtet werden, dass der Vitreuskdrper gerade bei ach der Anwendung sollie der Augeninnendrud 1 Echtheits-ID
siireli (viicutla temas etmeyen) bir tibbi cihazdir. y T:KULLANIM SEKLI |__{miimkiin oldugunca alindigindan emin olunuz. . I er's risk management team determined that residual risk is as low 1 Although non-toxic, the gases may react with oxygen 1 @ consult instructions for use | 2.VERPACKUNG und STERILISATION ; 2phakischen Augen in ausreichender Menge entnommen wird. 1 vorsorglich Uiberwacht werden, um nétigenfalls den 1
Vitrektomi sonrasinda tamponat olarak birakilirken, dnce ézellikle ! (Gaz enjeksiyonu sirasinda, dogru papilla kanlanmasi ve | Kurt tutunuz. ! ) PACKAGING and STERILIZATION | as reasonably possible. 1 L2 [when inhaled. Inhalation should be avoided. i - Gase sind nicht steril. Der Aerosolzylinder, die Kanile, der Filter - Da die exakle ?GS'I{F'"””hg des fugeninnendrucks,in de'dpfﬂ*'g A |augeninnendruck zu erhhen. Glaukompatienten solten 69 | Enthalt kein Naturkautschul/-Lat
2.PAKETLEME ve STERILIZASYON I afak gozlerde olmak iizere, gazin yer kaplama czelliginden dolayi 1 | A Imuhtemel optik sinir kompresyonunun izlenmesi 1 > - ! Gas is non-sterile. The aerosol cylinder, cannula, filter, and ] case of aceidental nhalation of 9as, Jo odt for Tresh o] Medical device L e obnize wurden B@;ﬁe,‘;,r"yéi'}gﬁ"’e‘ni',?'!f;eﬁt.scy?e'ﬁ R T G ehmenvenkopiduranblutung  und regelmiifig nachuntersucht werden. ! n Naturkautschuk/-Latex
Gaz steril degildir. Aerosol silindir, kanil, filtre ve siringa etilen 1 vitreusun yeterli miktarda alinmis oldugundan emin olunmalidir. 1 ereklidir, bu durumda gazin verilmesi derhal kesilmelidir.{ 1 ﬂﬂ Kullanim talimatiarna dantsin I syringe were sterilized with ethylene oxide. Microfiltration 7.USAGE I Y6 prassure ShoulTbe moniored 255 precaulion 1o 1 - - - Y is aus Gas- und/oder Luftgemischen heragsfllem ! Sehnervenversorgung vorliegt. Wenn eine solche Situation 1 ei Pulsationen in der zentralen Netzhautarterie wahren 1 15.ABKURZUNGEN
oksit ile steril edilmistir. Mikrofiltrasyon teknigi, ~aseptik 1 Géz ii basincinin tam olarak tespit edilmesi pratikte gok miimkiin I%az ar, toksik olmamasina ragmen solundugunda 1 S I technique can filter bacteria from gas andior air mixture by ' It should be ensured that the vitreous is taken in sufficient ' | A fincrease the intraocular pressure following the ion] " Unique Device Identifier I Mithi e der _verwendeten Mlkroflltratlonslechnlk wird das ! vermutet wird, sollte die Infusion sofort abgebrochen werden. 1 A |der Anwendung kann eine Parazentese in der 1 - - -
mekanizma ile gaz velveya hava karisimindan bakterileri olmadigindan, infizyon sirasinda, optik sinir basi dolagimini ve | . loksijenle reaksiyona girebilir. Solumaktan kaginiimalidir. | @ Ambala] hasarll ise kullanmayiniz ve kullanma| ; aseptic mechanism. By means of the microfiltration technique ! amount, especially in aphakic eyes, due to the space-occupying | Patients with glaucoma should be followed up reqularl 1 - 1 iertte Gas in die Spri aufgenommen. Nach der | ‘6\12:\%d:r?‘ékﬁll%ﬁk%?tschlossre‘” '5: f(e"f" Sn!‘e sicher, dass‘ ?""e 1 \Vorderkammer durchgefiihrt werden, um den 1 IFU Bedienungsanleitung
siizebilir. Mikrofitrasyon teknigi ile gaz, mikrofiitreden gegilerek ,  OPtik sinirin beslenmesinde bir problem meydana gelip gelr . Kaza ile gaz teneffiis etme durumunda temiz havaya . kilavuzuna danisiniz. , used, the gasis inserted into the syringe by being passed through 1 nature of the gas, while it i left as tamponade after vitrectomy. It 1 T case pusaton s Sbeered e centrar reinataren ] ! 69 [ Does not contain natural rubber latex. 1 ?V"k’°f""a"°" °Ph"‘a'm'5°“e' '”""‘°k“'a'e’ Gase,f'”du‘f"gsi‘,g‘:r[ I gefinrishon’ Augandmck- wahrend der  Verapreichung dos 1 Augeninnendruck auszugleichen. ! DE | Deutsch
sterilize edilmis halde siringaya alinir. Oftalmik géz igi gazlarn | homrol Egllme“i"" Boyls b\rgyrurr:(dan stiphelenilir ise infizyonu e ekiniz, . T1bbi Gihaz microfilter as sterilized. The gases are ready to be administered | should be checked during the infusion whether there is a problem 1| 4 |4 ioc the application, paracentesis can be applied in a’e 1 I Octafluorprop u schwef‘emexaﬂuo”d e )yin 1 Brodukis U verreden. Bei engem Irido-Hornhaut-Winkel reine y [~ |Gase puftern die Nelzhaut, solange sie das Auge 1 % 1 Prozent
mikrofiltrasyonundan sonra gazlar géz igine uygulanmaya emen kesmek gerekir. Goz kapali ise (riiniin verilmesi Uygulamadan sonra g8z 16l basimamin yakseTmelenne 1 intraocularly after microfiltration of ophthalmic intraocular gases. ; With the optic nerve head circulation and feeding the optic nerve | anterior chamber & b’ i the int ’ | 15.ABBREVIATIONS ' Aerosulﬂascﬁen befnden sich in der Verpackung 50-1 m-Kunstst- 1 Gasinjektion vermeiden. Vor und nach der Gasinjektion ist eine verlassen, nachdem sie in das Auge injiziert wurden. Mit = -
hazirdir. Aerosol sisede sunulan steril olmayan Oktafloropropan | esnasinda olas tehlikeli g6z tansiyonundan kaginmak amaci ile 1| 4 |00 o) o g6z tansiyonu izlenmelicir. Glokom 1 5 s — 1 With non-sterile Octafluoropropane (CsF) and Sulfurhexafluoride since the exact determination of intraocular pressure is not orior chamber 1o balance e Niiaocuar pIessure, - offspritze  zur Injektion bei vitreoretinalen ~Operationen, Uberwachung der zentralen Netzhautarterie erforderlich. Wenn ! der Zeit treten sie durch Diffusion aus dem Auge aus. ! K Kelvin
(C4F,) ve Siilfiitheksafloriir (SF) ile birlikte pakette vitreoretinal 1 bir Gikis yolunun oldugundan emin olunuz. Dar irido-komea agisi Pastalannda dtsenti takin vapimahdir 1 enzersiz Cihaz Kimiigi I (SF) presented in an aerosol botlle the package contains a 50ml | possible in practice. In case suspected of such a situation, the ' Gases stipple the retina unti they leave the eye after ! IFU nstructions for Use ! Miromator-Hochfussfier,  30.Gauge Natil, 1 1 ein expandierendes Gas verwendel wird, wird die Uberwachung 1 | A\ iffusi i e durt ! C Celsius
ameliyatlarda enjeksiyon igin 50 ml plastik siringa, 0.22 mikron durumunda saf gaz enjeksiyonundan  kaginin; gaz - L - ic syri ini in vil i i 1 infusion must be stopped diately. If thy is closed, 1 being injected into the eye. As time goes on, they come 1 Enal | Patientenarmband und 1 (eins) internationale Implantatkarte. Die des Augeninnendrucks wahrend der Gasexpansionsphase Nach der Diffusion von Gasen wird die Gasblase durch -
jeksiye pl sirnga, 1 rumc " d aginir Z Oyoul ] ] . 1 N 3 1 plastic syringe for injection in vitreoretinal surgeries, 0.22-micron usion must be stopped immediately. If the eye is closed, ensure EN English 1 fohlen. Nach der Impl: Il Nach: 1 = A > 1 g
yiiksek akis filtresi, 30 Gauge igne, 1 (bir) adet hasta bilekiigive 1 | enjeksiyonundan énce ve sonra saniral retina arterinin izlenmesi | A lygulama esnasinda santral retinal arterde pulsasyon Dogal kauguk lateks icermez. high flow filter, 30 Gauge needle, 1 (one) patient wristband and 1 1 that there is a way out to avoid possible dangerous eye pressure 1 | 4 fout of the eye by diffusion. After the diffusion of gases, thel I = § ' Efogutte "999E in Aerosol fﬂgm vor. Die Produktmenge ist auf der | e'“PGg g?hohionger?r d’gg a/?l‘fg‘ﬁ\”ln?\%r:grgzzr;(s aecrsfgﬁ?epfoms‘;'l . Kérperflissigkeit ersetzt. Die Entfernung des Gases . F Fahrenheit
(bir) adet uluslararasi implant karti bulunmaktadr. Uriinler . gereklidir. Genisleyen bir gaz kullaniliyorsa, gaz genisleme X _90"“:"'“35‘ ‘é”'“"‘“”da|9°z igl blas'"g_‘ln‘ igin ! ! (one) international implant card. The products are in aerosol | While administering the product. Avoid pure gas injection in case gas bubble is replaced by body fluid. Removal of the gas | = ercentage . roduktverpackung angegeben. . gi\che Augeninnendruck iiberwacht werden. Die zu injizierende | t spontan und erfordert keine sekundére Operation. . ml Milliliter
aerosol formundadir. Uriin miktari, Griin ambalaji iizerinde doneminde goz igi basincinin izlenmesi onerilir. Olgiimden sonra _Iwwuﬁ"?m— I 45.KISALTMALAR I form. Product amount is stated on the product packaging. ; of narrow irido-comeal angle; monitoring of the central retinal is spontaneous, requiring no secondary operation. K Kelvin 3. YUNGSZWECK Menge»isl von Fall zu Fall unterschiedlich und sollte wahrend der Patienten, denen Gas verabreicht wurde, sollten g Gramm
o belitimistic, _ o L o o o e e e e e e e e o 1_ bir takip protokoli olusturulmali ve implantasyondan sonra giinlik I Gazlar, goz igerisine verildikten g6zden disina giktiklari 1 1 artery is required before and after gas injection. In case an Patients who had gas administration should avoid ! °C Centigrade ! Technogas-| Produktgruppen (CF und SF) werden als vitreoretina- | Operation vom Chirurgen festgelegt werden, Diese werden nach | Drucksituationen vermeiden, wie z. B. Hohe, Flugreisen, | !
1™ g0z Toi basING) TZiéAmelidin Erekle Sdlecek mitar hét vakada T |~ [Sure bOyihea retinayTtamponfantaktadmiar. Zamarw = =| = = [= ZIFU= 1 Kullanim Kilaveze = = = = = = = - 1T 3INTENDEDPURFOSE ™ ~ ~ ~ " " " """ == - - 1= &Xpanding” gas s TUsed,moniToring o nagewTarprassurs & * T & presriced siaons st s fiude aiplane vl - T Eahrenren e verwendet, Gase 1~ der Implantation nicht metabolisiert und nach und nach tber den 1| 2 |t oder ohne Sauerstoffiasche Tauchen, hyperbare ! G Gauge i i
3.KULLANIM AMACI i deg@kenhk gbsterir ve operasyon sirasinda cerrah tarafindan | A gestikge goz disina difizyon ile gikartar. Gazlarin i TR Turkce | Technogas product groups (C;Fs and SF,) are used as | recommended during the gas expansion period. A follow-up | ee diving. hvperbaric oxvaen therap 1 —— 1 gg?r?\aéwen\é%gﬂﬁggZéjlnaé‘g\leorsr;us?gr?:rgesm ge#,'fsrc‘ﬁﬁgsz‘i 1 JEnthonmen Sis die Pradukie aus dor Schachtel. 1 1 PPV Pars Plana Vitrektomie
Teknogaz (riin gruplari (C,Fzve SF) vi rda . implante olmazlar ve . difiizyonu sonrasinda gaz habbeciginin yerini viicut swisi | | % Yiizde | Vitreoretinal tamponade in vitreoretinal surgeries. Gases provide I protocol should be established after measuring and daily 1 The pauent should be informed that he/she should wear a] ! ml Milliliter I bis 48 Stunden etwa das Doppelte aus und halt 1 bis 2 Wochen. 1 *Offnen Sie die Verpackung erst kurz vor dem Gebrauch. 1 al g 1 Krebserzeugende,erbgutverandernde,
vitreoretinal tamponad olarak kullanilmaktadir. Gazlar, diger kan dolagimi ve solunum yolu yoluyla yavas yavas elimine alir. Gazin gézden gikarimi ikincil bir operasyon - - the highest surface tension in ) to other ir A1 pressure should be monitored following the tband for th d 1 g Gram 1 Ein re\ner CF Ballon dehnl sich in 72 bis 96 Stunden ungefahr +Gase sind nicht steril. Das Produkt ist aseptisch steril, nachdem einen angemessenen Zeitraum das Armband und den CMR 5
bilesenlere kiyasla en yiksek yiizey gerilimini saglar. Bir saf SF, ! edililer. ! erektirmez kendiliginden gerceklesir. ! OK Kelvin I pure SF, balloon expands approximately 2 times in 24 to 48 hours ; _implantation. N \rn‘/nlshanh o[d‘ e|a|;)propr:1alg poriog of ":“-e alnd :ha‘ itH G Gauge um das Vierfache aus und_hlt 6 bis 8 Wochen. Da das | €8 den migelieferten Filier passiert hat. Die Aerosoffiasche ist | internati is bei sich tragen ! fonpflanz--un - efahrdende S.tOffe
balonu, 24 ila 48 saat iginde yaklasik 2 kat genisler ve 1 ila 2 hafta 1 *Kutu igerisindeki Grtinleri gikartiniz. 1 57 Uygulanan hastalar yuksekIk, uoaKTa seyahat oo ] ! C Santigrat ! and lasts for 1 to 2 weeks. A pure CqF; balloon expands , The amount to be injected varies in each case and should be | s/ths ould not leave the international implant card withf - I RV Pars Pl Vitec ! \s,\;l)ezmscr;‘e‘%ewwrll Jid‘les Ggsesb‘ niedriger ‘:t ﬂa‘sbdgs von ! ,Stzglen Sie die S‘em Verpack(en Produkte in den sterilen Bereich ! Solite. ! CAS Service fiir chemische Theorien
sirer. Saf bir C4F, balonu 72 ila 96 saat iginde yaklasik 4 kat 1 :grun amtalﬁl‘ljauj)‘ld kulﬁqlmgan Eemen énce aginiz. 1| A |veya tiipsiiz dalis, hiperbarik oksijen tedavisi gibi basinghi | 1 F Fahrenhayt 1 approximately 4 times in 72 to 96 hours and lasts for 6 to 8 weeks. ~ designated by the surgeon during the operation. They are not L ShoLE ot D0 Geod T coroaTo e ooy dom ! ars Plana Vitrectomy _ ! Nethadt gegen das retinale P?smealffe;“'ﬂg{' Aokt Nechdome ' aus indem der Verpackung angegebene ' ES S0l niont in Verbmdung mit anderen Gergten ! RRD | Rhegmatogene Netzhautablésung
genisler ve 6 ila 8 hafta siirer. Herhangi bir gazin 6zgil agirhgi | *Gaz, steril degildir. Uriin beraberinde saglanan filtreden gegerek | duramiardan kagmmalidir. ' o Miiire 1 The intraocular gas bubble has buoyancy that holds the retina ! metabolized after implantation and are gradually eliminated I f A u W other devices ! cMR | Carcinogenic, mutagenic, reprotoxic | I das Gas injiziert wurde, dehnt es sich im Auge aus, fullt die ! Offnun o befolgen: (Abb A ! und/oder Allzweckgeréten verwendet werden !
suyunkinden daha diisiik oldugu igin, g6z igi gaz kabarcigi, | aseptik olarak steril olur. Aerosol sise sterildir. S Hastaya Uygun sire boyunca bIIEKiik takmas! ve ' | against the retinal pigment epithelium since the specific gravity of 1~ through the bloodstream and respiration. 1 and/or general_ purpose equipment, 1 substances 1 Vllreus Kammer und ubt ‘eine mechanische Druckwirkung aus. 1 1 D3 06 S Jes Prod - 1 BUDI-DI| Echtheits-ID - Geréatekennung
retinay! retina pigment epiteline Kars! tutan yiizdiirme ézelligine *Kutu igerisinden cikartilan steril paket halindeki drinleri steril N e ot koot g ] g Gram any gas is lower than that of water. After the gas is injected, it 1 *Take out the products from the box. 1 [ [t mustbe considered that the tip of the product may be ] = - . Nutz . a die Spitze des Produkts scharf sein kann, sollte bei
sahiptir. Gaz enjekte edildikten sonra géz iginde genisleyerek ! agma kurallarina uyarak ambalajin izerinde gosterdigi agma | i kariTh yanindan ayirmamast gerektg] 1 G Gauge ! expands in the eye, fills the vitreus cavity and displays a § Open the product packaging just before use. X sharp, care should be taken while using. X CAS | Chemical Abstracts Service X 354 s speciische. Gewicht jedes Gases niecriger ist als das ! yorgegangen werden, ! psig | Pounds per square inch
vitreus boslugu doldurur ve mekanik bir baski etkisi gosterir. 1 yoniine uyarak steril alanda aginiz. (Resim A) 1 |—Jhususunda bilgisi verilmelidir, 1 - - I mechanical pressure effect Gas is non-sterile. The product becomes aseptically sterile by ‘Conduct the application according to the instructions RRD Rhegmatogenous Retinal Detachment von Wasser, hat die intraokulare Gasblase einen Auftrieb, der die 1 ! Wenden Sie das Produkt gema der isanweis- |1
3.1.Klinik Fayda ' 1 | 4 |PGer cihazlar ve T veya genel amagi ekipmaniaria birikte | PPV Pars Plana Vitrektomi _ I 3.1.Clinical Benefit ’ ! passing through the supplied filter. The aerosol bottle is sterile. ' | A written in the instructions for use. Otherwise, the ! Basic Unique Device Identification - ! r,f'&gf‘fé.%ﬁg;f‘”a?‘%iﬁ:},’"ﬁ'ﬁnp'ogn'gﬁ{‘éﬁ'ﬂ'.'e‘er‘,fc'ﬁgg &zsrﬁa%ﬁ:c ! Abb. A: Rollenverpackung - Offnungsrichtung ! ung an, Andernfalls ist der Hersteller nicht verantwortlich.§ 1 g/mol | Gramm/Mol
“Herhangi bir gazin 6zgil agiigi suyunkinden daha disik ' ' CMR Kanserojen, mutajenik, reprotoksik | +The intraocular gas bubble has buoyancy that holds the retina ! “Open the sterile packaged products taken out of the box to a ! manufacturer is not responsil ! BUDI-DI Device Identifi 1 s anngng P 1 1 | o [Pie Anwendung bei Kindern, schwangeren oder stillenden) 1
oldugu icin, gbz i¢i gaz kabarcigi, retinayi retina pigment epiteline Uriin ucunun keskin olabilecegi gz éntinde maddeler against the retinal pigment epithelium since the specific gravity of 1 sterile area by following the sterile opening rules and the opening 1 Use for children pregnant or lactating women is under the| 1 evice Identifier 1 a sich das Gas nach der Injektion im Auge ausdehnt, hat es | Frauen liegt im Ermessen des Chirurgen.
kars! tutan yiizdiirme 6zelligine sahiptir. Bu nedenle, gazlar, diger ! A bulundurularak kullanimina dikkat edilmelidir. ! 1 29 is I thpg that 'p ter. Therefc g g id yth direction shown on the package. (Picture A) A pres 9 i Pound: inch eine mechanische Wirkung. 9 ! !

a € S - Bur nle, s T el any gas is lower than that of water. Therefore, gases provide the 1 d 1 initiative of the ophthalmic surgeon. 1 S| 'oundas per square Inci 1 5 i i
bilesenlere kiyasla en yiksek yiizey gerilimini saglar. ! Resim A: Rulo Ambalaj Agma Y6nii Sembolil ! Herhangi bir yan etki goriildiigiinde uygulamayi ! CAS KlmyasaIIKuram.Iar Servisi ! highest surface tension in comparison to other ingredients. 1 1 £ LAt 1 o - Z 1 4.INDIKATIONEN ' ' 9ENTSORGUNG ' i Herstellgr. e o e §anay\
* Gaz, enjekte edildikten sonra gdz iginde genislediginden dolay I . . ! | A |durdurunuz. Daha 6nce rapor edilmemis bir olumsuz 1 RRD Regmatojen Re.t'nﬁll Dekolmani I -Since the gas expands in the eye after it is injected, it has a | 9.WASTE DISPOSAL . g/mol Gram/mol , Der Chirurg solte eme sorgfal(l pra- und perioperative ! ! Sgbﬁugﬁmﬁeﬁmg%gggf:gfdilﬁgggggwageegﬁgg ‘ﬁﬁgdﬁgr ! gesT’Lca,\;ef‘II::dE. St Ka;zfrmi_l'\?ev(;vl;_h.kAvrupa Serbest Bolgesi
mekanik etki gésterir. ' 7.1. Dogru Kullanim Talimatlan: 1 il 1 BUDI-DI Temel Benzersiz Kimlik Numarasi - 1 mechanical effect. . . Used products must be disposed of properly to avoid possible . Bewertung “und ein fundiertes ilmlsohes Urteilsvermogen ! ¥ ! Produkte nach der Verwendung sollte von autorisierten Personen ' Tel: ;9002'12 3?;?2663 T:al;-a+g90 2%?10 3432

IKASYO 1 — 1 [, [Kulanim talimatiarinda yazil talimatlara gore uygulayniz.| 1 Cihaz Tanimlayicis 1 risks of infection. Disposal of the products after use should be ! anwenden, um_das Nutzen Risiko-Verhdltnis zu bestimmen, 1 1 g den  hausinternen  Verfahren erfolgen. ~ Die I L e
éEN[r)‘IKA ydr:(;AR ) A g 5 . Aksi takdirde Gretici sorumiu degildir. . - - , 4INDICATIONS » ' picture A: Symbol of Roll Pack Open Direction I performed by authorized persons in line with hospital procedures. 1 Manufacturer: TEKNOMEK Medikal Malzemeleri 1 gﬁggn%ﬁ'";:" batienten mit einer oder mehreren der folgenden | 1 Abfallentsorgung liegt nicht in der tung des't -1 W net Email: omek.net
haer{a 3 a§29|| qkl durulmlarde_inkb!r veyaddaha__lazlasflnadsalj\p »bl‘z . \ /\ \ /y \ . . psig Pounds per square inch . The surgeon sh(_)uld» use careful pre- apd peri-operative 1 : : 1 Manufacturer is not responsible for waste disposal procedures. 1 Sanayi ve Ticaret Ltd. $ti Karamehmet Mah. Avrupa 1 Beunellung ble|b?derﬁ 'é"hs,fu,f,en iiing'i'?e?, e 1 7 I 10.LAGERUNG und TRANSPORT 1 Dokument Nr.: IFU9 . . .

staya oftaimik gazlar enjeksiyonundan &nce fayda /_risk I\ | e oftalmik cerrahin insiyatifine baglidir. /mol | Gram/mol evaluation and solid clinical judgment to decide the benefitfisk I 7.1 correct Instructions for Use: 1 | Serbest Bolgesi 9. Sk. No:14 Ergene / Tekirdag / Tirkiye | eAls ing Bei Temperaturen zwischen 10 °C (50 °F oder 283,15 °K) und 35 Rev.10/08.12.2023 (Die aktuelle Version finden Sie auf der
oranina karar vermek icin dikkatli pre- 2 tif 1| oy 1 1 9 ct Instruct Us ! ! g ) !
! ) T ein pre- ve per-operall \_J"_é/, ¥ W I ratio before injecting ophthalmic gases into a patient with one or | , 10.STORAGE AND TRANSFER CONDITIONS | Tel: +90 212 369 1263, Fax: +90 212 210 3432 ' prollferahve dlabellsohe At\clugle Makula\cch‘) 1.Uberpriifen Sie, ob der Adapter fest an der Spritze befestigt ist. °C (95 °F oder 308,15 °K) lagern. Trocken lagern. Vor Licht und Teknomek-Internetseite)
degerlendirme ve saglam Kiinik yargidan yararlanmalidir. Her bir 1 I 9.ATIGIN BERTARAFI 1 | more of the following conditions. The evaluation of each individual & Store at temperatures between 10°C (50°F or 283.15°K) and Website: www.toknomek net ss der pneumatischen | Uberprifen Sie_ob der Mechanismus richtig funktioniert, indem I gegen Stofse schitzen. Wenn es transportiert werden soll, kann !
vakanin degerlendirilmesi cerraha birakilir. i 1 1 triinler olasi enfeksiyon risklerinden kaginmak igin | case is at surgeon's discretion. ! T ‘) ! 35°C (95°F or 308.15°K). Store in a dry place. Protect against ' e-mail: ir‘\fo@le‘knomek ot Document No: IFUS 1 Rellnopexle zu schllefsen i 1 ,‘S,'agkegnASbZU hK‘ und Rlef bﬁw?ge‘ns( o ) sie den Anschi 1 es’in der Originalverpackung transportiert werden. 1
PPV sonrasi goz i¢i tamponad olarak (retina o 1 2 3 4 5 1 dogru bir sekilde imha edilmelidir. Kullanim sonrasi driinlerin Uretici: TEKNOMEK Medikal Malzemeleri Sanayi , “As intraocular tamponade after PPV (retinal detachment, 1 ( | N ! light and impact. Do not use after the expiry date. Ifitiswanted I 20000812 2023 (Yor find th nt . d 1 -Indlzlerlals Ereatz undi g bei " I des F\Iterlse vlgrssmso ua:‘sdc l?or?tsrolhecnleoiﬂe \em envep"slfal u;s | 11.GARANTIE UND HAFTUNGSBESCHRANKUNG 1 CE .
proliferatif diyabet etiyolojisi, makula deligi), 1 1.Adaptériin siringaya siki bir bigimde bagh o\dugunu konlrol , imhasi yetkili kisiler tarafindan hastane prosedurlerine uygun Ticaret Ltd. Sti K: hmet Mah. A Serbest proliferative diabetic etiology, macular hole), 1 \\J—é/" I to be transferred, it can be transported in the boxes belonging to 1 ev. 1970 form ( 0$ckan n m @ recent version ant I Blutungen. ! " versch\eben b zur Hafte n den Aerosolflaschenadapter. (Abb. 1 Teknomek Medikal ist nicht verantwortich far Verletzungen oder 1 CE 2292 zertifiziertes Produkt.
+ Pnématik retinopekside yirtigi kapatmak icin kullaniir ediniz. Tetigi ileri geri cekerek mekanizmanin dogru caligip | Olarak yapimaiidir. Atik bertaraf prosedirleri  Ureticinin ve Ticaret Ltd. Sti Karamehmet Mah. Avrupa Serbes| ! -used to close the tear in Pneumatic retinopexy 1 / 1 the product. y  fevisioninformation on Teknomek's website.) 1 4.1.Patienteninformationen . Schéaden, die sich aus der Nichteinhaltung der Hinweise und 2292
-Pnématik yer degistirme proses\ennde ) I Calismadigini kontrol edinis (Resim 1) I sorumlulugunda degildir. 1 Bolgesi 9. Sk. No:14 Ergene / Tekirdag / Tirkiye I +In pneumatic displacement processes ' [N 2 ] . Die Zielgruppe umfasst alle Altersgruppen, ungeachtet ihrer 3 Driicken Sie aufrecht gegen die Spritze, um das Gas in die ' Empfehlungen in der Bedienungsanleitung ergeben und die fir !
'?Ubfﬂnﬁl Rlﬂl diked e tamponad 1 3 aerosol silindiri sikica tutunuz. Dik bir bigimde saga sola ' 1 Tel +90212 369 1263, Fax: +90 212 210 3432 ! foruse as a tand i tamponade in 1 1 2 3 4 5 6 7 1 11-WARRANTY AND LIMITATION OF LIABILITY 1 I Hf?’kui?ﬂ u'(]id o ?edsﬁrr:te Pop\‘l/l?"%] Oh"S Ge:rllch;‘sbbes— X %gg;z"izr gr?arrt]rzgnegrégélglgsg gzsﬁeelnnggplg‘tgl:é‘gr{?z%ezﬁailmn X %en I?(alle'nlen ‘Q den angegebefien Kriterien nicht geeignet sind. 1 i bersetzt von:
olarak kullaniimasi endike: \r ite: -mail: i i i i iniuri 1 chrénkung, die eine Indikation zur Vitrektomie-Operation haben as Kontaminationsrisiko, d: h der Resteril -
4.1 Hasta Bilgisi 1 kaydlrn‘w_?al:j fltrgnu: konektrinii kor;trgllu ve §i|k;a|\| blrgl(}lmde 1 :g;%”ﬂgs!‘g"g‘;:g@g‘?;s(? l(ig$gsl_°lf:A:gs°F veya 308.15°K) 1 \S/::;r'::nw’\‘"""‘v- e -net e-mail: info@tekr .net 1 subretinal hemorrhages. 1 1.Check that the adapter is firmly connected to the syringe. Check ;Lea';";’:;l‘a:‘iﬂseed'fl::'"fn’(‘:’n' rof)srgglri‘:;\bolz w;mﬁg‘i‘;gz;ﬁ::ﬁgagiz . CE 2292 certified product , und eine  postoperative . Tamponade  benstigen. | Der : dureh Zurickziehen gfsuspﬂ‘flﬁnabéllgg50 "’“SGBﬁ LgﬂdGem?ch : Produkts  ergeben kanh, o dssson E?geewsséahtz‘:;ln % ' Atantik Terctime Hizmetler Tic. Lt Sti
: P 1 aerosol silindir adaptériiniin yarisina kadar itiniz (Resim 2). 1 - - i i i a zum Auftragen zu erhalten, filllen Sie die in Spalte B der unten 1 . 5
Hedeflenen hasta grubu vitrektomi ameliyati endikasyonu olanve 3 Goz'¢iringaya ailarmak igin, sinngaya dOQru(d\k bir b)igimde , arasindaki sicakliklarda saklayiniz. Kuru bir yerde saklayiniz. : REV.10/08.12.2023 (En glincel stirtim ve revizyon bilgilerine | 41.patient Information ! \év:gih:nrdlp:ml‘n(?’(:i?;?g:r:)WOrks correctly by pulling the trigger oy ggestions in the instructions for use and that are not 1 2292 1 /F;g\l;/e:ar\‘;irr‘\agléiwzell.usr ngegew?vaa?lrjr:g%aer;dlrmrlgn?aetrsn aTsa'dlé;rl‘J(ee;\ang 1 stehenden Tabelle fir jedes Gas i indie Horsilore Igrqggeerliw;\rﬂdedhlﬁgl( nll;tm Lr:ct:velr \nggmrtﬁ'gﬁ df?f; 1 ﬁtrj;"‘;/sssea;égI;Vi/lneglceié;imeekz'ocaii‘la”:?brlljls'?l}l(?k(e:iagda$ A
ameliyat sonrasi tampona intiyag duyan tim yas grubunu, tim bastinniz. Asagidaki Tablo 1'de her bir gaz igin A kolonunda Is13a ve darbeye karsi koruyunuz. Son kullanma tarihinden sonra Teknomekin internet sitesi tzerinden ulasabilirsiniz) ! The targeted patient group includes all age groups, all I 5 110dthe aerosol cylinder firmly. Push the connector of the filer | Suitable for the patient in the specified criteria. The risk of > 1 Aufzeichnung und zur Vorla%? bei jedem zukunftigen Augenarzt Spritze und fiillen diese auf 50 mi auf (Abb. 3). ' Verletzungen oder Schaden, die der Patient erleiden kann, wenn Tel- +90 212 217 92 {)6 Y !
uyruklar ve herhangi bir kilo sinirlamasi belitmeden tim 1 oy 0 "a il i tetigini I kullanmayiniz. Transfer edilmek istenirse, irine ait kutular ! I nationaliies, and the whole population without any weight " Y- py i contamination which may arise from re-sterilizing the product by Translated by: ausgehandigt. Fir diese Produktgruppe befinden sich der 4.Stellen Sie nach dem Aufnehmen des Gases in die Spritze das es vom Arzt nicht gemaR der Gebrauchsanweisung verwendet ! ail: i i
popilasyonu kapsar. Hasta kimik karti veya bilekigi, implanti | Copier Tr la gazi gglngla |<;|nr? cel Lmz.Slrlngalde \gg\lgler\yi I icerisinde tagmabill. ' | restriction, who have an indication for vitrectomy surgery and I halfway into the aerosol cylinder adapter without sliding it 1 lgnoring its single use qualty is not the responsibllity of the 1 Atlantik Tercime Hizmetler'y:l" Lid. s I internationale Patientenimplantatausweis und das Armband in 1 gewunschleVolumen ein ,Abb 4). Entfernen Sie das Aerosol aus 1 wird. }  e-mail: info@atlantiktercume.com
kalici bir kayit olarak tutma ve gelecekteki herhangi bir géz ﬁ;iner:erugﬁugaargaigrl‘n a§ar§r:dga?<iz (:;2d:r§|r;;:;nin§: bee\ilrltTi;:n 1 1 | require postoperative tamp. The patient ID card or wristband is ! \(/:.rtltcallyzl;) the right or left carefully and in a controlled manner | manufacturer. Teknomek Medikal is not responsible for the ! Address: Kervangecmez Clad ICHark‘SolL Cagdas Apt. ! gezrvg:bg;e (':Iem li"aher';tetn alésgehandlgl wird. ! g?er %\pemé:n(uIebsosorlEgﬁegc‘;nSSpﬁlzd:nns;gzr zg‘r}b(%&x B-;i"gﬁg 1 12.SICHERHEIT und KLINISCHE LEISTUNG 1
) ) ) i ey ) . ‘ ‘ f . icture 2). ! - ! >pon : d. - S eitung des Patienten un
g?:éc;rnilgii g;)lz(sel;r:;eratz:lraztslg|¥:ﬁpblgll1\:(tiar:s:lae)/abﬁzcll‘l;. E;slt‘amg | mikiar havayl siringa igine cekerek 50 ml ye tamamlayiniz 1 11.GARANTI VE SORUMLULUGUN SINIR!‘AN‘DIRILMASI ) ' , given to the patient with instructions to keep the implant as a 1 3.Press precipitously against the syringe to transfer the gas to the I injuries or damages that the patient may suffer if it is not used by I No:2/5 34381 Mecidiyekdy, Istanbul, Tiirkiye ! Das Produkt wird in der Augenchirurgie verwendet. Der Patient 1 injiziieren das Gas-Luft-Gemisch. I Das Produkt enthélt keine Gewebe, Zellen oder Derivate I
n as| h: Va | (Resim 3). ,  Teknomek Medikal, kullanim kilavuzundaki 6neri ve tavsiyelerine | permanent record and show it to any future ophthalmologist. The 1 v M 2 Ul P8 S e o 0o in column A into the | the doctor in ine with the instructions for use. 1 Tel: +90 212 217 92 06 1 wird nach arztiicher Anweisung auf den chirurgischen Eingriff TNicht A B 1 oder tierischen Ursprungs. Fur das Produkt gibt es
ze;\'[‘nel;uﬂere klu!u igerisinde bulunmkiadir. 1 4.Gazi sinngaya aldiktan sonra istenilen hacmi ayarlayiniz 1 uyulmamasindan kaynaklanabilecek ve belitien kriterlerde ! international patient implant card and wristband are available in ! syringeblur each gas in Table 1 below. For each gas, fill the ! I email info@atlantiktercume.com ! B o N o e Vo%\ga(;koie I?e)hr\‘/\ mL:ss de 1 ElSon) I (%) [Reines L 1 kem T Qund are Das N, Nimtortion aio !
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talimatlari dogrultusunda cerrahi isleme hazidanir. Eger hasta | 7)o 027 hava karigimini enjekte ediniz. 1 steril edilmesinden dogabilecek kontaminasyon riski reticinin 1 The product is used in eye surgery. The patient is prepared for ! ?or,a 2""%0":(?0‘,:13 Sym?ne 'g;éﬁ%:’:?i‘: "‘e?ﬂ ’“'e‘,”(g?j;,';‘}’eg')x‘”'e ! or animal There are no accessories and software for the device. ! ! ;Jeerqg:{;n E:xed egnprlxiresﬁc\l}ﬁﬁeugaesr?«esr%twﬁld gfvo?é’u%“ﬁ?s Gas ! Sk i il 4l ! Zﬁfna"\?%ﬂ;‘"éi??u'? E::::r?fj ‘335”‘?%2”%'Sr"iﬂﬂﬁs?e?i‘nag"déi"e? !
genel anestezi altinda ise hastanin gbziine gaz eqjekslyonung ' ' sorumlulugunda degildir. Teknomek Medikal, doktor tarafindan ' ' the surgical procedure in line with the doctor's instructions. If the ! 4Se?‘|lhe desire‘{!‘:/olurze after dra\i’vingthegga to th ” I There are no materials ! I injizieren. In a]allen in denen Gas als Tamponade in das Auge | 1 allergische Reaktion beim Patienten oder Benutzer hervorrufen 1
baglamadan en az 15 (on bes) dakika 6nce nitrojen protoksit . ini kuIIamm kilavuzuna uygun olarak kullanimadiginda hastanin patient is under general anesthesia, it is obligatory to discontinue 1 5 g [he gas Into 1he SYMINGS y  jncluded in the device as an integral arl of the device. No 1 1 gegeben wird, muss der Patient gegebenenfalls in eine FALSCHE VERWENDUNG kann. Die Produkte enthalten Spuren von Nickel, einer der
- s | Tablo 1: Gaz Miktar Tayini 1 yg g gatory (Picture 4). Remove the aerosol from the syringe (Picture 5). gral p 9 g 1 1 P 1
anestezinin durdurulmas zorunludur. Gaz! enjekte etmeden énce i yaralanma veya zararlarla ilgili sorumlu degildir. ! I the nitrogen protoxide anesthesia at least 15 (fifteen) minutes | - : v ¥ring ) " | materials that contain or consist of endocrine disruptors as an | ostoperative  Kopfposition  gebracht - werden _ (z. ei Driicken Sie aufrecht e die Spritze, um das Gas in die CMR- Substanzen A'S E'QEb"‘S des vom Risikomanagement des
3 g L G: A B . | anesies A Remove the filter (Picture 6). Fit on the cannula to the syringe tip ! e 1 kulasffnung). In solchen Fallen sollt h i 1 Spritze zu Ubertragen. Missbrauch ist in der folgenden Abbildung 1 1
santral ve periferk vilreusun mimkiin oldugunca alndigndan 1[Gz smi (sF,c.6) |G ) [ SS— I — 1 I before starting the gas injection into the patients eye. Ensure that - 1oue B EEr L e B 20 O o | integral part of the device or that may cause sensitization or an | fakulagffnung). In solchen Fallen so ekvor tor gofragt \gergea Sprtze 24 Ubertrage 9 g rstelite tberichts wurden die
emin olunuz. G8z igine tamponad olarak gaz verilen olgularda, (et Saf gaz hacmi | Hava haemif | 13 GUVENLIK ve KLINIK PERFORMANS 1 1 as much of the central and peripheral vitreous is removed as y (Picture 7) and inject the gas-air mixture. allergic reaction to the patient or user are included in the device. ! Kene besondse Sanuling erforderiich " dieses Produ o — ! }i’:wg,‘f’ u‘ffh,ej‘, ds,'f",;‘.:':,em‘é'ﬁ dgrasfe";{",?a“,'f,ﬁ e einischer 1
gerekli olan durumlarda (8rnegin makula q§\|g|) hqstgya ameliyat gl:s fg 10ml 40ml 1 Uriin doku, hiicre, insan veya hayvan kaynakl tirevler icermez. | Possible before injecting the gas. In cases where gas is given as ! Table 1: Gas Quantity Determination L Y products contain trace amounts of Nickel, which is one of the ! ! 1 1 Kontaktzeltgund die kontaktierten Gewebe beweng( ﬁlr?d d;’radz 1
sonrasi bag pozisyonu verilmesi . Bu gibi durt . 13 | 6ml 44ml , Cihaz igin herhangi bir aksesuar ve yazilim bulunmamaktadir. | , tamponade into the eye, the patient may need to be placed in a ! - I cMR As a result of the risk management report ! 1 1 1 resultiert, dass das Produkl nicht zytotoxisch, augenreizend, |
hastanin bas_pozisyonu uygulayip uygulay Snoeden | Cihazin biitiinlesik bir parcasi olarak cihaza dahil edilen tibbi post-operative head position when necessary (e.g., macular 1 [ o ier CJF‘)FN 1 by the manufacturer's risk management team, the 1 1 5.GEGENINDIKATIONEN ) 1 y hat akul 1 toxisch ist. GemaR |
soruimalidir. Uriine 6zel bir egitim verilmesine gerek yoktur. ! madde veya biyolojik malzeme bulunmamaktadir. Cihazin ' ! hole). In such cases, it should be asked previously whether the | — (%) [Pure gas Air volume | risks that the product may transfer to the patient in  § 1 gg\;vgr{] g% Vaerwevn d%t ?{ne k?org'ar:‘g Urteil o pemperagve 1 Elestem Erggbms I t das Floduit bmkompa"bel B
1 I ayrilmaz bir parcasi olarak endokrin bozucu maddeler iceren | I head position shall be applied to the patient. Any specific training SF, 20 10ml 40m! y clinical use have been evaluated specific to contact time and the 1 u‘zenu'glgs:;g Vee”r]h:\rt‘mlse ezsu ”t‘:lggnr?nsmenel sg:;rgrogzr: u{a"mearﬁ ' ngaﬁlgesﬁrf‘crrfaIc\‘oennerr‘eme‘Ier flr detailierte Sicherheits- und 1
1 1 veya bunlardan olusan ya da hasta veya kullaniciya duyarliiga 1 1 for the product is not required. ' C.F 12 6ml 44ml ' tissues where the contact is made, and it shows that the product ' ' ’allem(e:nlel edlnersoger :nelueren derbfolgehnden Erkrankungen : ! !
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+Catarata, 8.ADVERTENCIAS Y PRECAUCIONES 14.8IMBOLOS L, AtEo]| o]zdo| = EXIQIX| EtolsHoFEiL| = } 3 3 ! !
ES 1 .No debe utilizarse en pacientes con infiltracion intraocular conocida 1 1A ion se indican los simbolos que aparecen en la caja del | KR 1 ?Z"}'EL;TL |°A° L e e tRIZ| StelshoretLict. ®IB0l , mRE A8 . | 13k mE 1 1 ' i
TE KN OME K |y alergia a alguno de los componentes del producto. i Para un solo uso. | producto y en el manual del usuario. i TE KNO M E K | Ciet SEStaSS Best gatin. | FADIE 2TOR 521 J|AE FADIZ OISAIFORILICL BRE | XB BHE W MBS MEYA £ K| 2ol 2eSAI7| ) ) )
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| 6.EFECTOS SECUNDARIOS 1A cm\;:()me gas puro es responsabilidad del cirujano, tenga| Fabricante 1 1 5. 391 M8 1 ARS e ofz =30l 20{=RILICE (E88) | HEEHLICH 1 1 1 1
y : s .1 Se debe advertir a los pacientes que deben consultar a su médico 1 - — — M 1 - . A 1 1
Medikal Malzemeleri San. ve Tic. Ltd. Sti. o caso o sfectos sacundarios, Interrumpit 12 aplicacion en caso de No volver a esterlizar, La reutlizacion y/o reesterlizacion Codigo de lote Medikal Malzemeleri San. ve Tic. Ltd. Sti. SIBIONE CIE T2 B SiLt 0148 JH BROP CF, £k SF, oA ! ! ! !
! cualquier efecto secundario. Aunque es un gas no toxico, puede ! puede afectar negativamente al rendimiento del ! ! ! FAE FAFSEZ| MOl ASEH e M Y 2 M WO HFEH ! 1 14BN ! ! ! !
MANUAL DE INSTRUCCIONES DE GAS OFTALMICO Lea . ndario. : O - 2 q 5 e AT = AR} O ANR MOiAMO| BA|S CH2a} 2+
el manual de i ! reaccionar con el oxigeno cuando se inhala. Debe evitarse la 1 | 4 fispositivo, lo que puede causar graves darios a la salud | ! ue Limite de temperatura ! 18 72 A8 48N ! oAb EHEHS £} 0[2)/2 |°‘ HgS "QsNOF ghict 2tzto| X 1B SRR NS HINS A dEw et ! ! ! !
1 inhalacién. En caso de inhalacién accidental, salir al aire libre. sequridad del pacient 1 0°C P 1 A2 MYME Fo| 27 2Nl 1 " B . 1 1 1 1 1 1
, Durante a inyeccion de gas, es necesario vigilar la correcta | ente. — . o 7HE Aziol chat ToHs elatolAfolA| 2AELICE . “ Hz=Rd
1.DESCRIPCION DEL PRODUCTO imgacién sanguinea de la cabeza del nervio 6ptico y la posible  [Administrar con una jeringa estéril de un solo uso, con | ! - 215 3E ! — 1 1 1 1
Nombre del Gases Octafluoropropano, | compresion del nervio optico, en cuyo caso debe interrumpirse 1 filtro y canula. 1 " Limitacion de la humedad 1 1 Te sy 1 1 [Lot] [®s=c 1 ' . .
Hexafluonro de Azute) ) © " s . 1 inmediatamente Ja infusion de gas Después dela aplicacion, debe | [0 wiiice ef producto 7 o envase estér ha s abrerto o| 1 o , LHIE A y cUBzE 1 1 B ' i . .

lodelo de producto: Consulte el catalogo o la pagina web para vigilarse la presién ocular como medida de precaucion para evitar e - = =08 o}g J|H| (REIB2Q 2T 2T = ~ =LA (2 S LYE /Y -
conocer log Modelos. 9 pégina web para y ento do. la presion mntraocular. La fecuencia de los I dafiado, 1 @ | No volver a utilizarlo. | HEY: elg oA (E?E}E"’%%*EE' i’&”‘a*?aﬁ’% SFe 1 ;Jl;’} (@4 =hE) 1 1| we £ R 1 1 1 1
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Para el exafluoruro de azufre SFs ): 8 054899019[\](] ; 9laucoma. Los pacientes a los que se les aplica gas deben evitar producto esta restringido para su uso por cirujanos % No volver a esterilizar. BUDI-DI: SEIZERRZZ2EHCF,):868054899020N9 / . = = wer i PN -

Tamafio: 10 ml, 30 ml o Gefinitivamente la anestesia con éxido nitroso. Debe tenerse en | | & formados en cirugfa vitreorretiniana. ! ! %EEQEﬂ%}(ESF ): 8680548939!019NQ e ohL =] QAL HIZE Ao| Laf27|7} Y o= Uaizl 1 E i x| ORI THALE B/ TR 717] Hsof 1 m@ &k High 1 1 1 1
Vida atil: La vida util es de 3 afos. Se indica en el producto I cuenta el riesgo de formacion de cataratas iatrogénicas. Efectos 1 Moo I8 apTicacon on caso de T 1 g Fecha de utilizacion 1 i 3 1 et ofel == 1 ofste n| 4 9100§ 0|2 QI8 BXE7} 42T} OFF0| 1 1 1 1 1
Clase: IIb 1 secundarios potenciales en la literatura y asociados a la cirugia in P P c cualquier efecto 1 y AtoI=:10 22|0jE, 30 Y2|0jE, 50 La|0|E | EXolA= Argste oLt 1 o, 1 ) AL 3HX] DIAAS. 1
- . fi : cruce desgarro A |secundario. Notifique al fabricante en caso de cualquier A Precaucion SE7|7k SE7|3+2 3WQILICE HZ0| HA|E] ASLICH = ASLICH = d ! ! !
técnicas [ sF.Especificaciones técnicas del coro\deo cr'uce subconjuntival, cruce de la camara anterior ! reaccion adversa. ! " I Z=. b3 0" : ! 6.8512 ! %ES EI% Am ZE 9l =25 A8oto] HEotHAIR. ! Al A ! ! ! !
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Formula proleotTar | CF1 ! cémara, posicion inadecuada de la burbuja de gas, incarceracion de | | 4 |93s ¥ la mezcla con el aire. Aplicar segin las ! ! — ! Sxrgo| wastel Alge ZtslAAle. ==y JHoXE | S E /1210 Zt AZE ATS SR TRIAS. 1 s 1 1 1 1

Punto de fusion; _|-183°C (297.4T) I laretina o del vitreo en el lugar de la inyeccion, empariamiento de 1 instrucciones de uso. El fabricante no se hace 1 Esterilizad oxido de etil o [ Eh - SE718 BN L Ioss 2 2o A A il | =S SEIE] & SRS WS WOl B0S 1 1 1 1
i b ; sterilizado con 6xido de etileno. ST 0= SrEcozaay] EOI5l01 AtASH HISE & QALICE E9IS mof BHLICH =2 HE2 RHLY & SRS 22 QfooAg . A 1
Punto de ebullcon] 36.7°C (34.9T) | las lentes intraoculares, especialmente las de  silicona. Se | responsable del mal uso. 1 Sistoma de barrera estéril tnica 1 A8 __ ELEEET | Bdet Moo vsy - o = gck il 1 A ' i . .
Masa molecular: | 188.03 g/mol 1 reacrt;rrr\;inds que|el pa'm;nte lleve (\ja pu\serad\ncrllulda en EII envase Es obligatorio suspender Ia anestesia con 6xido de ' . ' %ﬂ— 25:9'7 | FUHOR S Fe UM S77 s Ro2 JHIMR. 1A, XS0 AS K= A =) RN 1 St 1 1
TS ordar [exiss  foh ] = 2 P 3 . o2 N
D | o ocodar o efectos seundarosy adverengias, £ andisi | . ficgeno al menos ince minuos anos de iara | | pra— R — e e | 7Y S MR ANE Re a8 wokse Nz ed ausol | o[PS |;"‘Zx'mmm‘l'ofafifﬁ LR ' ' : :
- fabricante ha determinado que el riesgo residual es el mas bajo 6 j i ) CI=E -36.7 C (-34.1°F) n/a (o|gg¢$g Q5 0] AR0|= 7|H| FUS SA| SCHHof giLicE M8 =
599.99 1 1 1 1 =55 1 1 1 T Elay 2. = [TETIPN 1 1 1 1
1665 A=) Densidad 3o vapor] posible. Consulte las instrucciones de uso. e 188,03 g/l 146.06 gjmol otore =7HA|7|7| S5t m‘ngxuog otot2 TL|E{aHof EHCt. — O[3l SAtO|EE ALRSI0] WREIELICE

Densidad del gas: Densidad del gas: ! ! ! ' e — — SR ! kL}Pg SIRIOIN H7|HQl XX BES iﬂﬂt sLCH Jtas ! OpA| 2 :ﬂil g=g nefstol “gol“AIQ HEeHE oo chsf| ! {v:’ Chl iE T AJARIQILICH ! 1 1 1
(1b/ft3 04996 1b/ft3) 1 7.Uso 1 o] X v — 1 No utilizar si el embalaje esta danado [ L SA7t SigtIch [errigigtcs | 1 2 o e e = UL == zo|2 orALICH 1 1 1
ey ] Cuando se deja un laponamlen(o después de una vitrectomia, hay urante la inyeccion de gas, debe vigilarse el correcto J y 3 >99.99 E0{3t EXH=0|ASIEIA OFFE Mo mlsfob ghch o2 eld AeiS Nx| g ch N _ ! !

Tesion de vapor: 1T00.T(pslg) ] [Presion de vapor: 320 (psig) ! que asegurarse primero de que se ha eliminado una caniidad ! |  |suministro de sangre a las papilas  Ia posible ! consultar el manual de instrucciones BT ez ' i sl 9imS wefsiof BiLICh SolNBat aaa pee | OlLtraL DFE|= BHtS] =0] 710 F2i2 ARat7] 212 15 L[ A [ msp mastiae. ! ! ! !

I suficiente de vitreo, especialmente en los ojos afaquicos, debido a 1 compresion del nervio 6ptico, en cuyo caso debe 1 Dispositivo médico s 0.4996 ! FIyVES :xr; 1;_1 ok5 ol RE;E SZE ofatop _éanut"' o | A (M) Zofl SX|3H0F BHLICt. 1 1 ! ! !
Los tecnogases no son txicos, son inertes, no son i 1 las propiedades de ocup de espacio del gas. Dado que nogs 1 | linterrumpirse inmediatamente Ia administracién de gas. | 1 T (i) | ETH X8 Yeold, S GRS o, st o), TTRIE Fosl7] Mol S8 D =9 SEAT JISH o 5o| 1 (1] |Mewds gzstie. 1 1 1 1
pures, incoloros e inodaros. Las tecnogases se ufizan Somo 1 Rsible en la préctica determinar con procision 1 presion iniraccular: Los gases, aunque no son toxicos, pueden reaccionar ID de dispositivo tni Lai] 1001 (psig) 320 (psig) TY O|H(HO|S &XY), FAL B -’F—*f“f;ﬂf SN E= Y HE, A ot °EEE
sustituto del cuerpo vitreo tras la vitrectomia. El producto esta debe comprobarse durante Ia infusion para garantizar Ia circulacion gases, aunq . P N ! positivo tnico ! " 33 s My oropm, onj sz £ Azj= axo| | 6| E| Q= X| SHOISHIAIQ. 1 ZH0| HEH B2 A[2olA] OFA 1 1 1 1
disponible en botes de aerosol estériles, especialmente fabricados a 1 de Ia cabeza del nervio optico y que no haya ningun problema en el 1 | A\ |con el oxigeno cuando se inhalan. Debe evitarse la 1 - 1 y 2 dsh dY gopy, ohff dx, S5 M2l #=o| | TXH;O} o D12 O ISt A el e 1 ASHETEME EZESM 2. 1 1 1 1
greslon( con ﬁgm de alto flujo y canula. El filtro de alto flujo es un f;{)mwstro' del nirv';o QP:ICD Si se sospeghe: una ?\Iug(_:lbnlw de es:g . inhalacion. . Sin latex de caucho natural. | HIEWTRAE HISY, 284, HI7iY, &4, 24 2 SFILIC , ZMBYULICL o2t #XEH FNS YIINFI7| 28 Bxs | A ELIET;‘= HSOF 5t org L7T|r{| EVE No;urﬁ} 1 o|z7|7| 1 1 1 1

ispositivo médico estéril, de un solo uso, indirectamente invasivo ipo, la infusion debe interrumpirse inmediatamente. Si el ojo es [ |En caso de inhalacion accidental de gas, salga al aire | 5 25 Ste| o = 5 3ioF 3 A SHOF BiL| ” :I °|=7|7|
de corta duracion (sin contacto con el cUerpo). Y1 corrado, asegirese de que hay una salida para eviar una posible 1 | A lEb" caso de inhalacion accidental de gas, salga al aire 1 1 HRklAE ReIH 2RIE & [2IHIS iRlshs o ABELIC 1 WX wakel EWE =8 4E 2 e e = S =S TN E R A e T e e ] ! MD) 1 1 ' .

| presion ocular peligrosa durante la administracion del producto. ibre.__ — | 15.ABREVIATURAS Ol MZE2ngel WEQ} syt Qs PRE S4 M v B2|HOl~E /IH M2 To] /0| HRHeRMeNSeR | |A |- i o|l@7|7| neAlMaAc
2.ENVASADO y ESTERILIZACION ' Evitar la inyeccion de gas puro en caso de angulo irido-corneal Después de la aplicacion, debe vigilarse la presién ocular — - OO|ZZ 7HO| S0f QYELICH 19 TEE URET UsB0|H ARALICE 1| 5HOF BL|C 9 ARAMEIE 1 1 1 1
El gas no es estéril. Cilindro de aerosol, canula, filtro y jeringa estrecho; es necesario controlar la arteria central de la retina antes ! como medida de precaucion para evitar el aumento de la | IFU Guia del usuario ! SbHE S Lq Aol (AR A ol= S1glolLley ! ” . 1 A2 J[HE B2t 42 AMst 2717t 9= 2oz ! = A= walalA| OF2 1 1 1 1
esterilizados con 6xido de efileno. La técnica de microfiiracion 1 Y después de la inyeccion de gas. Si se utiiza un gas expansivo, se 1 | & | 0o cian intraocular. Los pacientes con glaucoma deben | 1 ES Espanol | UENCSR o] AgHel (HIMA FE) o= 77| uct 1 12 foizstane. 1 69 Mo DR2EHAS HESHA| pfELIC 1 i . .
puede filtrar Iaz bacterias de la mezcla de gas y/o aire mediante un recomlendi?1 ?ontro[?r \al presion, |n|réaogular|dglrante el perlotdo c:e 1 ser objeto de un sequimiento reqular. ' 7 Porcontale i RN . =° . X X | !
mecanismo aséptico. Con la técnica de microfiltracion, el gas pasa a expansion del gas. Tras la medicion, debe establecerse un protocolo - 0 o 3 A = = . o
través de un pmicroﬁ“m a una jeringa eslermzada? TEas la ! deseguimientoy la presion intraocular debe controlarse diariamente I En caso de pulsacion en la arteria central de la retina 1 K Kelvin | 2EZ R a3 - 1 EEIH\QWE_ :’7 %E;A_IJ!OIEE = EIK|\':‘J,=7|X.L°| SUER | |A 1 15.2k0] 1 1 1 1
microfiltracion de los gases intraoculares oftalmicos, los gases estan 1 despues de la Después de la debe | durante la aplicacion, se puede realizar una 1 - - | JtAE MREX| ELICL Oo2E MM, Jis2l ZEY  SHOR olsf 53| +Hx| o0 YL RIS S=23 ’Q-?IONOF 1 = 00 =4 S90] H=0] T4 1 2AD 1 1 1 1
listos para_su (agr;\:m)\s(;aclon m(raoculi:o (5\: )enrg/aess?er\\cg: ] Sfé:%ﬁcei;s;aggu;‘::r:mycclgegz sigmrgl:?éz d\eala:rzlsei‘olﬁm?nr:?asogﬁllaar 1 |2 |en 1a camara anterior para estabilizar Ia presién . EC Celsius i | FADIE OEE SAjo| =2 PFEQSLICE Hojnt vjaS 2@ | BILICL olele| WEts A¥e Erlssins x?JM ArlHE e x1groﬁi<x};§x_‘1:g:i o 0I:|.||:}E . IFU /} MM X X ! !
frasco de aerosol contiene jeringa de plastico de 50 mi para | diariamente. La cantidad a inyectar varia en cada caso y debe ser 1 i - - - 1 F Fa_h_renhelt 1 HFHLIBO ofs kA Y/EE ZI|0M EtE2(otE Za %‘ £ % AU 330l 2Hot 31‘—K| &fQIsHoF $LICt. 0l23h QEH” 1 ;Iiﬂ= ::O"iulﬂ Eit;iﬂ_r: 30 arere SrEarLich Aztol] ! KR E‘i 1 1 1 1
inyeccion en cirugias vitreo-retinales, filtro de alto flujo de 0,22 ; determinada por el cirujano durante la operacion. Una vez Los gases amortiguan la retina desde que se introducen | | ml Mililitros | UBLICE HUoint v|E2 ABSHH JtAJL OO|AZEEE °|A'E|\_ #e F2 FA| Fosfor Bt =2 2w A= e N TEE T == =B =SS iy I % HAME .
micras, aguja de 30 Gauge, 1 (una) pulsera para el paciente y 1(una) | nose y se eliminan através | en el ojo hasta que salen de él. A medida que pasa el . g Gram Enfstn WRE M| FAP|0| FQUEL|CH orzrﬁ oty R0 ME F0| 3 Bt AAS WE £ A= S77H A=K A |PIE0N Tt SOl =I5 oI LS FIRDE e £ o1 K 2l I I I
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