Ocular Brasse Wide Field Capsulotomy Lens

Product | Image Laser |Contact Lens
Code Mag | Spot Mag oD Height

Designed with:
OBWAC | 1.4x .70x 16mm | 17.2mm
Karl Brasse,
MRCOphth,
M.D.
Muenster, Germany
Vienna, Austria

UK Boston, USA
caC¢€

Intended Use \

e The Brasse Capsulotomy lens is an ophthalmic contact lens designed to enhance visualization from the anterior
chamber to the anterior vitreous.

Indication for Use \

e This lens is intended for use by a licensed physician in a manner consistent with standard direct-image
ophthalmic contact lens practices.

Lens Design |

« The design of the Brasse Capsulotomy lens supports effective reprocessing through steam sterilization.

« A turquoise-colored cone serves as a clear visual indicator to distinguish steam-compatible models from
conventional non-autoclavable designs.

¢ This lens provides an expanded field of view, facilitating comprehensive YAG laser treatment across a larger
section of the capsular membrane.

Warnings ‘

¢ Do not use if the lens is fractured, chipped, scratched, or otherwise damaged.
e The lens must be thoroughly cleaned and sterilized prior to use.

Contra-Indications \

e These lenses are designed for temporary application and should not be left on the eye for an extended duration.
¢ Any lens that touches an ulcerated cornea requires full sterilization before its next application.

e Ensure the correct type and a sufficient volume of coupling fluid is applied between the lens and the cornea
before use.




Reporting

English: Any serious incident that has occurred in relation to the device should be reported to the manufacturer and the competent authority of
the Member State in which the user and/or patient is established. / Bbnrapcku: Bcekn cepro3eH MHUMAEHT, Bb3HMKHAM BbB Bpb3ka C
YCTPOWCTBOTO, TpsibBa Aa 6bae AoknaaBaH Ha NPOM3BOAWTENS Y KOMMNETEHTHUSI OpraH Ha AbpXKaBaTa-yneHka, B KOSTO e YCTaHOBEH
notpebutenst u / unu naunentsT. / Cesky: Jakykoli zavazny incident, ke kterému doslo v souvislosti se zaFizenim, by mél byt nahlagen
vyrobci a pfislusnému organu Elenského statu, ve kterém je usazen uzivatel nebo pacient. / Polski: Wszelkie powazne incydenty, ktére miaty
miejsce w zwigzku z wyrobem, nalezy zgtasza¢ producentowi i wiasciwemu organowi panstwa cztonkowskiego, w ktorym uzytkownik i/lub
pacjent ma siedzibe. / Le frangais: Tout incident grave survenu en relation avec le dispositif doit étre signalé au fabricant et a I'autorité
compétente de I'Etat membre dans lequel I'utilisateur et/ou le patient est établi. / Deutsch: Jeder schwerwiegende Vorfall, der im
Zusammenhang mit dem Produkt aufgetreten ist, sollte dem Hersteller und der zustandigen Behoérde des Mitgliedstaats gemeldet werden, in
dem der Benutzer und/oder der Patient ansassig ist. / EAAnvikd: OtroiodrmroTe coapd cupBdv €xel cupBei o€ oxéon Ye TN GUOKEUN TTPETTEI VOl
QAVOQEPETAI OTOV KATAOKEUAOTH KAl OTNV apuodia apxr Tou KPAToug HEAOUG OTO OTT0IO €ival EYKATEATNUEVOG O XPNOTNG 1 / Kal 0 acBevig. /
Magyar: Minden, az eszkbzzel kapcsolatban bekdvetkezett sulyos eseményt jelenteni kell a gyartonak és annak a tagallamnak az illetékes
hatédsaganak, amelyben a felhasznal6 kai / fj a paciens letelepedett. / Italiano: Qualsiasi incidente grave che si ¢ verificato in relazione al
dispositivo deve essere segnalato al produttore e all'autorita competente dello Stato membro in cui € stabilito I'utente e/o il paziente. / Latviski:
Par visiem nopietniem incidentiem, kas notikusi saistiba ar ierici, jazino raZzotajam un tas dalibvalsts kompetentajai iestadei, kura registréts
lietotajs un / fj pacients. / Slovensky: Akakolvek vazna udalost, ktora sa vyskytla v suvislosti s pomdckou, by mala byt nahlasena vyrobcovi a
prislusnému organu ¢lenského $tatu, v ktorom je uzivatel alebo pacient usadeny. / Lietuviy k.: Apie visus rimtus su prietaisu susijusius
incidentus reikia pranesti gamintojui ir valstybés narés, kurioje yra jsisteiges vartotojas ir (arba) pacientas, kompetentingai institucijai. /
Espanol: Cualquier incidente grave que se haya producido en relacién con el dispositivo debe notificarse al fabricante y a la autoridad
competente del Estado miembro en el que esté establecido el usuario y / o paciente. / Dansk: Enhver alvorlig haendelse, der har fundet sted i
forbindelse med enheden, skal rapporteres til producenten og den kompetente myndighed i den medlemsstat, hvor brugeren og / eller
patienten er etableret. / Nederlands: Elk ernstig incident met betrekking tot het hulpmiddel moet worden gemeld aan de fabrikant en de
bevoegde autoriteit van de lidstaat waar de gebruiker en/of patiént is gevestigd. / Hrvatski: Svaki ozbiljni incident koji se dogodio u vezi s
uredajem treba prijaviti proizvodacu i nadleznom tijelu drzave €lanice u kojoj korisnik i / i pacijent ima sjediste. / Svensk: Alla allvarliga
handelser som har intréffat i samband med enheten ska rapporteras till tillverkaren och den behériga myndigheten i den medlemsstat dar
anvandaren och / eller patienten ar etablerad. / Slovenséina: Vsak resen incident, ki se je zgodil v zvezi z napravo, je treba sporogiti
proizvajalcu in pristojnemu organu drzave €lanice, v kateri ima uporabnik in / i pacient sedez. / Turkish: Cihazla ilgili olarak meydana gelen
herhangi bir ciddi olay, ireticiye ve kullanicinin ve/veya hastanin yerlesik oldugu Uye Devletin yetkili makamina bildiriimelidir. / Norsk: Enhver
alvorlig hendelse som har oppstatt i forbindelse med utstyret skal rapporteres til produsenten og den kompetente myndigheten i
medlemsstaten der brukeren og/eller pasienten er etablert. / Portugués: Qualquer incidente grave ocorrido em relagao ao dispositivo deve ser
comunicado ao fabricante e a autoridade competente do Estado-Membro em que o utilizador e/ou paciente se encontra estabelecido. /
Romaéna: Orice incident grav care a avut loc Tn legatura cu dispozitivul trebuie raportat producatorului si autoritatii competente a statului

membru in care este stabilit utilizatorul si/sau pacientul. /AP X : A5 ZRFMARNTESHE - NIERE -
HNEFEBURBAPM/SBEREMERAENEENDETRG - / BRE : AMEHBICEEL TRELEERGRRIT,
HEXREBSUVHRAER LY / FREBEN’AET SMBEQEELBICHRE LG ITNERY FLA,

Cleaning and Disinfection
See Cleaning Method 5
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