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ENGLISH

INSTRUCTIONS

external male catheter is intended for collection of urine in males suffering from incontinence.
MEC and related accessories are compliant with Regulation (EU) 2017/745

Please read the instruction before using the product

Description:

The non-invasive non sterile, Male External Catheter, are intended for use to divert urine in male
patients with urinary incontinence. This catheter is only for external and single use. This product
contains Latex.

Intended Use:
This catheter is only for external and single use. Diverts urine from penis to extension tubing and
urinary collection bags.

Indications for use:
Male external Catheters (MEC) is intended to be designed to safely conduct urine through funnel
tube, keeping fluid pathway open.

Applying the Catheter:

1. Clean and dry the penis, trimming excess pubic hair.

2. Hold the catheter away from the head of the penis approx. 2 cm. away from the head of the
pennis.

3. Gently unroll the catheter along the length of the penis.

4. Secure the catheter can be done by using adhesive strip or the reusable catheter fixing strap to
prevent slippage of the catheter.

5. Make sure that the adhesive strip or reusable catheter fixing strap is not applied too tightly to
avoid constriction of circulation.

6. Attach the urine bag to the catheter.

Removal of the catheter

1. Disconnect the catheter from the urine bag.

2. Gently unroll the catheter away from the pennis.

Warning:

¢ Male External Catheter is made of medical grade natural latex. Do not use the product if you
are sensitive to latex. In case of suspected latex sensitivity stop using the catheter and refer to
your doctor.

¢ Do not reuse the catheter.

¢ The Catheter must be Changed every 12 to 24 hours.

Use limitations:

Check Whether the package is in good condition before use, and confirm the package mark, pro-
duction batch number or production date, and use within the validity period.

Recommendation:
* Do not apply the adhesive strip or reusable catheter fixing strap too tightly, to avoid circulation
restriction.

Storage conditions:

* Before use, please store the device in the original packaging away from contaminated areas,
dust, sunlight, excessive moisture and temperature and damaging chemicals. The product shall be
stored in a ventilated, dry room away from heat source and free of corrosive gas. Always inspect
product and conduct a user seal check before use as specified in the user instructions.

All serious accidents concerning the medical device supplied by us must be reported to the man-
ufacturer and competent authority of the member state where your registered office is located.

GIMA WARRANTY TERMS
The Gima 12-month standard B2B warranty applies.



IT - Data di fabbricazione GB - Date of manufacture FR- Date de fabrication
ES - Fecha de fabricacién PT - Data de fabrico DE - Herstellungsdatum
GR - Huepopnvia mapaywyng PL - Data produkcj CZ - Datum vyroby SE
- Tillverkningsdatum FI - Valmistuspaivdamaara RO - Data fabricatiei NL-
Productiedatum HU - Gyartas datuma BG - Fabrikationsdato

IT - Fabbricante GB - Manufacturer FR - Fabricant ES - Fabricante PT -
Fabricante DE - Hersteller GR - Mapaywydg PL-Producent CZ- Vyrobce
SE - Tillverkare FI-Valmistaja RO - Producdtor NL- Fabrikant HU - Gyarto
BG - Fabrikant

IT - Conservare al riparo dalla luce solare GB - Keep away from sunlight FR
- A conserver a I'abri de la lumiére du soleil ES - Conservar al amparo de la
luz solar PT - Guardar ao abrigo da luz solar DE - Vor Sonneneinstrahlung
geschiitzt lagern GR - Kpatrjote to pakpld and nAaknh aktwoBoAia PL -
Przechowywac z dala od $wiatta stonecznego CZ - Skladujte mimo slune¢ni
svétlo SE - Skyddas fran solljus FI - S3ilyta auringonvalolta suojassa RO-A
se pastra ferit de razele soarelui NL - Afgeschermd van zonlicht opslaan
HU - Napfénytél védve tarolandd BG - Ma ikke udsaettes for sollys

IT - Conservare in luogo fresco ed asciutto GB - Keep ina cool, dry place FR
- A conserver dans un endroit frais et sec ES - Conservar en un lugar fresco
y seco PT- Armazenar em local fresco e seco DE - An einem kiihlen und
trockenen Ort lagern GR - Alatnpeital oe 5pooepo Kat oteyvo eptBaAlov
PL - Przechowywac¢ w suchym miejscu CZ - Skladujte na vétraném a suchém
misté SE - Forvara pd svalt och torrt stélle FI - Sailyta kuivassa ja viiledssa
RO - A se pastra intr-un loc rdcoros si uscat NL - Koel en droog opslaan HU
- Szaraz, hiivos helyen tarolandé BG - Opbevares kgligt og tert

IT - Contenuto o presenza di lattice naturale GB - Contains or presence
of natural rubber latex FR - Contient ou présence de latex de caoutchouc
naturel ES - Contiene o presencia de latex de caucho natural PT - Contém
ou presenca de latex de borracha natural DE - Enthdlt oder Anwesenheit
von Naturlatex GR - Mepléxet f mepléxel Aaté€ duokol kaoutoouk PL -
Zawartosc¢ lub obecnosé¢ naturalnego lateksu CZ - Obsah nebo pfitomnost
pfirodniho latexu  SE - Innehaller spar av naturligt latexgummi  FI -
Luonnonlateksin sisalto tai merkit RO - Continut sau prezentd de latex din
cauciuc natural NL - Bevat of aanwezigheid van natuurlijke latex HU -
Természetes latex tartalom vagy jelenlét BG - CbabpiKaHue uau Haanuve
Ha ecTecTBEH laTeKc

IT - Importato da GB - Imported by FR - Importé par ES - Importado
por PT - Importado por DE - Eingefiihrt von GR - Etoaywyr ard  PL
- Importowane przez CZ - Dovezeno uZivatelem SE - Importerad av Fl
-Tuoja RO - Importat de NL - Geimporteerd door HU - Importélta BG
- Importeret af

IT - Attenzione: Leggere e seguire attentamente le istruzioni (avvertenze)
per 'uso GB - Caution: read instructions (warnings) carefully FR -
Attention: lisez attentivement les instructions (avertissements) ES -
Precaucion: lea las instrucciones (advertencias) cuidadosamente PT
- Cuidado: leia as instrugdes (avisos) cuidadosamente  DE - Achtung:
Anweisungen (Warnungen) sorgfiltig lesen  GR - Mpoooxn: Stapdote
T(POOEKTIKA TIG 08nyieg (evotdoel) PL - Ostrzezenie - Zobacz instrukcje
obstugi  CZ - Pozor: Peclivé si prectéte a dodrzujte pokyny (varovani) k
pouziti SE - Varsamhet: |ds anvisningarna (varningar) noga Fl - Huomio:
Lue kdyttdohjeet (varoitukset) ja noudata niitd huolellisesti RO - Atentie:
Cititi si respectati cu atentie instructiunile (avertismentele) de utilizare NL-
Opgelet: Lees en volg aandachtig de gebruiksaanwijzing (waarschuwingen)
HU - Figyelem: Figyelmesen olvassa el és kdvesse a haszndlati utasitdsokat
(figyelmeztetéseket) BG - Forsigtig: Lees instruktioner (advarsler)
omhyggeligt

IT - Leggere le istruzioni per 'uso  GB - Consult instructions for use FR -
Consulter les instructions d’utilisation ES - Consultar las instrucciones de
uso PT-Consulte asinstrugdes de uso DE - Gebrauchsanweisung beachten
GR - AlaBdote mpooeXTkA TIG 0dnyieg xpriong  PL - Przeczytaj instrukcje
uzytkowania CZ - PreCtéte si navod k pouZiti SE - Las bruksanvisningen
FI - Lue kdyttdohjeet RO - Cititi instructiunile de utilizare NL - Lees de
gebruiksaanwijzing HU - Olvassa el a haszndlati utasitasokat BG - Se
brugsvejledningen
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IT - Non sterile GB - Non-sterile FR - Pas stérile ES - No estéril PT - Ndo
estéril DE - nicht steril  GR - 0xt anootelpwpévo  PL - Nie sterylne CZ -
Nesterilni  SE - Ej steril Fl - Ei-steriili RO - Nesteril NL - Niet steriel HU
- Nem steril BG - HectepuneH

IT - Numero di lotto GB - Lot number FR-Numéro de lot ES-Numero de
lote PT- NUmero de lote DE - Chargennummer GR - AptOpog naptidag
PL - Kod partii €Z - Cislo $arze SE - Satsnummer FI - Erdinumero RO -
Numar de lot NL - Partijnummer HU - Tételszam BG - Batchnummer

IT - Codice prodotto GB - Product code FR - Code produit ES - Cédigo
producto PT-Cddigo produto DE - Erzeugniscode GR - Kw&kog poidvtog
PL - Numer katalogowy C€Z - Kdd vyrobku SE - Produktkod FI - Tuotekoodi
RO - Cod produs NL - Productcode HU - Termékkéd  BG - Produktkode

=[]

IT - Rappresentante autorizzato nella Comunita europea GB - Authorized
representative in the European community FR - Représentant autorisé
dans la Communauté européenne  ES - Representante autorizado en la
Comunidad Europea PT - Representante autorizado na Unido Europeia DE
- Autorisierter Vertreter in der EG GR - E§ouclo80tnpévog avtutpoowrnog
otnv Eupwnaiki Evwon PL - Upowazniony przedstawiciel we Wspdlnocie
Europejskiej CZ - Zplnomocnény zastupce v Evropském spolecenstvi SE
- Auktoriserad representant i Europeiska gemenskapen Fl - Valtuutettu
edustaja Euroopan yhteisossa RO - Reprezentant autorizat pe teritoriul
Comunitdtii Europene NL - Bevoegde vertegenwoordiger in de Europese
Gemeenschap HU - Meghatalmazott képvisel6 az Eurdpai Kozosségben
BG - Autoriseret repraesentant i det Europaeiske Faellesskab

IT - Dispositivo medico GB - Medical Device FR - Dispositif médical ES
- Producto sanitario PT - Dispositivo médico DE - Medizinprodukt GR
- latpotexvoloyikd mpoidv  PL - Wyréb medyczny  CZ - Zdravotnicky
prostfedek SE - Medicinteknisk produkt FI - Ladkinnallinen laite RO -
Dispozitiv medical NL - Medisch hulpmiddel HU - Orvostechnikai eszkoz
BG - Medicinsk udstyr

IT - Dispositivo monouso, non riutilizzare GB - Disposable device, do not
re-use FR - Dispositif pour usage unique, ne pas réutiliser ES - Dispositivo
monouso, no reutilizable PT - Dispositivo descartavel, ndo reutilizar DE
- Fur einmaligen Gebrauch, nicht wiederverwenden GR - Mpoidv pag
XPAOEWG. Mnv to xpnowponoteitatl ek véou PL - Jedno urzadzenie, nie
uzywaj ponownie CZ - Jednorazovy prostiedek, nepouZivejte opakované
SE - Engangsanordning, far ej dteranvandas Fl - Kertakayttdinen laite, ei
saa kayttad uudelleen Sl - Za enkratno uporabo, ne uporabiti ponovno SK
- Zariadenie na jedno pouZitie, nepouzivajte opakovane RO - Dispozitiv
de unica folosintd, a nu se refolosi NL - Voor eenmalig gebruik, niet
hergebruiken HU - Eldobhaté eszkdz, ne hasznalja Ujra BG - Engangsenhed,
ma ikke genbruges

IT - Data di scadenza GB - Expiration date FR - Date d’échéance ES
- Fecha de caducidad PT - Data de validade DE - Ablaufdatum GR -
Huepopnvia Aféewg PL - Data waznosci CZ - Datum ukonéeni platnosti SE
- Utgédngsdatum FI - Viimeinen voimassaolopdivd RO - Valabil pana la data
de NL-Vervaldatum HU - Lejarati datum BG - UdIgbsdato
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IT - Dispositivo medico conforme al regolamento (UE) 2017/745 GB -
Medical Device compliant with Regulation (EU) 2017/745 FR - Dispositif
meédical conforme au réglement (UE) 2017/745 ES - Producto sanitario
conforme con el reglamento (UE) 2017/745 PT - Dispositivo médico em
conformidade com a regulamento (UE) 2017/745 DE - Medizinprodukt
im Sinne der Verordnung (EU) 2017/745 GR - latpk cuokeur cUpdwva
pe tnv KANONIZMOS (EE) 2017/745 PL - Wyréb medyczny zgodny z
Rozporzadzenie (UE) 2017/745 CZ - Zdravotnicky prostiedek v souladu
s nafizenim (EU) & 2017/745  SE - Den medicintekniska produkten
Overensstimmer med férordning (EU) 2017/745  FI - Laakinnallinen
laite, joka vastaa asetusta (EU) 2017/745 RO - Dispozitiv medical
conform regulamentului (UE) 2017/745 NL - Medisch hulpmiddel in
overeenstemming met verordening (EU) 2017/745 HU - A 2017/745/
EU rendeletnek megfelelé orvostechnikai eszkéz BG - Medicinsk udstyr i
overensstemmelse med forordning (EU) 2017/745




