PROFESSIONAL MEDICAL PRODUCTS

STRUMENTARIO CHIRURGICO STERILE
STERILE SURGICAL INSTRUMENTS
INSTRUMENTS DE CHIRURGIE STERILE
INSTRUMENTOS QUIRURGICOS ESTERIL
STERILE CHIRURGISCHE INSTRUMENTE
INSTRUMENTAL CIRURGICO ESTERILIZADO
STERYLNE NARZEDZIA CHIRURGICZNE
STERIL SEBESZETI ESZKOZOK

STERIELE CHIRURGISCHE INSTRUMENTEN
STERILA KIRURGISKA INSTRUMENT
AMNOZTEIPOMENA XEIPOYPI'IKA EPTAAEIA
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Manuale d’uso - User manual - Manuel de I'utilisateur
Guia de uso - Gebrauchs- und instandhaltungsanleitung
Guia para utilizagao - Instrukcja obstugi - Hasznalati
utasitas - Gebruikershandleiding - Anvandarhandbok
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Products

Sterile surgical instruments:

« Straight scissors, Lister Bandage Scissors, Magill Catheter

Introducing Forceps, Hartmann Alligator Forceps: Medical de-

vice Directive 93/42 EEC and subsequent amendments to, or

revisions of (2007/47 EEC), class | sterile devices, Annex IX.

Mayo Dissecting Scissors, Metzenbaum Dissecting Scissors,

Iris Scissors, Umbilical Scissors, Dressing Forceps, Hunt-

er Splinter Dressing Forceps, Adson Haemostatic Forceps,

Mcindoe Dissecting Forceps, Pean Forceps, Spencer Wells

Forceps, Halstead-Mosquito Haemostatic Forceps, Foerster

Sponge Holding Forceps, Hegar-Mayo Needle Holder, Crile-

Wood Needle Holder, Bellucci Otology Surgery Scissors, Su-

ture kit: Medical device Directive 93/42 EEC and subsequent

amendments to, or revisions thereof (2007/47 EEC), class lla,

Annex IX.

Instructions

Sterile surgical instrumentation includes various types of devic-

es which have different uses according to their shape and size.

They can be summarised as follows:

1. To cut threads, dressing, hair, etc.

2. To cut tight bandages

3. To grasp and position tracheal cannulas in the patient’s tra-
chea

4. To remove foreign objects from the ear

5. To cut hard tissue

6. To separate the anterior and posterior chambers of the eye
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. To cut the umbilical cord
. To retract, grasp or dissect tissues during surgical proce-

dures. To maintain and position dressings, pads, to remove
dressings, pads and tissues; to insert/ablate foreign bodies

9. To maintain and position dressings, pads, to remove dress-
ings, pads and tissues; to insert/ablate foreign bodies

10. To hold tissues/arteries/blood vessels in place during surgi-
cal procedures

11. To hold sponges and pads in place

12. To hold and move the needle through the tissue during sutu-
ring

Storage

Store the surgical instruments in a cool, dry place.

Avoid impact which may damage the cutting edges.

Warnings

The disposable components supplied sterile, do not require

further washing and sterilisation operations before use. Should

the packaging be damaged, thereby compromising the sterility

of the devices, or should the sterility expiry date be exceeded,

the packaging including the enclosed components must be dis-

posed of according to normal hospital procedures in a dispos-

able container for hazardous infectious health waste intended

for the incinerator by order of Presidential Decree 254/03 and

subsequent amendments.

Reuse of the disposable device is prohibited. Reuse of the de-

vices may compromise the characteristics of the material, result

in the failure of the device and on different patients may cause

serious infection.

Materials

All components have been manufactured using materials which

comply with the current national or international regulations ap-

plicable to such devices.

In particular, the materials which come into contact with the pa-

tient are made of AISI 420 steel compliant with ASTM F899-09.

Sterilisation

The surgical instruments are supplied sterile (gamma ray sterili-

sation) as indicated by the symbol on the label, which also indi-

cates the expiry date and that it is disposable.

Disclaimer: GIMA S.P.A. is not responsible for any direct, indirect

and/or incidental damage resulting from the use of the device,

whether this derives from the lack of control of its functionality,

sterilisation or validity, from the surgery or from the non-compli-

ance with the above-mentioned Instructions for Use.



IT - Codice prodotto

GB - Product code

FR - Code produit

ES - Cddigo producto

DE - Erzeugniscode

PT - Cédigo produto

PL - Numer katalogowy

HU - Termékszam / cikkszam
NL - Productcode/Art. nr.

SE - Produktreferens/Art. Nr.
GR - KwdIkég TpoiévTog
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IT - Numero di lotto
GB - Lot Number
FR - Numéro de lot
ES - Numero de lote
DE - Chargennummer
PT - Nimero de lote
PL - Kod partii
HU - Tételszam / gyartasi szam
NL - Partijnummer/Batchnummer
SE - Partinummer/batchnummer
GR - ApiBudg maprtidag
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IT - Conservare in luogo fresco ed asciutto

GB - Keep in a cool, dry place

FR - A conserver dans un endroit frais et sec
ES - Conservar en un lugar fresco y seco

DE - An einem kiihlen und trockenen Ort lagern
PT - Armazenar em local fresco e seco

PL - Przechowywac¢ w suchym miejscu

HU - Tartsa szarazon!

NL - Droog bewaren

SE - Forvaras torrt

GR - Alatnpeital og dpooepo Kal oTeyvo TrePIBAAAOV
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IT - Data di scadenza

GB - Expiration date

FR - Date d'échéance

ES - Fecha de caducidad

DE - Ablaufdatum

PT - Data de validade

PL - Uzy¢ przed / data waznosci

HU - Felhasznélhatésagi / lejarati idd

NL - Te gebruiken voor / Vervaldatum

SE - Sista forbrukningsdag/utgangsdatum
GR - Hugpopnvia Afgewg (BAéTre ouokeuaaia/
oakouAdki) Huepounvia Aqgewg
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IT - Conservare al riparo dalla luce solare

GB - Keep away from sunlight

FR - A conserver a 'abri de la lumiére du soleil
ES - Conservar al amparo de la luz solar

DE - Vor Sonneneinstrahlung geschiitzt lagern
PT - Guardar ao abrigo da luz solar

PL - Przechowywac¢ z dala od $wiatta stonecznego
HU - Napfénytdl tartsa tavol.

NL - Bescherm tegen zonlicht

SE - Skyddas fran solljus

GR - KpatoTe 10 pakpid atrd nAakr akTivoBoAia
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IT - Non ri-sterilizzare GB - Do not resterilize

FR - Ne pas restériliser ES - No reesterilizar

DE - Nicht resterilisieren PT - Nao reesterilize

PL - Nie sterylizuj ponownie HU - Ujra sterilizalni tilos!
NL - Niet hersteriliseren SE - Atersterilisera inte

GR - Mnv amooTelpiveTe

2aa5 Y- AR

IT - Fabbricante

GB - Manufacturer

FR - Fabricant

ES - Fabricante

DE - Hersteller

PT - Fabricante

PL - Producent

HU - Gyarto

NL - Geproduceerd door

SE - Tillverkad av

GR - Mapaywyog
Aniead) 38 301 AR

IT - Dispositivo monouso, non riutilizzare

GB - Dispositif pour usage unique, ne pas réutiliser
FR - Ne pas réutiliser ES - Dispositivo monouso,

no reutilizable DE - Fiir einmaligen Gebrauch, nicht
wiederverwenden PT - Dispositivo descartavel, ndo
reutilizar PL - Jedno urzadzenie, nie uzywaj ponownie
HU - Ujrahasznalni tilos! NL - Niet hergebruiken

SE - Ateranvénd ej GR - Mpoi6v piag xproewg. Mnv 1o
XpnoipoTrolgital €K VEou
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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 - Precaucioén: lea las instrucciones (advertencias)
cuidadosamente
DE - Achtung: Anweisungen (Warings) sorgfaltig lesen
PT - Cuidado: leia as instrugdes (avisos) cuidadosa-
mente
PL - Ostrzezenie — Zobacz instrukcje obstugi
HU - Figyelem / figyelmeztetés (Hasznalat el6tt olvassa
el az Gtmutatét!)
NL - Opgelet / Waarschuwing (Lees IFU voorafgaand
aan gebruik)
nainte de utilizare)
SE - Viktigt/Varning (las bruksanvisningen fore
anvandning)
GR - Mpoooyr: dlaBaoTe TIPOTEKTIKA TIG 03NYieg
(evoTdoeig)
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Cce

IT - Dispositivo medico conforme alla

Direttiva 93/42/CEE

GB - Medical Device complies with Directive 93/42/EEC
FR - Dispositif médical conforme a la directive

93/42 | CEE

ES - Dispositivo médico segun a la Directiva

93/42 | CEE

DE - Medizinprodukt geman Richtlinie 93/42/CEE

PT - Dispositivo médico em conformidade

com a Diretiva 93/42/CEE

PL - Wyréb medyczny zgodny z dyrektywg 93/42 / CEE
HU - Orvosi eszkéz a 93/42 / EGK iranyelvnek
megfeleléen

NL - Medisch hulpmiddel in overeenstemming

met Richtlijn 93/42 / EEG

RO - Dispozitiv medical in conformitate

cu Directiva 93/42 / CEE

SE - Medicinsk utrustning enligt direktiv 93/42 / EEG
GR - latpikr) ouokeun oUp@uwva Pe Tnv odnyia 93/42 / CEE

CEE/93/42 dprgill po 331522 (ob g - AR

IT - Leggere le istruzioni per 'uso

GB - Please read instructions carefully
FR - Consulter les instructions d'utilisation
ES - Consultar las instrucciones de uso
DE - Gebrauchsanweisung beachten

PT - Consulte as instrugoes de uso

PL - Przeczytaj instrukcje uzytkowania
HU - Nézzen uténa az Gtmutatoban

NL - Raadpleeg de IFU

SE - Konsultera bruksanvisningen

GR - AiaBdoTe TTPOOEXTIKE TIG 0BNYiEG XProng

ALYl Clades o a4y T - AR

[STERILE[R]

IT - Sterilizzato per irradiazione

GB - Sterilized using irradiation

FR - Stérilisé par irradiation

ES - Esterilizado por irradiacion

DE - Durch Bestrahlung steril gemacht
PT - Esterilizado por irradiagéao

PL - Sterylizowane przez napromieniowanie
HU - Gamma-sugarzassal sterilizalt

NL - Gesteriliseerd met gammastraling
SE - Steriliserad med gammastralning
GR - AmooTelpwpévo péow akTivoBoAiag

sl Gyl e lgasdial - AR

IT - Non utilizzare se I'imballaggio & danneggiato
GB - Don't use if package is damaged

FR - Ne pas utiliser si le colis est endommagé

ES - No usar si el paquete esta danado

DE - Nicht verwenden, wenn das Paket beschadigt ist
PT - N&o use se o pacote estiver danificado

PL - Nie uzywac, jesli opakowanie jest uszkodzone
HU - Ne haszndlja, ha a csomagolas sériilt.

NL - Gebruik het product niet als de verpakking
beschadigd is

SE - Anvand inte om férpackningen &r skadad

GR - MnVv 10 XpNOIOTIOIEITE AV N CUTKEUATIia gival

IT - Rappresentante autorizzato nel Regno Unito

GB - Authorized Representative in the UK

FR - Représentant autorisé au Royaume-Uni

ES - Representante autorizado en el Reino Unido
DE - Autorisierter Vertreter im Vereinigten Kénigreich
PT - Representante autorizado no Reino Unido

PL - Autoryzowany Przedstawiciel w Wielkiej Brytanii
HU - Meghatalmazott képviselé az Egyesiilt Kiralysagban
NL - Geautoriseerde vertegenwoordiger in het VK
SE - Auktoriserad representant i Storbritannien

GR - E¢ouaiodoTnpévog AvTiipéowTrog o1o H.B

Bl dShen] Iém.-.d" | Jiowt! - AR
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IT - Rappresentante autorizzato in Svizzera

GB - Authorized Representative in Swiss

FR - Représentant autorisé au Suisse

ES - Representante autorizado en Suizo

DE - Autorisierter Vertreter im Schweizer

PT - Representante autorizado no Suigo

PL - Autoryzowany Przedstawiciel w Szwajcarski
HU - Meghatalmazott képviselé az Svajci

NL - Gemachtigde vertegenwoordiger in Zwitserland

KaTeaTPaUpEV SE - Auktoriserad representant i Schweiziska
fu)';]\ [EPANN & PREG V.AR GR - E€0UG1050TPEVOG AVTITIPOOWTIOE GT0 EABETOC
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Gima S.p.A.

Via Marconi, 1 - 20060 Gessate (M) Italy
gima@gimaitaly.com - export@gimaitaly.com
www.gimaitaly.com
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