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PROFESSIONAL MEDICAL PRODUCTS

LAME GOUGE IN CARBONIO
CARBON GOUGE BLADES

LAMES GOUGE EN ACIER AU CARBONE

CUCHILLAS DE GUBIA DE CARBONO

SKALPELL-KLINGEN AUS KARBON

LAMINAS DE GOIVA DE CARBONO

SKALPELE ZE STALI WEGLOWEJ

SZENACEL PEDIKURPENGEK
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SKALPELLBLADER | KARBONSTAL

KOOLSTOFSTAAL GUTSMESJES

LAME DALTA DIN OTEL CARBON

KOLFIBERBLAD .
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d’uso - User | - Manuel de I'utilisateur - Guia de uso
Gebrauchs- und instandhaltungsanleitung - Guia para utilizagdo
Instrukcja obstugi - | alati itas - Kéyttoohje - Korisnicki Priruénik
Brukerhandbok - Gebruikershandleiding - Manual De Utilizare
Anvéndarhandbok - PykosoacTeo Monb3osatens - PbkoBoacTeo 3a
MoTpe6utens - OBnyieg XPAONG - duls Wy Jlatdiws/ ula

ENGLISH

PRODUCT

Surgical Blade (Sterile )

(Carbon Steel and Stainless Steel)

Sterilized by Gamma radiation of minimum 25 kGy and not more than 32 kGy
(2.5 M Rads to 3.2 M.Rads)

MATERIALS USED

Stainless Steel, Carbon Steel

INDICATIONS

- Dissection Incision.

- Different size for different thickness of tissue & sight.
- Removal of extra tissue from operating area.

CONTRAINDICATIONS

- Re-used of blades can work as carrier for communicable disease to patient and/or user.

- Adverse event may be happen if blades are used after expiry date as expiry date of product
is expiry date of sterility.

INSTRUCTIONS FOR USE

- Select proper type and size of Blade as per the sight, always use bigger size for thick tissue
and smaller for fine soft tissue.

- After selection clean the sight with proper disinfectant

- Check the package of blade for its intactness, check expiry date of the blade and then remove
blade from package.

- Blade has to attached on corresponding pre sterile B P handle as per the size slot and check
that handle is well fixed in the slot of blade.

- with grip on metal handle choose the sight for incision.

- Incision has to place as per the desired length preferably measured and marked.

WARNINGS
- Read instruction for use
- The product should be used only by a qualified surgeon, Doctor or paramedic.

- Before use always check integrity of product and packing along with expiry date.

- For single use only, If re-used this can work as carrier for communicable disease, HIV,
Hepatitis, contagious dieses, undue diseases to patient and/or user.

- Use product immediately after opening the pack.

- GIMA is not responsible for any possible consequences resulting from improper use.

- GIMA do not hold any responsibility if device re-used or re-sterile.

- Sterility of product is not guaranteed if packet is broken/torn.

- Re-sterilization and re-use of blade cause to change in mechanical properties and material used.

- Re-sterilization and re-use of blade may not meet the intended use as blade may be blunt.

STORAGE CONDITION

- Keep away from direct sun light.

- Keep away from rain

- Storage temperature should be 10 to 40 degree celcius

- Humidity of storage area should be 35% RH to 65% RH.

- Keep away from children.

- Store in cool and dry place.

DISPOSAL OF USED POUCH AND BLADES

- After use, pieces and pouches shall be disposed off in compliance with the local regulatory
requirement of handling medical waste.

PRECAUTIONS

- Always open the pouch from peel apart direction to avoid injury.

- Devices are extremely sharp, use care while handling .

- Care must be taken so that the pouch is not opened in an unsterile area otherwise the blade
which has already been sterilized by Gamma radiation will become unsterile. Proper proce-
dures must be used as applicable for handling any sterile product.

- Care must be taken during disposal of device to avoid any contact or injury due to the sharp
nature of the device.

- Proper care must be taken while choosing the right blade for the right handle to avoid any
injury or accident.

- In case of changes in the performance of device for intended use replace the defective device
by new to full fill the required application

DAMAGED PRODUCT RETURN

- Damaged product should be return immediately to the source from where it is purchased.

Leggere e seguire attentamente le istruzioni per I'uso - Caution/ Read
instructions carefully - Lire et suivre attentivement la notice - Leer y
seguir atentamente las instrucciones de uso - Gebrauchsanweisung
sorgféltig lesen und befolgen - Ler e seguir atentamente as instrugdes
de uso - Przestroga/ Ostrzezenie (przed uzyciem nalezy przeczytac in-
strukcje uzytkowania) - Przestroga/ Ostrzezenie (przed uzyciem nalezy
przeczytac instrukcje uzytkowania) - Figyelem / figyelmeztetés (Hasznalat
el6tt olvassa el az Utmutatot!) - Turvallisuusohje/varoitus (lue kayttéohjeet
ennen kayttod) - Oprez / Upozorenje (Prije uporabe procitajte upute za
uporabu) - Advarsel (Les instruksjoner for bruk) - Opgelet / Waarschuwing
(Lees IFU voorafgaand aan gebruik) - Atentie/ Avertizare (Cititi IDU in-
ainte de utilizare) - Viktigt/Varning (las bruksanvisningen fére anvéndn-
ing) - BHumaHve! (Mepepn vcnonb3oBaHvem 06A3aTENbHO NpounTaiiTe
WHCTPYKUMIO MO NpuMeHeHnio) - Buumanue/ [Mpepynpexnexune
(MpoyeTeTe NHCTpyKLvK 3a YnoTpeba npeav ynotpeba) - AlaBacte kat
aKOAOUBNOTE MPOCEXTIKA TIG 08NYieg XpRONg
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Codice prodotto - Product code - Code produit - Codigo producto - Er-
zeugniscode - Codigo produto - Nr referencyjny produktu/ artykutu - Ter-
mékszam / cikkszdm - Tuoteviite/tuotteen nro - Referenca proizvoda/Art.

Br. - Proc Art. Nei. - Prc /Art. nr. - Referinta produ-
sului/Art. Nr. - Produktreferens/Art. Nr. - HaumeHoBaHue ToBapa/ApT. Ne
- Cnpaeka 3a npoaykT/ApT. No “ S
Kwd1kog mpoidvtog Q I J}S

Non riutilizzare - Do Not Reuse - Ne pas réutiliser - No reu ble - Nicht
wiederverwenden - N&o reutilizar - Nie uzywaé ponownie ahasznalni
tilos! - Ei saa kayttdé uudelleen - Nemojte ponovno koristiti - Kan ikke
gjenbrukes - Niet hergebruiken - Nu reutilizati - Ateranvénd ej - [ina
0/IHOPa30BOrO MPUMEHEHWA - He n3nonssaiiTe MoBTOpHO - Mnv To
£TIAVAXPNOIUOTOLE(TE
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Numero di lotto - Lot Number - Numéro de lot - Namero de lote - Chargen-
nummer - Namero de lote - Numer partii/numer serii - Tételszam / gyartasi
szam - Eranumero - Broj lota/broj serije - Produksjonsserie - Partijnum-
mer/Batchnummer - Numar lot/Numar serie - Partinummer/batchnummer
- Homep naptuu / Cepus - Maptuna Homep/MaptuaeH Homep - Aptopog
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Data di fabbricazione - Date of Manufacturing - Date de fabrication - Fe-
cha de fabricacion - Herstell m - Data de fabrico - Data produkcji
- Gyartas ideje - Valmistuspai - Datum proizvodnje - Produksjon-
sdato - Productiedatum - Data fabricatiei - Tillverkningsdatum - [ata

n3rotosneHusa - [lata Ha MNponasoacTso e e e
Hpepopnvia napaywyng Q._umﬂ\ @JL:

Data di scadenza - Use By / Expiry Date - A utiliser avant le / Date
de péremption - Uso por / Fecha de Caducidad - Verwendbar bis /
Ablufdtum - Usar até/data de expiragdo - Uzy¢ przed / data waznosci
- Felhasznalhatosagi / lejérati id6 - Viimeinen kayttopaiva/vimeinen voi-
massaolopaivdméaara - Upotrijebi po / datumu isteka - M& brukes innen
/ Utlepsdato - Te gebruiken voor / Vervaldatum - Utilizati pana la data
de expirare - Sista forbrukningsdag/utgangsdatum - Vicnons3osate o /
FoaeH Ao - Uanonssaiite go / Cpok Ha MogHocT - Huepounvia Mgewg
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STERILE|R

Sterilizzato con raggi gamma - Sterilized by gamma radiation - Stérilisé
par rayonnement gamma - Esterilizado por irradiacion - Durch Gamma-
strahlung sterilisiert - Esterilizado por radiagdo gama - Sterylizowano za
pomocg romieniowania gamma - Gamma-sugarzassal sterilizalt - Steri-
loitu ¢ ateilylla - Sterilizirano gama zraenjem - Sterilisert med

gammastraling - Gesteriliseerd met gammastraling - Sterilizat prin radiatii
gamma - Steriliserad med gammastralning - VIHCTpyMeHT cTepunu3oBaH

0301 T y - Crep p C rama pagvauuA -
AmooTelpwpEVO HEOW aKTIVOBOAIAg - Lele dails a8

Rappresentante autorizzato nella Comunita europea - Authorized repre-
sentative in the European community - Représentant Agréé Européen
- Representante Europeo Autorizado - Européischer Bevollméchtigter -
Representante autorizado na Unido Europeia - Autoryzowany przedstawi-
ciel w Europie - Eurépai meghatalmazott képviselet - Valtuutettu edustaja
Euroopassa - Ovlasteni predstavnik za Europu - Autorisert europeisk re-
presentant - Gemachtigde Europese Vertegenwoordiger - Reprezentant
autorizat european - Auktoriserad europeisk representant - EBponeiickuit
YMONHOMOYEHHBI  NpeacTasuTens -  OTopuanpad  EBponeiicku
Mpepacraeuten - EEoUc1030TNpEVOG AVTINPOOWTIOG Eupdrmg
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Fabbricante - Manufacturer - Fabricant - Fabricante - Hersteller - Fabri-
cante - Wyprodukowano przez - Gyarté - Valmistaja - Proizveo - Produ-
sert av - Geproduceerd door - Produs de - Tillverkad av - /arotoBneHo

- MpowuaseaeH oT - MNapaywyog .. “ AS :-S\

Non risterilizzare - Do not resterilize - Ne pas re-stériliser - No vuelva a
esterilizar - Nicht erneut sterilisieren - Nie sterylizowa¢ ponownie - Ujra
sterilizalni tilos! - Ei saa steriloida uudelleen - Nemojte ponovo sterilizirati
- Kan ikke resteriliseres - Niet hersteriliseren - Nu resterilizati - Atersterilis-
era inte - He cTepunnaoBath NOBTOPHO - He cTepunuanpaiite noBTOPHO

- Mnv €MavanooTelp@veTe 4“;‘5’_1 mb! ?M ey

Conservare in luogo fresco ed asciutto - Keep in a cool, dry place - A con-
server dans un endroit frais et sec. - Conservar en un lugar fresco y seco
- An einem kiihlen und trockenen Ort lagern - Armazenar em local fresco e
seco - Przechowywac w suchym miejscu - Tartsa szérazon! - Pida kuivana
- Pohraniti na suhom - Ma oppbevares tort - Droog bewaren - Pastrati in
loc uscat - Férvaras torrt - XpaHuts B cyxom mMecTe - CbxpaHABanTe Ha
Cyx0 MACTO - AlaTnpeitat oe dpoaepod Kal oTeyvod mepBArov

cala g )k Ol 8 Jaeny

/,
o
\

[ >\
7

Conservare al riparo dalla luce solare - Keep away from sunlight - A con-
server a I'abri de la lumiéere du soleil - Conservar al amparo de la luz solar
- Vor Sonneneinstrahlung geschiitzt lagern - Guardar ao abrigo da luz
solar - Trzymac z dala od $wiatta fonecznego - Napfénytdl tartsa tavol. -
Pida kaukana auringonvalosta - DrZite zaticeno od suncevog svjetla - Ma
oppbevares pa avstand fra sollys - Bescherm tegen zonlicht - A se pastra
ferit de lumina soarelui - Skyddas fran solljus - Bepedb OT nonagaxua
CONMHeuHbIX Ny4elt - CbxpaHABaiiTe Aaney oT CAbHYeBa CBETNMHA -
KpathoTe To pakpld and nAlakn aktivoBoAia
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Limite umidita - Moisture limitation - Limites d’humidité - Limitacién de hu-
medad - Feuchtigkeitseinschrankung - Limitagédo de humidade - Ogranic-
zenie wilgoci - Paratartalom korlatozas - Kosteuden rajoitus - Ogranicenje
vlage - Luftfuktighetsgrense - Dremp je vochtigheid - Limitarea
umiditatii - Gransvarde for fuktighetshalt - Orpannienna snaxHocTu -

OrpaHuyeHuA Ha Bnararta - 4 a
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Limite temperatura - Temperature limitation - Limites de température
- Limitaciones de temperatura - Temperatureinschrankung - Limitagao
de temperatura - Ograniczenie temperatury - Hémérséklet korlatozas
- Lampétilan rajoitus - Ogranicenje temperature - Temperaturgrense -
Drempelwaarde temperatuur - Limitarea temperaturii - Gransvarde for
temperatur - OrpaHuyeHnA TemnepaTypbl - TemnepaTypHO orpaHnyeHne

- 'Oplo Beppokpaaiag 3_)‘ ] i.AJ..\ 250a

Non utilizzare se la confezione & danneggiata - Do not use if package is
damaged - Ne pas utiliser si 'emballage est endommagé - No utilice si el
envase esta dafiado - Nicht verwenden, wenn die Verpackung beschadigt
ist - Nao utilize se a embalagem estiver danificada - Nie uzywag, jesli
opakowanie jest uszkodzone - Ne haszndlja, ha a csomagolas sériilt.
Alé kayta, jos pakkaus on vaurioitunut - Nemojte koristiti ako je pakiranje
osteceno - Ma ikke brukes hvis innpakningen er skadet - Gebruik het pro-
duct niet als de verpakking beschadigd is - Nu utilizati daca ambalajul este
deteriorat - Anvand inte om forpackningen &r skadad - He ucnoneayire
MHCTPYMEHT, €CNM ero ynakoska nospexaeHa - He nsnonssaiite, ako
onakoBkara e nospeaeHa - Mnv To xpnotporoleite eav n cuckeuaoia
mapouactalel Bopd
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Leggere attentamente le istruzioni per I'uso - Please read instructions
carefully - Lire attentivement la notice - Leer atentamente las instruccio-
nes de uso - Gebrauchsanweisung sorgfaltig lesen - Ler atentamente as
instrugdes de uso - Informacje mozna znalezé w instrukcji uzytkowania
- Nézzen utana az Utmutatéban. - Tutustu kayttéohjeeseen - Pogledajte
upute za uporabu - Konsulter for IFU - Raadpleeg de IFU - Consultati
IDU - Konsultera bruksanvisningen - ObpaTuTech K MHCTPyKUMM MO
npyMeHeHnio - KoHcyntupaiiTe PbkoBoACTBOTO ¢ WHCTpykumn 3a
VnoTpe6a - AlaBAcTe MPooexTIKA TIg 0dnyieg xpnong

Prodotto conforme alla Direttiva Europea - Product complies with Eu-
ropean Directive - Ce produit est conforme a la directive européenne -
Producto conforme a la Directiva Europea - Produkt gemaB EU-Richtlinie
- Produto em conformidade com a Diretiva Europeia - Produkt zgodny
z dyrektywa europejskg - Tuote on eurooppalaisen direktiivin mukainen
- Proizvod sukladan europskoj smjernici - Produkt som er i samsvar
med EU-direktivet - Product voldoet aan de Europese richtlijn - Produs
conform directivei europene - Produkt som Gverensstammer med EU-di-
rektivet - MpoayKT cooTBeTCTBYET EBpONEiickoi AnpekTrae - MpoaykT,
CbOTBETCTBALL Ha eBponelickaTa AMpeKTHBa - MPoiov oUudwvo e TV
Eupwnaikh O .
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Apirogeno - Non-pyrogenic - Apyrogéne - Apirégeno - Apyrogen - Nao
pirogénico - Apirogennosci - Pirogénmentes - Pyrogeeniton - Non-piro-
geni - Pyrogenfri - Niet-pyrogeen - Apirogen - Icke-pyro - AporeHHo

- HeanuporeHHu - Mn mupetoyovmv .
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22501 - 22502 - 22503 - 22504 - 22505
22606 - 22508 - 22510 - 22512 - 22515
Importatore / Importer:

Gima S.p.A.

Via Marconi, 1
20060 Gessate (M) - ltaly

Paramount Surgimed Limited
A-106, RIICO Industrial Area,
Bhiwadi-301019, Alwar, Rajasthan, India

1, L.S.C., Okhla Industrial Area, Phase-II,
New Delhi-110020, India

MDSS GmbH
Schiffgraben 41, D-30175 Hannover, Germany

®® C€2460

N/~

KHRHA O,

65% 40°C

e

M22501-M-Rev.0.02.19

35%






