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Instructions/Instructions for Use for Reusable NON-SURGICAL INSTRUMENTS & Accessories

Introduction: These Instructions apply to Reusable NON-SURGICAL instruments and accessories supplied by S. Jee Enterprises
WARNINGS

Visually inspect for damage or deterioration before each use - Wear Gloves while using the instruments. Be careful of the sharp point
and of the moving parts of the instruments, if any. The instruments must be stored in dry place and must be handled with care to
prevent damage. Use only for its intended purpose to ensure maximum effectiveness. Steam (moist heat) is the only recommended
method. Personal Protective Equipment (PPE) should be worn while using the instruments. Saline and cleaning/disinfection agents
containing aldehyde, chloride, active chlorine, bromine, bromide, iodine or iodide are corrosive and should not be used. Do not allow
biologic soil to dry on contaminated devices. Metal brushes and scouring pads must not be used during manual cleaning, because
they will damage the surface and finish of the instruments. Use only soft bristle nylon brushes with different shapes, lengths and
sizes to aid with manual cleaning. Do not process instruments with polymer components at temperatures equal to or greater than
140°C/285°F. Qils or silicone lubricants should not be used on instruments. Dry instruments with a clean, absorbent non-shedding lint
free cloth. Clean, filtered compressed air may be used to remove moisture from lumens, holes, cannulas and difficult to access areas.
After cleaning, all devices should be thoroughly inspected for residue biologic soil or detergent.

If contamination is still present repeat the cleaning process. Only qualified person should use the healthcare devices.

Although there is no chance of any serious incident due to these medical devices, anyway if you find any serious incident that has
occurred in relation to these devices inform us (manufacturer) and relevant competent/regulatory authority.

Cleaning Steps

Place instruments in a suitable validated washer/disinfector. Follow the washer/disinfector manufacturer’s instructions for loading
the instruments for maximum cleaning exposure; e.g. place concave instruments on their side or upside down, place heavy devices
on the bottom of trays and baskets. If the washer/disinfector is equipped with special racks use them according to the manufacturer’s
instructions.

Recommended parameters are:

Sterilization

Always consult and follow the sterilizer manufacturer instructions for load configuration and equipment operation. Sterilizing
equipment should have demonstrated efficacy (e.g. FDA clearance, EN 13060 or EN 285 compliance). Additionally the manufacturer’s
recommendations for installation, validation, and maintenance should be followed. Validated exposure times and temperatures to
achieve a 10 sterility assurance level (SAL) are listed in the following table.

o Notes:
Cycle Description - The washer/disinfector manu-
facturer’s instructions should be
1 Pre-wash -- Cold Softened Tap Water -- 2 Minutes followed.
- A washer/disinfector with
. demonstrated efficacy (e.g. FDA
2 Enzyme Spray & Soak -- Hot Softened Tap Water -- 1 Minute approval, validated to 1SO 15883)
should be used.
3 Rinse -- Cold Softened Tap Water - Dry time is shown as a range
becau_se itis dep_endent upon the
4 Detergent Wash - Hot Tap Water (64-66°C/146-150°F) -- 2 Minutes load size placed into the washer/
disinfector.
5 Rinse -- Hot Purified Water (64-66°C/146-150°F) -- 1 Minute
6 Hot Air Dry (116°C/ 240°C) -- 7 to 30 Minutes
Cycle Type ini ini P
ture Time
For Europe recom- Pre-vacuum /Vacuum Pulse | 134°C/273°°F 3 Minutes 28 p.si.
mended parameters

GIMA WARRANTY TERMS
The Gima 12-month standard B2B warranty applies.
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IT - Codice prodotto GB - Product code FR - Code produit DE - Code produit ES - Cédigo de
producto PT - Cédigo do produto GR - Kwdikog mpoidvtog BG - Koa Ha npogykta CZ - Kod pro-
duktu DA - Produktkode FI-Tuotekoodi HR - Sifra proizvoda HU - Termék kédja LV - Produkta
kods NL - Productcode PL - Kod produktu RO - Cod produs SL - Sifra izdelka SV - Produktkod
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IT - Conservare in luogo fresco ed asciutto GB - Store in a cool, dry place FR - Conserver dans
un endroit frais et sec DE - An einem kiihlen, trockenen Ort aufbewahren ES - Conservar en un
lugar fresco y seco. PT - Armazene em local fresco e seco GR - Quhdooetat oe 5pooepod, Enpod
HEPOG BG - ChxpaHagaiiTe Ha x1a4HO 1 cyxo macto CZ - Skladujte na chladném a suchém misté
DA - Opbevares pa et kgligt, tort sted HR - Cuvati na hladnom i suhom mjestu HU - Tarolja
hiivés, szaraz helyen LV - Uzglabat vésa, sausa vieta NL - Op een koele, droge plaats bewaren
PL - Przechowywac¢ w chtodnym, suchym miejscu RO - A se pastra intr-un loc racoros si uscat
SL - Hraniti na hladnem in suhem mestu SV - Férvara pa en sval, torr plats
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IT - Identificatore unico dispositivo GB - Unique device identifier FR - Identifiant unique de
I'appareil DE - Eindeutige Gerdtekennung ES - Identificador de dispositivo Unico PT - Iden-
tificador exclusivo do dispositivo GR - Movadikéd avayvwplotikd cuckeung BG - YHuKaneH
naeHTMdUKaTop Ha yctpoiictsoto CZ - Jedinecny identifikator zafizeni DA - Unik enhedsiden-
tifikator FI- Ainutlaatuinen laitetunniste HR - Jedinstveni identifikator uredaja HU - Egyedi
eszkdzazonositd LV - Unikals ierices identifikators NL - Unieke apparaat-ID PL - Unikalny
identyfikator urzadzenia RO - Identificator unic de dispozitiv SL - Enoli¢ni identifikator naprave
SV - Unik enhetsidentifierare
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IT - Conservare al riparo dalla luce solare GB - Store away from sunlight FR - Conserver a I'abri
du soleil DE - Vor Sonnenlicht schiitzen ES - Almacenar lejos de la luz solar PT - Armazene
longe da luz solar GR - QuAdooetat pokptd and to pwg tou nAou BG - [la ce cbxpaHsasa
Aaney ot cibHYeBa ceeTMHa CZ - Skladujte mimo dosah slune¢niho zafeni DA - Opbevares
vaek fra sollys HR - Cuvati dalje od sunceve svjetlosti HU - Tarolja napfénytdl tavol LV - Glabat
prom no saules gaismas NL - Uit de buurt van zonlicht bewaren PL - Przechowywac¢ z dala od
$wiatta stonecznego RO - A se pdstra departe de lumina soarelui SL - Hraniti lo¢eno od son¢ne
svetlobe SV - Forvaras atskilt fran solljus
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IT - Numero di lotto GB - Batch number FR - Numéro de lot DE - Chargennummer ES - Nime-
ro de lote PT - Nimero do lote GR - AplBuog maptidag BG - MaptuaeH Homep CZ - Cislo 3arze
DA - Batchnummer FI - Erdn numero HR - Broj serije HU - Tételszam LV - Partijas numurs NL-
Batchnummer PL - Numer partii RO - Numarul lotului SL - Stevilka serije SV - Batchnummer
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IT - Dispositivo medico conforme al regolamento (UE) 2017/745 GB - Medical device compliant
with Regulation (EU) 2017/745 FR - Dispositif médical conforme au Réglement (UE) 2017/745
DE - Medizinprodukt gemaR Verordnung (EU) 2017/745 ES - Dispositivo médico que cumple
con el Reglamento (UE) 2017/745 PT - Dispositivo médico em conformidade com o Regu-
lamento (UE) 2017/745 GR - latpoteXVOAOyLKO TIPOidV oUHOPOUHEVO HE ToV Kavoviopd
(EE) 2017/745 BG - MeauuMHCKO n3aenve, oTroBapawo Ha PernameHt (EC) 2017/745 CZ
- Zdravotnicky prostfedek v souladu s nafizenim (EU) 2017/745 DA - Medicinsk udstyr i over-
ensstemmelse med forordning (EU) 2017/745 HR - Medicinski uredaj uskladen s Uredbom (EU)
2017/745 HU - Az (EU) 2017/745 rendeletnek megfelel6 orvostechnikai eszkdz LV - Medicinas
ierice, kas atbilst Regulai (ES) 2017/745 NL - Medisch hulpmiddel dat voldoet aan Verordening
(EU) 2017/745 PL - Wyrdb medyczny zgodny z Rozporzadzeniem (UE) 2017/745 RO - Dispozitiv
medical conform Regulamentului (UE) 2017/745 SL - Medicinski pripomoéek skladen z Uredbo
(EU) 2017/745 SV - Medicinsk utrustning i enlighet med férordning (EU) 2017/745
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IT - Dispositivo medico GB - Medical device FR - Dispositif médical DE - Medizinisches Gerat
ES - Dispositivo medico PT - Dispositivo médico GR - latpwkr) ouokeur] BG - MeguumHcko
nspenne CZ - Lékarské zafizeni DA - Medicinsk udstyr FI - Ladketieteellinen laite HR
- Medicinski uredaj HU - Orvosi eszkéz LV - Medicinas ierice NL - Medisch apparaat PL -
Urzadzenie medyczne RO - Dispozitiv medical SL - Medicinski pripomocek SV - Medicinsk
apparat
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IT - Attenzione: Leggere e seguire attentamente le istruzioni (avvertenze) per 'uso GB - Warn-
ing: Read and follow the instructions (warnings) for use carefully FR - Avertissement : Lisez et
suivez attentivement les instructions (avertissements) d’utilisation. DE - Warnung: Lesen und
befolgen Sie die Gebrauchsanweisungen (Warnhinweise) sorgféltig ES - Advertencia: Leay
siga atentamente las instrucciones (advertencias) de uso. PT - Aviso: Leia e siga as instrugbes
(avisos) de uso com atengdo GR - MpoetSornoinon: AlaBdote Kot akoAoUBHOTE TPOCEKTIKG
TG 06nyieg (mpoetdomotioelg) xpriong BG - MpeaynpeskaeHve: MpoyeTete u cnesaiite
BHUMATE/IHO MHCTPYKLMUTE (NpesynpeskaeHnaTa) 3a ynotpeba CZ - Upozornéni: Peclivé si
prectéte a dodrzujte pokyny (varovani) k pouziti DA - Advarsel: Laes og fglg brugsanvisningen
(advarslerne) omhyggeligt FI - Varoitus: Lue kayttoohjeet (varoitukset) huolellisesti ja noudata
niitd HR - Upozorenje: Pazljivo procitajte i slijedite upute (upozorenja) za uporabu HU - Figyel-
meztetés: Olvassa el és kdvesse figyelmesen a hasznalati utasitasokat (figyelmeztetéseket).
LV - Bridinajums: uzmanigi izlasiet un ievérojiet lietosanas instrukcijas (bridinajumus). NL
- Waarschuwing: Lees en volg de instructies (waarschuwingen) voor gebruik zorgvuldig PL - Os-
trzezenie: Przeczytaj uwaznie instrukcje (ostrzezenia) dotyczace uzytkowania i postepuj zgodnie
z nimi RO - Avertisment: Cititi si urmati cu atentie instructiunile (avertismente) de utilizare SL -
Opozorilo: natanéno preberite in upostevajte navodila (opozorila) za uporabo SV - Varning: Las
och félj instruktionerna (varningarna) for anvandning noggrant

Byl plsndl (Sladoll) Slagasll alg 1,31 1 0d - SA

IT - Rappresentante autorizzato nella Comunita europea GB - Authorized representative in

the European Community FR - Représentant autorisé dans la Communauté Européenne DE

- Autorisierter Vertreter in der Europdischen Gemeinschaft ES - Representante autoriza-

do en la Comunidad Europea PT - Representante autorizado na Comunidade Europeia

GR - E€ouctodotnpévog avtutpoownog otnv Eupwrnaikn Kowdtnta BG - YnbaHOMOLWEH

npepcTaButen B EBponeiickaTta obwHoct CZ - Autorizovany zastupce v Evropském spolecenstvi

DA - Autoriseret repraesentant i Det Europaiske Fallesskab FI - Valtuutettu edustaja Euroopan

yhteisdssa HR - Ovlasteni predstavnik u Europskoj zajednici HU - Meghatalmazott képvisel§ az

Eurdpai K6z6sségben LV - Pilnvarotais parstavis Eiropas Kopiena NL - Gemachtigde vertegen-

woordiger in de Europese Gemeenschap PL - Autoryzowany przedstawiciel na terenie Wspdl-

noty Europejskiej RO - Reprezentant autorizat in Comunitatea Europeand SL - Pooblasceni

zastopnik v Evropski skupnosti SV - Auktoriserad representant i Europeiska gemenskapen
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IT - Non sterile GB - Not sterile FR - Non stérile DE - Nicht steril ES - No estéril PT - N&o estéril
GR - OxL oteipa BG - He e crepuneH CZ - Ne sterilni DA - Ikke steril FI-Ei steriili HR - Nije
sterilan HU - Nem steril LV - Nav sterils NL - Niet steriel PL - Nie sterylne RO - Nu este steril
SL - Ni sterilno SV - Inte steril
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IT - Importato da GB - Imported by FR - Importé par DE - Importiert von ES - Importado por
PT - Importado por GR - Eloaywyr) and BG - BHeceHo oT CZ - Dovezeno uzivatelem DA - Im-
porteret af Fl-Tuoja HR - Uvezeno od strane HU - Importalta: LV - Importéja NL - Geimport-
eerd door PL - Importowane przez RO - Importat de SL - Uvozil SV - Importerad av
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IT - Data di fabbricazione GB - Manufacturing date FR - Date de fabrication DE - Herstellungs-
datum ES - Fecha de fabricacion PT - Data de fabricagdo GR - Huepounvia kataokeuric BG

- [ata Ha npousBoacTBo CZ - Datum vyroby DA - Fremstillingsdato FI - Valmistuspdivamaara
HR - Datum proizvodnje HU - Gyartasi datum LV - RaZoSanas datums NL - Productiedatum PL -
Data produkcji RO - Data fabricatiei SL - Datum izdelave SV - Tillverkningsdatum
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IT - Leggere le istruzioni per 'uso GB - Read the instructions for use FR - Lire la notice d’utilisa-
tion DE - Lesen Sie die Gebrauchsanweisung ES - Lea las instrucciones de uso. PT - Leia as in-
strugbes de uso GR - AtaBdote i 08nyieg xpriong BG - NMpoueTeTe MHCTPYKUMUTE 3a ynoTpeba
CZ - Prectéte si ndvod k pouZiti DA - Laes brugsanvisningen FI - Lue kdyttoohjeet HR - ProCitajte
upute za uporabu HU - Olvassa el a hasznalati utasitast LV - Izlasiet lietoSanas instrukcijas NL
- Lees de gebruiksaanwijzing PL - Przeczytaj instrukcje uzytkowania RO - Cititi instructiunile de
utilizare SL - Preberite navodila za uporabo SV - Las bruksanvisningen
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IT - Limite di umidita GB - Humidity limit FR - Limite d’humidité DE - Luftfeuchtigkeitsgrenze
ES - Limite de humedad PT - Limite de umidade GR - Opto vypaciag BG - OrpaHuyerue Ha
BAaxHoctTa CZ - Limit vihkosti DA - Fugtgraense FI - Kosteusraja HR - Granica vlaznosti HU
- Pératartalom hatarérték LV - Mitruma robeza NL - Vochtigheidslimiet PL - Limit wilgotnosci
RO - Limita de umiditate SL - Omejitev vlaznosti SV - Fuktighetsgrans
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IT - Fabbricante GB - Manufacturer FR - Fabricant DE - Hersteller ES - Fabricante PT - Fabri-
cante GR - Kataokevaotrg BG - npoussoauten CZ - Vyrobce DA - Fabrikant FI - Valmistaja
HR - Proizvoda¢ HU - Gyartd LV - RaZotajs NL - Fabrikant PL - Producent RO - Producdtor SL
- Proizvajalec SV - Tillverkare
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IT - Limite di temperatura GB - Temperature limit FR - Limite de température DE - Tempera-
turgrenze ES - Limite de temperatura PT - Limite de temperatura GR - Opto Beppokpaciog
BG - TemnepatypHa rpaHuua CZ - Teplotni limit DA - Temperaturgraense Fl - Limpétilaraja
HR - Ogranicenje temperature HU - H6mérséklet korldt LV - Temperatdras ierobezojums NL
- Temperatuurlimiet PL - Limit temperatury RO - Limitd de temperaturd SL - Temperaturna
omejitev SV - Temperaturgrans
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