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Implants

Embracing Life "
OL mopoUoeg 0dNYlEG LOXUOUV ylo Mn EMEUBATIKA XELPOKIVNTO LATPLKA
epyaleia, Omwg kouTld kat Siokot anooteipwaong, Aapn katoaBdov, Stapavtopouptoa, StapopdwTtrg MAAKWY, TEvoa
KOG TMAOKWV Kot PaAiSL mhakwy.
Ta atpikd epyadeia  lval  LOTPIKEG OUOKEUEG TIOU €xouv  OXeSlaOTEL yla va  eival  avOeKTIKEG Ko
EMAVAXPNOLUOTIOLOLUEG. Ta epyaleia mapExovtal pun anootelpwéva KoL tpénel va kabapifovtal, va armoAupaivovtatl
KQLL VO QTTOCTELPWVOVTAL TTPLV amtd th xprion.

KAINIKEZ ENAEIZEIZ

Ta epyoleia tng Delphos amookomoUv otn &leukdAuvon tng aodalolg xpRong Twv EUPUTEVMATWY OTLG
KPOWVLOYVABOMPOoWKEG KAl opBOTESIKES XELPOUPYIKEG emeUPBAoel. Ta ev AOyw epyaleio. Amookomouv OTo va
TLOLPEXOUV OTOUG XELPOUPYOUG TO aapaitnTa EPYOAEL TTOU amaLtovvTaL yio TtV akpLpr epduteucn BLSwv Kat MAAKWY
KQTA TN SLAPKELX AUTWV TWV EMEUPATEWV.

NPOTONTA KAI YAIKA
loxVeL yla pun enepfatikd opyava tng katnyopiag | pe Baowko UDI-DI:

Avadopa Nepypadn YAwko ZKOMOG Baowo UDI-DI
AOyLOpO TIAOKWVY, AvoteiSwro
SK-XXXX-800 TEVOQL KOTUH G TAQLKWV , Komn kot Stapopdwon mhakwv  56004617INSTO1FZ
, , ATOAAL
kat YaAidt mAakwv
Avogeibwto
DAXXXX-XX-XX  AaBr katoaBsLol oTodAy, AaBi yia BlSwtéc Aenideg  56004617INSTO2G3
Aloupivio
PP / Z\kévn*
SK-XXXX-XX-XX AaBiy A"Zif’f;\‘im AaBi yia 08nyouc Sudtpnong | 56004617INSTO3GS

Aodaliote kal mpootatéPte Ta
LOTPOTEXVOAOYIKA TipolovTa

h , 56004617INST04G7
Kata tn Stadikaoio

DAX-XXXX-XX-XX = Alokog amooteipwong AAoupivio*

anmooTelpwaong
, , Avogeldwto E€opdAuvon tng emudavelag tng
SK-2475-800 Apyxelo dlapavtiov , , . , 56004617INSTO1FZ
ATOGAL TAGKALG ETA TNV KOTT

‘Opyava anod avoéeidwrto xadAuBa: ASTM F899
‘Opyava anoé noAunpornuAévio (PP): ASTM D4101
‘Opyava amno ttavio: ASTM F67

‘Opyava anoé ahovpivio: EN 573-3

* Mropei va epiéxovrat kat AAa UAKA. Mo eplocotepeg MANpodopies, avatpéEte otnv ETIKETA 1) EMUKOWVWVHOTE UE
TOV KATOOKEUAOTH.

MPOBAEMOMENOI XPHETEZ

Ta dpyava npoopifovral yia xprion amnd eEouolodotnuévoud enayyelpatieg vysiag. OL emayyeApaTieg TOU TOME TNG
UYELOVOMIKAG TEPIOaAYNG TIPETEL vaL €X0UV TARPN ETiyvwon TNG MPOBAEMOUEVNG XPONG TWV TPOIOVIWY Kol TWV
€DAPUOCTEWV XELPOUPYLKWY TEXVIKWV KOL TIPETIEL VAL ELVAL KATAPTIOUEVOL PE KOTAAANAEG ueBOSoUG ekmaideuong.

ITI§ POoBeTeC OUASEG XPNOoTWVY TepAapBAEvovTaL oL VOONAEUTEG KAl TO TPOOWTIKO emavenefepyaoiag: XEPLONAG,
KaBaPLOUOG KL OMOCTEIPWON TWV CUCKEU WY, KATA TEPLTTWON.

OMAAA-:TOXOz AZOENQN
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Ta 6pyava mpoopifovtal yla xpon amnd xewpoupyols KAaTA T SLAPKELA KPAVIOYVABOMPOCWTTKWY Kol 0pBomedikwy
XELPOUPYIKWY EMEUBAOEWY OE ATOUA AVW TWV 16 ETWV.

AIATHPHEH THE AMOTEAEEMATIKOTHTAZ KAI THE ASDAAEIAZ TQN NPOTONTQN

- Na xelpileote MPOOEKTIKA OAQ TA Opyava yLa Vo SLaTnperoeTe T SLapdpdwaon KoL Ta LNXAVIKA XOpOKTNPLOTIKA TOUG.
- EAéyxete MAVTO TNV KOTAOTOON TwV Opyavwv Tipv and tn xprion. Edv mopatnpricete omoladnmote aAloiwon,
anoppiPte Ta Apéows.

- H emavaypnotponoinon twv nmpoidvtwy, n ebappoyr UmepBOAKWY LNXOVIKWY GopTiwy Kat ot KUKAOL amooTeipwaong
Unopouv va 0dnyriocouv og cuvexr $OopA Twv CUCKEUWV, N OTIOLOL LITOPEL VOL TIPOKAAETEL TNV QITOTUXLA TV ETUEOCEWV
T0UG,

- H ouokeun Sev €xet kaBoplopévn Stdpkela {wrig- auth eaptdtal amno Tig cuvOnKeg amoBrkeuong kat xpriong tg. To
téhog ™G whEAUng wng tng kabopiletal ouvABwg amd t $Bopd f tn BAABN KATA TN XELPOUPYLKH Xprion.
EmBewprote TPooekTIKA Ta Opyava petafl Twv XPHoswv yla va enaAnBeloete tn owoth Asttoupyio. Edv
SlamotwBolv amokAicelg anoddoong, aotoyieg akpiBelag f opatég mapapopdwWoeLS/eAaTTwHATA, N CUOKEUN Sgv
TPETEL VAL XPNOLUOTIOLE(TAL.

Znueiwon: Eav avTIUETWITIOETE KATTOLO QUTO T TOPATAVW, EVNUEPWOTE TOV KATAOKEUAOTY).

OL mapakdtw odnyieg kaBaplopol, amoAUUAVoNG Kol QMOCTEIPWONG MPEMEL va TNPOUVTAL OltO TOV XPROTN yLd va
anodeuxBei n mpdwpn dBopd twv mpoidvtwy ($Bopd, StaBpwaon kat poAuvon).

ANTENAEIZEIZ
A€V UTLAPXOUV YVWOTEG AVTEVSEIEELG TTOU OXETIZOVTAL LE TN XPAON AUTWY TWV CUCKEUWV.

NPOEIAOMOIHZEIZ KAI NPODYNAZEIZ
MnV XPNOLUOTIOLELTE Ta OpyavVa yla 0KOTIOUG AAAOUC amd auToUG TTOU CUVLOTA O KATOOKEUAOTHG, KABWG auTo Hropet
va ipokaAéoel BAABN oTa mpoidvTa /Kot TPOUUATIONO TWV XPNOTWV /KAl Twv aoBevwv.

ANENIGYMHTEZ ENEPTEIEZ

Kd&Be xelpoupyikn eméppacn evéxel KwdUvVouG Kot TNV TBavVOTNTA EMUTAOKWY, OL OTIOLEG Umopei va oxetifovtal i va
UNV oXeTiovtal e TN CUOKEUT. OL KUPLOTEPEG EMUTAOKEG Kl AVETILOUUNTEG EVEPYELEG TIOU OXETI{OVTAL LLE TA EPYAAELQ,
otav Sev xpnoulomnoolvtal onwg nmpofAénetal f otav Sev akohouBouvtal ot ev8eifelg xpriong, sivat: Suodopia,
dAeypovn), mapdtacn NG XELPOUPYLKNAG eMEpBaonc, Aoipwén, Tovog kot BAABN TwWV LOTWV.

KA®APIZMOZ, AOAYMANZH KAI ANOZTEIPQZH

Ta 6pyava opEXOVTAL N amooTtelpwiéva. O Xprotng TpEmel va akolouBel tig 0dnyieg kabBaplopou, amoAlpavong
KaL arooteipwong cUpdWva He TIG amattioetg tou 1SO 17664-1, mpokepuévou va anodpeuyxBei n mpdwpn $opd twv
ouokeuwv ($pBopa, StaBpwon kat poAuvaen).

Npoenefepyaocia oto onueio xpriong:

Adatpéote tnv mo erdavelakn Bpwutd Bubilovtag to dpyavo og kpUo vepod (<40 °C) auéows LETA T Xprion.

MnV XPNOLLOTIOLEITE OTEPEWTIKO QATOPPUTIOVTIKO N (eoTd vepd (>40 °C), kabBwg autd Umopel va TPOKAAECEL TNV
KaB{lNon UTIOAELUUATWY TIOU UTOPEL VaL EMNPEACOUY TO anotéAeopa TnG Stadikaoiog kabaplopou.

XapoKTNPLOTIKA TWV MECWV KaBapLopov

- EVIupKG amoppumtavTikd e oud£tepo pH petaly 7 kat 9

- ATIOPPUTIAVTLKA [LE [N LOVIKA, 1N adpilovta kal BLoSLacTiwpeva eMpAvELOSPACTIKA

SHMEIQZH: OL 08nyieg mou mapéxovtat amnd Tov KATOOKEUOOTH TPETEL Vo SLaBaoToUV TPOOEKTIKA TPOKELLEVOU va XpnotpornonBei to
QAMOPPUTAVTLKO 0WOoTd, cUHbWVA LE TO XpOvo €kBeONG, TN BEPLOKPACIA KAl T CUYKEVTPWON.

AUTOpaTO TTAUGLUO Ko atoAUpaveon
XPNOLLOMOLAOTE €vav TUTIKO BepUIKO KUKAO TIAUONG KOl armoAUpovong o€ pnxavnua mAlong/amoAUpavong mou
ouppopdwvetal pe ta poturta EN 1SO 15883-1 kat EN 1SO 15883-2 1) .ooduvapa eBvika potuma:
1. NporAUvete yla 10 Aemtd pe vepd o Bepuokpacia Swuartiou,
2. MAUVETE e AMOPPUTAVTIKO 0TOUG 55 °C yla 5 Aemtd,
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. ZemA\UveTe pe vepo oe Beppokpacio Swpatiou yla 2 Aemtd,

4. Npaypatonoliote pia pdobetn ékmAuon oe Beppokpacio dwpatiou yla 1 Aemrto,

. Oa mpéneL va mepthapBavetal va TEAKO EMAupa pe Beppikn amoAUpavon (atopetaAAwpévo vepod otoug 93 °C yla
5 \emtd).

H Stdpketa tou Aoutpou §aptdrat amnd to péyebog kal tTnv LoV tou e¢omAiopou (1SO 15883-1).

w

ITéyvwpa

Autd TO PBApA QUTOTPEMEL TNV OvaAmTugn HkpoPiwv, amopakpUvel Tuxov ixvn MAUONG Kol TPOAyeL €miong tnv
QMOTEAECHATIKOTNTA TNG ATTOCTEIPWONG,.

JTEYVWOTE yla 25 Aemtd otoug 110°C.

ErBswpnon kabapilopov

EmBswpnriote OAa ta epyadeio mpw amod TNV amooteipwon n tnv amnobrkeuon yla va Siacdaiioete Tnv TARPN
QTTOUAKPUVON TWV UTIOAELUUAETWY KAL TOU aipatog amd TG eribaveleg. Edv e€akoAouBolv va uTtdpxouv UTtoAEippaTa
1 aipa, kaBapiote Eava To 6pyavo.

ANOZTEIPQIH
H DELPHOS IMPLANTS ouvlotd amooteipwon HE QUTOKAUOTO TPO-KeVO (Uypdg atpdg) AapBdvovrag umoyn Tig
amnaLtrioelg tou mpotumou EN ISO 17665. Zuviotdtal n THPNoN Twv akOAOUBWV GUCLKWY TTAPAUETPWY ATTOCTEPWONG:

KYKAOZ OEPMOKPAZIA XPONO3 EKOEZHZ
134°C (273°F) 18 Aemtd

Atpdg (1 atm)

ZTEYVWHO LETA TNV AMOCTEIPWON
H DELPHOS IMPLANTS cuviotd xpOvo OTEYVWIOTOG TOUAAXLOTOV 30 AemTwv.

ErmiBswpnon HETA TNV anooteipwon

Mnv aroBnkeUETE 1 XPNOLUOTIOLEITE AMOCTELPWUEVEG CUCKEUEG AV Sev elval oTeyvEG. H uypaoia pmopei va SlaBpwoet
TO METAAAO KOl VOL KATOOTPEWPEL TLG QUXUNPECG AKPEC. EMBEWPHOTE TO AMOCTELPWHEVO PpAyHa yLa onuadia InuLds. Mnv
XPNOLLOTIOLE(TE TO TIPOIOV EAV O AMTOCTELPWTIKOG Ppayuog £xeL urtootel BAASN.

EMNIOEQPHZH KAI AEITOYPTIKEZ AOKIMEZ

EmiBewpnriote omtikd to Opyavo yla nuég kot ¢Bopég. Ta KwoUpeva Uépn TPEMEL va Kvouvtal OMoAd, Xwpig
untepBoAKO mayvibi. Ta dpyava Sev mpémnel va mapouctdlouv otpodEg Katapapopdwaoels. Ta onpadia Aélep mpemnet
va ival evavdayvworta.

Edv SlamotwBel onotadrnote katdotaon nou Ba propoloe va BEoel og kKivduvo tnv acdalr Xprion TwV CUCKELWY,
ETUKOWWVIOTE L€ TOV KATAOKELAOTH f/Kal armoppiTe TIG GUOKEVEC,.

NEPIOPIZMOI ENANENEZEPTAZIAZ KAl AEIKTEZ TEAOYZ ZQH2

H DELPHOS &8&v ouviotd péyLoto apBud kUKAwy enavemnegepyaoiog. H emavalappavouevn enefepyocio £xel EAAXLOTEG
EMUTTWOELG 0TNV arddoan, thv achalela 1) tn Aettoupyia Twv opydvwy. To TéAog tng Stdpkelag {wng Twv epyaieiwv
kaBopiletal and t $Bopd kat tn PAGRN TTOU TPOKUTITOLV Atd TN XELPOUPYLKA Xpron. EMBewprioTe MPOoEKTIKA Tal
epyaleia PeTOL TWV XPAROEWV yla va emtaAnBeloete tn owotr] Asttoupyia (BA. evotnta "EMIOEQPHIH KAl AOKIMEZ
NEITOYPTIAZ").

ZYNOHKEZ XEIPIZMOY, ANOGHKEYZHZ KAl METAQOPAZ

Xpnouuornoleite HOVO CUOKEUEG TwV Omoilwv N apxk cuokevaoia Sev €xel oAowBel. Ta mpolovta MpEmeL va
anoBnkevovtal oe Beppokpacio Swpatiov kot pakptd amnd to nAtakd Gwg.

AmoBOnKeVOTE TA AMOCTELPWLEVO CUCKEUOOHEVA EPYOAELD LLE TPOTIO TTOU VAL TOL IPOCTATEVEL OO TN OKOVN, ThV Lypacia
KaL TLG akpaieg Bepuokpaocisg fi/kaL tnv vypaocia.

O akat@AANAOG XELPLOKAE A N AoppUPn CLXNPWY CUCKEUWV UMOPEL VO TIPOKAAECEL TPAUMATIONO TOU XPROTN
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AIAGEZH
Ta npoidvta Sev MPEMEL va aroppirTovTaL Lol e T OLKLOKA artoppiptpata oto TEAOG TNG wdEALUNG Lwng Toug. Mpémetl
va anoppintovtal cUpdwva pe TNV Wxvouoa reptBarlovtikn vopobeaia.

ZYMBOAA
ZouBolo Mepypadn JOpBodo  Neprypacdn
d . ATOKAELOTIKO QVAYVWPLOTIKO TEXVOAOYLKOU

TPOLOVTOG
Kataokeudletat otnv Moptoyalia
HUEPOUNVIA KATAOKEUNG

latpotexvoAoyLko Tpoidv Mn anootelpwpévo

Ap1Bu6G maptidag REF

Mpoooxn c € IApavon cuppdpdwong CE
SupBouleuteite g 08nyieg xprnong fi cupBouleuteite TG NAeKTPOVIKEG 08Nyieg xpriong otn Stevduvan
https://delphosimplants.com.pt/qualidade-regulamento-e-ifu/.

RxOnly  Xpron ue watpwkn cuvtayn
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DELPHOS IMPLANTS - INDUSTRIA, COMERCIO, IMPORTAGAO E EXPORTAGAO DE IMPLANTES MEDICOS, S.A.
Estrada Manuel Correia Lopes, Parque Empresarial Progresso, Armazém 5

2785-126, Sdo Domingos de Rana, MOPTOTAAIA

E-mail: delphos@delphosimplants.com.pt

TnA.: (+351) 211 955 986

www.delphosimplants.com.pt
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