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OAHTIEZ XPHXZHZ

NEPITPA®H:

2YZTHMA: EPTAAEIA

Ta epyalsia tn¢ aap kataokevdlovtal amo VAIKA KATAANAQ yla XELPOUPYIKA epyalEia cUPPwVA PE Ta OVIKA
kat d1ebvn mpdTuTa.

Mpo&idomoioelg Kal mpo@UAAgelg

Ta epyaleia mapéxovtal un oTteipa amd TNV aap Kal TPETEL UTTOX PEWTIKA va TTpogToldadovTal Tpiv ano tn
xenon.

Ta epyaleia NG aap mpéEMel va XPNOIUOTTOIOUVTAL AMTOKAEIOTIKA OTO TTAAICLIO TNG EVOEIKVUOUEVNC XPHONG TOUC.
[eviKd, TPV amo TNV EMEUBAOT, O XELPOUPYOC TIPETTIEL VA €ival EEOIKEIWPEVOC UE TN XEIPOUPYIKN EMEUPAON Kal
EIOIKOTEPA UE TN XEIPOUPYIKNA TEXVIKNA TTOU OXeTI(ETAL UE TA EPYAAEia TTOU ¥pnotpomolouvtal. H opBr emAoyn
Kal TomoB€Tnon Twv epyaAeiwv gival e€aIPETIKA GNUAVTIKHA. ZUVIOCTOUE TIPOEYXEIPNTIKO TTPOYPAMMATIONOS Yia
TOV KAB0oPIoPO TwV KATAANAOTEPWYV PEYEDWV Kal TNE TEAIKNG TOTOBETNONG TwV gpyaleiwv. Odnyieg yia 1o
ouvOuaoud Twv epyaleiwv pmopeite va Bpeite 0to eyXelpidlo TNG AvTIOTOIXNG XEIPOUPYIKAG TEXVIKAC. H aap
Oev €xel Ole€ayel SoKIUEC CUVOLACUWY PE TN XPAON EPPUTEVPATWY Kal EPYAAEIWV AAAWV KATAOKEVAOTWVY,
EMOUEVWG N €UOUVN yla OTTOIOSATIOTE TETOLO GUVOUACUO EVATTOKELTAL OTO XELPOUPYO.

Ta epyaleia gival mpoidvta ta omoia evoExeTal va UTTOKEIVTAL O POopd AOyw emavalapavouevng XpHong Ue
OUVETTELQ VA XAOOUV TN AEITOUPYIKOTNTA TOUG. EmMPBANNETAL 0 €AeYXOC TNG AEITOUPYIAG TOUG TOCO TIPIV OO Kal
META amod KABe mpoegToIpacia.



3 € TEPIMTWON TTOU TTAPOUCIACTOUV EMIMAOKEC TTOU OXETI(OVTAl PE TO EPYAAEIO TTOU XPNOILOTIOINONKE, TTIPETTEL vVa
EVNUEPWOETE AUECA TNV dap.

3 € mePIMTWon MPWIUNG aoTtoXiag Twv epyaleiwv mou umoPlaleoTe OTI OxeTI(ETAL E TN YEWUETPIA, TNV TTOIOTNTA
NG EMEPAVELQG 1) TN UNXAVIKA 0TABgPdTNTA, EMOTPEYTE TA EPYAAEia OTNV aap o€ KaBapr), AmMOAUPACHEVN Kal
oteipa kataotaon. O kataokevaoTng ev umopei va anodexOei eMOTPOPEC XpNOIPOTIOINUEVWY EPYAAEIWY TTOU
oxetiovtal pe ANNEG alTieg.

JUuoKegvaoia Kal oTeElpoTNTA

OAa ta gpyaleia Tng aap dlatiBevral un oteipa. EmMPBAAeTal n mpogTolpacia toug mptv ano tn xprion.

O KATAOKELAOTAC EyYLATAl TNV KABAPOTNTA TWV TTPOAVAPEPBEVTWVY LATPIKWY CUCKEVWVY £POCOV BpiokovTtal
OTNV apPxIKN Kat ABIKTN CUOKELAGIA TOUG KAl HOVO £WG OTOU AVOIXTEL N ev AOyw cuokevaaoia. O xelpoupyog gival
uneLBOuvoC yia Tn dlatrPNoN AoNTITWV CUVONKWV £w¢ Kal Tov acBevn.

Mpiv avoiete TN cuoKevaoia Tou MPOIOVTOC, EMBeWPAOTE TNV Yia TUXOV (NULEC. Epyaleia amd cuokevaoieg mou
€xouv unooTtei (nuid Sev MpEmel va XpNOIUOTIOIOUVTA.

MposTolpacia IATPIKWY CUCKEVWV

AkolouBriote TI¢ mapovoeC odnyieg mMpoeToIpATiag, TTPOKEIUEVOU va SlatnProeTe TNV aia Twv epyaAegiwv
oac. Ot moANamAég Suvatdtnteg mpoetolpaciag Bacifovral oTic cuPBATOTNTA TWV UAIKWY TWV AVTIOTOLXWV
gepyaleiwv. H emtuxng mpoetolpacia anoteAei amokAEIOTIKA €vOUVN Tou xproTn. Katd tnv mpostoluaacia, va
OUUMOPPWVEDTE 181aiTepa HE TIC 0dNYieg Kal TIC TpodlaypagEC TTou TTapEXovTal OTIC 0dnYieg xpriong Kal Toug
OXETIKOUG €0VIKOUG VOUOBETIKOUG KAVOVIOUOUG Kal TTPOTUTIA.



XeIpIOUOC VEWYV EPpYAAEiwY

Ta véa epyaleia mpémel va kaBapiCovtal mpotol anmooTelpwBolv 1) xpnaotponolnouv yia mpwtn gopd. Ta
TTPOOTATEVUTIKA KATTAKIA KAl TTEPITUAIyHATA, KABWC Kal KABe AANO UAIKO TTPOOoTACIAg KATA TN HETAPOPA, TIPETTEL
va agpatpeBouv AR pwC.

XEIPIOUOC BN OTEiIPpWYV EPYAAEiWY

MPOETOINAOTE TA EPYAAEIN TO CUVTOUOTEPO OUVATOV.

ATIOOKPUVETE TIC EMPAVEIAKEC AKABAPTiEC TO CUVTOUOTEPO SUVATOV XPNOILOTIOIWVTAC £Va TTAVi piag
Xpnong.

3 & MEPIMTWON AUAAKWTWY i AUAOPOPWV €PYANEiWV, 0AC CUVIOTOUUE VA XPNOILOTIOINOETE éva cUpUaA
kaBaplopov, 6tav kabapilete Tov AuAG/TNV AVAAKA Yia TTPWTN POoPA.

Ma unxavikd kaBaplopo, TomoBetriote 1a epyaleia oe KaAdBia otpdyylong KatdAAnAa yia autr Tn
Sladikaoia kaBapilopou (yia va amo@euxOei To avenapkeg E€Byalua).

Amoouvappoloyriote TI¢ S1aTdelg EpyaAgiwy OTA HEPHOVWHEVA TUAMATA TOUC.
Katd mpotiunon, va anoppintete Ta Epyaleia otav ival oteyvd.

Katd tnv anméppin vuypwv €pyai&iwy, XpnoILOTIOINOTE KABAPIOTIKO ammOAUHAVTIKO SpACTIKO
mapdyovta, ou ival Katayeypappévoc otn Aiota DGHM (MFeppavik Evwon YYLEIVAC Kal
MikpotoAoyiacg) (akoAouBroTe TIC 0ONYiEC TOU KATAGKEVAOTH TTOU APOPOUV TO UAIKO TOU EPYAAEioU
Kal To armoAuvpavTikd). Mptv amd 1o unxavikd Kabapiouod Kat TNV amoAvuavon, EEMAUVETE OXOAAOTIKA Ta
epyaAeia pue kaBapod vepod Bpuonc.



e Edv gival anapaitnto, Slevepynote KABAPIOPO PE UTTEPHXOUC CUMPWVA UE TIC 0ONYieC TOU
KATOOKEVAOTH TNG OUOKEUNC:

* WG AMOTEAECUATIKN MNXAVIKN OTREIEN
* yla mpo-enegepyaocia epyaleiwv pe amoénpapévec akabapaoieg mptv anod 1o unxavikd kabapiouo

e Edv eivalt duvatody, epyaleia pe dkpa mou @épouv oneipwua dev mpémnel va kabapiovtal og Aoutpod
UTTEPNXWV AANG HOVO UE TO XEPL N unXavikd. Katd 1o pnxaviko kabaplopo, OTEPEWOTE Ta EPYaAEia
o€ KaTdAAnAa otnpiypata.

MNapeAKOpeva KaBapiopov
e AnoppumnavTiko: MNpoetolpdote 1o amoppunavtikoé (m.x. LIQUI-NOX®, Alconox, Inc. pH 8,5) cUugpwva e
TIC 0dnYieC TOU TAPACKEVAOTH.
e Evluuiké kaBaplotiko: Mpoetolpdote to ev UUIKO KaBaploTiko (mm.x. ENDOZIME®, Ruhof Corporation
pH 6,0-7,5) cuu@wva e TI¢ 0dnyieC TOL TAPACKEVAOTH.

Mn avtépatog Kabapiopog / amoAvupavon
e  Anoocuvapuoloynote 0Aa ta e€aptiata cUPPWVA PE TIC 0dnyieg Tou Kataokevuaoth (epodoov
evOeikvutal).
*  ZeMAUVETE PE KPUO VEPO BPUONC YIA VA APAIPETETE TIC EMPAVEIC akaBapaiec.

e EpPantiote yia 5 Aentd o€ ev(UUIKO SIAAUA ATTOPPUTTAVTIKOU, TTOU €XEL TTAPACKEVAOTEI CUMPWVA JE TIG
odnyiec TOU TAPACKELAOTH.



Tpiyte oXOAAOTIKA PE pia pahlakn Bouptoa Kal/f ue Bouptodkt kabBaplopou minmag. EKmAUveTe
EMAVEIANUUEVA OAOUC TOUC e€AIPETIKA OTEVOUC AUAOUC e EVIUULKO SIAAUIA OTTOPPUTTAVTIKOU,
XPNOILOTTOLWVTAG pia ouplyya.

ZEMAUVETE UE KPUO VEPO BPUONC Y TOUAAXIOTOV €va AETTTO KAl XPNOIMOTIOIOTE Wi cuplyya yla va
EKTIAUVETE eMAVEINNUMEVA ONOUC TOUC EEAIPETIKA OTEVOUC AUAOUC.

EuBanTtiote yia 5 Aentd o€ S1dAupa amoppumavTIKoU TTOU €XEL TTAPACKEVAOTEL CUPPWVA UE TIC 0ONYIiEg
TOU MTAPAOCKEVAOTH.

Tpiyte oXOAAOTIKA PE pia pahakn Bouptoa Kal/f oupTodki KaBaplopou mimag. EKmAUveTe
EMAVEIANUUEVA OAOUC TOUG EAIPETIKA OTEVOUC AUAOUC e SIAAUPA ATTOPPUTTAVTIKOU, XPNOIHOTIOIWVTAG
pia ovptiyya.

ZeBydAte oxoAaoTIKA / EEMAUVETE [UE ATTIOVIOUEVO VEPO / VEPO AVTIOTPOPNC WOUWONC.

YmofdAeTe o€ KateEpyaoia pe uTteprixoug yla TouAdxtotov 10 Aenrtd o€ ev(upiko SiaAupua
ATTOPPUTIAVTIKOU TTOU €XEL TTAPACKEVAOTEL CUMPWVA PE TIC 0ONYIEC TOU TTAPACKEVAOTH.

ZeBydATe oxoAaoTIKA / EEMAUVETE [UE ATTIOVIOUEVO VEPO / VEPO AVTIOTPOPNC WOUWONC.

S TEYVWOTE PE €va KaBapo, HaAaKO, amoppo@nTIKO mavi piag xprong.

EmOswpnriote ontikd yia tn Stac@dAion tng kabBapodtntac. MNpénel va emBewpeite onTiKA ONEC TIC
OPATEC EMPAVELIEG, EOWTEPIKEC Kal EWTEPIKEC. EAv gival avaykaio, kaBapiote ek véou, €wg dTou €xouv
kaBapn eugpavion.



S nueiwon: Bouptoec (m.x. Bouptodkia kaBapiopou minag) umopouv va Xpnotpomoinfouv yia tov kKabapioud
TWV MEPLOOOTEPWYV AUAWV. EvToUTolg, cuvioTdtal N Xprion cUPLyyag Yla TNV EKTTAUCT OTEVWYV AUAWYV, SIOUETPOU
MIKPOTEPNC 1 iONG pe 1,04 mm.

Mnxaviko¢ kabapiopog / amoAvpavon

Mpémel va mponynOei ummoxPewTIKA KABAPIOUOG UE TO XEPL.

Katd tnv emAoyn mpoypdupatog Kabaptopou, AdBete urmdyn 1o UAIKO TwV EPYaAEiwy TTOU TTPOKELTA
va kaBaplotouv (m.x. Titdvio, kpdpa koBaAitiou-xpwuiouv [CoCr], kpdua vikehiou-xpwpiou [CrNi],
avo&eidwTog xdAuBag katdAnAog yia epyaleia, aloupivio, moAvo&upeBulévio [POM], kKA.).
AkoAouBeite TIC 0OnYieC TOU KATAOKEVAOTH TNG CUOKEUNC (TOU KATAOKELAOTH TNG CUOKEUNG
KaBaplopov). ZUVICTOUE TN XPHON ATTOPPUTIAVTIKOU XaunAoU BaBuol agpioupatog pe ovdétepo pH
Ewg ehNappw¢ Baoikod pe 7,0 €wg 10,0 pH.

TomoBetoTE TA Epyalgia 0Tn CLUOKELN KABAPIOPOU PE TPOTIO WOTE Ol APOPWOELG Va Eival AVOLKTEC Kal
TO VEPO VA UTTOPEL VO ATTOOTPAYYIOTEL a1Td TOUC AUAOUC, TIC TUPAEC OTTEC KAl TIC AUAAKEC.

MpayuatonolAoTe To TEAIKO EEBYaApa HE ATTIOVIOUEVO VEPOD.

AoV blevepynBei 0 KUKAOC KaBapIopoU, emMOewPNOTE TA KPioiua onueia (aUAOUC, TUPAEC OTTEC Kal
aUAakec). Edv umtdpyouv opatéc akaBapoieg, emavaldfete Tov KUKAO i KaBapioTe e To XéPL.

A@noTe Ta EPYAAEI VO OTEYVWOOUV ETTAPKWC.

Apalpéote Ta epyaleia amd tn cuoKeL KAOAPIOUOU APECWE UOAIC TEAEIWOEL TO TTPOYPAHA.

®povrida / EmBewpnon

A@NoTE Ta epyalEia va Kpuwoouv Kal va armoktoouv Oepuokpacia dwuatiou.



*  Amdavete EAA@PWC Ta Kivoupeva pépn (m.x. apBpwaoelg Kat pavoala) e amooTelpwaluo, dlamepatod
OTOV ATUO AASL CUVTAPNONG EYKEKPIPEVO AMTO TNV UTTNPECIA TPOPINwWVY Kal @apudkwy (FDA).

*  Metd and kdBe kabBapiopod Kal amoAvpavon, emOewpPEeiTe Ta epyaleia wg mpog TNV KabBapotnta,
TN A&lToupyia Kat yla Tuxov (NUIEC OTTWC, Yia MapAdelyua, e€EapTAMATA TTOU £X0UV UTTOOTEL KAUYN,
Opuppatiouo, okiowo, @Bopd ) Bpavon.

*  ATOOCUPETE KAl AVTIKATAOTAOTE Ta £pYaAEia movu €xouv umooTei (NULd i gival EAATTWUATIKA.

JuoKevaoia

*  AnoBnkeleTe Ta Epyaleia Pe Ta AKPA TTOU PEPOLV OTIEIPWHA O KATAANAA oTnpiyuata.

* Ao@alilete Ta epyaAeia pe pdvoala otnV MPEWTN EYKOTIH.

Amooteipwon

Ot eEAAXIOTEC CUVIOTWHEVEG CUVONRKEC ATTOOTEIPWONCG LE ATHO YIA TA EMAVAXPNOILOTIOICIUA EPYAAEia TNC
Wright Medical Technology, Inc. eival ot e€A¢:

1. Tuli€te SVo Popéc To e€dpTnua os mepItUAlyHa CSR, eykekpipévo amod tov FDA, | oe mapdpolou TUmov,
MN UPACHEVO, UAIKO TTEPITUAIENG LATPLKOU TUTTOU.

2. ATIOOTEIPWOTE O AUTOKAUOTO CUUPWVA PE TIC AKOAOULOEC TTAPAPETPOUC:



Amooteipwon pE atuo

TUMOG KUKAOU MNapduetpog EAdxtotn TiunR puBbuiong
lNpokatepyaoia Kevou OgpuoKkpaocia ékBeong 132°C (270 °F)
132°C (270 °F)
Xpovog ékBeong 4 \emita
XpOVOC OTEYVWHATOC 20 Aentd

3. Metd v anooteipwon, agaipéote To e€APTNUA ard TO MEPITUALYUA TOU UE TN XPrion amodeKTAC
AoNMTNG TEXVIKNG, XPNOIHoTolwVTag YavTia Xwpic moudpa. BeBaiwbeite 611 Ta epgutevpata Bpiokovral
o€ Beppokpacia dwuatiov mptv amod TNV EUPUTEVOT. ATTOPUYETE TNV EMAP UE OKANPA aVTIKEIUEVA TTOV
umopei va mpokaAéoouv {nuid.

Ot oUOTAOEIG QUTEG CUPPWVOULV He Ta TTpoTua AAMI ST79:2006/A1:2008 kat A2:2009 kat €xouv avamtuyOei

Kal SOKIMAOTEl XPNOIMOTIOIWVTAC CUYKEKPIUEVO EOTAIOUO. AOYwW S1aPOPOTIOINCEWVY OTO TTEPIBAANAOV Kal TOV
e€omAlopo, mpémel va amodelxBei 6TL auTtég ol cuotdoelg e€ac@aliouv otelpdTnTa oTo MEPIBAAov oag. Eav
yivouv aAAayég oTIG oUVONKeC emeCepyaciag, oTa UAIKA TTEPITUAIYUATOG ) 0ToV e€OTTAIOUO, Tpémel va anmodelxOei
n amoteAecpatikotnTa TNG dladikaciag amooteipwonc.



AnmoOnkevon

O XpNOTNG TTPETTEL VA AmOPEVYEL OAEG TIC EMOPACELC TTOL Ba pmopolcav va eMNPEEACOUV TN CAHAVON TWV
nmpoiovTwy A TN didpkela (wN¢ TV EPYAAEiwY, TNV EMQPAVELA 1) TN YEWPETPIA TWV EPYAAEiWV, OTTWC TTEPITTOI
XEIPIOMOI, KATATTOVAOELS, BEpuoTNTA, UTTEPUOPN akTivooAia (UV), uypacia K.Am.

TeAké¢ MapaTnPROELG

Ot npoavagepBeioeg odnyieg emkupwOnKav anod tnv Wright kat tTnv aap wg KatdAAnAeg odnyieg mpogtolpaaciag
yla tnv emavaiapavouevn Xprion Twv epyaieiwv, aAAd Sev UTOPOUV VA UTTOKATACTAOOUV TN AETTTOMEPN
neptypaepn TN diadikaaciag, Adoyw tou ott dev ival duvath N AemtouePiG Teplypagri OAwv Twv Stadikaciwv
TIPOETOIPACIAC TTOU XpNOIHoToloUvVTal TTAYKOOUIWG. O appodiog yia Tn dtadikacia TG mpoeTolpaciag

EXEL TNV €UOUVN yla TNV EMITEVEN TWV EMOBUUNTWY ATTOTEAECUATWY KATA TNV TTPOETOLUAGIA UE TN XPrioN
€EOTIALIOOU, UAIKWV Kal TTPOCWTTIKOU OTO XWPO 1ou dlevepyeital n mpoeTolpaacia. MNa va emitevxOei auto,
amalteital EMKUPWON Kal CUXVEG eMITOTIEG eMOswpnoelg TNG Stadikaaiag. MapekKAIoEIC amd TIG 0dnyieg mou
mapéxovtal anmd Tov KataokevaoTn yla tn dtadikacia tng mpoetolpaciag, mpémnel va e€etadovtal we mpog TNV
ATTOTEAEOUATIKOTNTA TOUC KABWC Kal Yla eVOEXOUEVEC APVNTIKEG CUVETTEIEG KAL VA TEKUNPLWVOVTAL.
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