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Odnyieg xpiiong
Tootnua mepukig ékmlvong PALAVAGE®

Heprypai] ko Aertovpyia

To cvotnua modpkng ékmivong (pulse lavage) PALAVAGE® omotedeitan amd pio emavopnGULOTOM G TVEVILATIKA
(pneumatic) yeypoiafn Ko £va KIT 0KpOQUGI®V P0G XPNoNG Tov anapTileton amd £va uoiyylo aviinong, Gkpo akpoeOGLov
(oVTA Ko pokpd), COAVMGST apdevomng te akpa axidog kot oerykmpad. To Kit axpoeuoiwy givar dtabéoipo gite pe
GUVOEGHO avappoOPN oG gite ympig avtdv. H aviiia avoappdenong dev nepthapfdavetat.

Ipofhendpevn ypiion

- ZKOMOG TNG CLOKELNG Efvat va BEATIOGCEL TNV TPOETOLAGIH TOV EVOOUVEMKOD COANVA 1)/K0L TOV OGTIKOV EMPAVEIDY KATH
™ StpKEL TG TOUEVTMOTNG G€ 0pHoTedcEg EMEUPACELG, CUUTEPIAAUPOVOLEVNG TG TPMTOYEVODG 1/KaL AVOOEMPNTIKNG
oMK G apOPOTAACTIKNG.

- 21 Swyeipion TPavUATOVY, SIEVKOADVEL TI YPNYOPN KOl OTOTEAEGLLOTIKT OTOULAKPLVOT VEKPOTIKOV 16TOV, BOKTNpimv Kot
EEVOV VMKOV 0o TO TPODO. XN Soyelplon LOAOK®V 1GTAV YPNGLOTOLEITOL APOELGT) YOUNANG TOVTITOAG TOV TOPEYEL
nma, Bértiot micon.

Teyvikéc TANpoopics

[Tieon 10630V 6-7 bar (80-100psi)
HoApol avé Aentod: 4.000

Ao Tov TopodideTot avi AETTO: 800 ml

[Tieon mov mapadideton amd To AKPO TOL AKPOPVGLOL: 65psi

[poPfremdpevog cKomdg

To cvotnua modpkng ékmivong (pulse lavage) PALAVAGE® mpoopileton yia ypfion Kotd TV TPOETOHOCTo VEOHVEAKOD
kovoAov (intramedullary canal) /Ko 0oTIK®V emPAVEIDY 68 0pBomedikéc emepuPaoels, OTwG oMK apOPOTANCTIKN

GUVOEC LMY, TPMTOYEVIG 1 Ko amokatdotaong. H modpu dpdon tng avtiiog fondd oto va apotpsitol to aipo, T
VROAEILOTO 16TOV Kot To, EEVaL cdpaTo amd Ty TepLoyn g enépfacns / tov tpavpatos. Otav givar cuvdedepévo e Tyn
avappOENOoNGS, TO TEYVOAOYIKO TPOTdV umopel va xpnoiporombel yio v avappdenon VAKOL/VYpOV oo TV TEPLOYN TS
XEPOLPYUNG eTEUPaon / TOV TPADLLOTOG.

XOvoeon pe AL TEYVOLOYIKA TPOIOVT KL TO.PEAKONEVA
Agv yperdleton va ovvdedel kdmoto dALo TeXVOLOYIKO TPOTidV, 0ALd, av emBupeite avappdenon, Peforwdeite Tt
XPNOLOTOLEITE LOVO AVTAIEG avOPPOPNONG O1 0Toieg GLHOpPOVOoVTOoL e To ISO 10079-1.

Kivéuvvog am6 ) yp1ion Tov TEXVOL0YKOD TPOIOVTOS
Agv €yovv mapatnpndel and ToV KOTOOKEVAST VTOAEWTOUEVOL KIVOUVOL 1] AVETIOVUNTEG EVEPYELES.

Avtevoeitelg

H ypnon g maApukng EkmAvong {0m¢ avTeVOEIKVUTOL € TEPITTMGCELS OTLS OTOIEG O 16TOC TPOG (pdevom tvar VIEPPOALKH
£00pLTTTOG, VITOINADVOVTAS EVLAIGONTOVS 1GTOVG, OTWS VEVPO 1] VOLYTA TPUVLOTA [E Otpoppayic, OTOL 1 Gpdevor UTopel va
pnv evdgicvotot.

[posgdomomosig

1. H yeporopn modukrg ékmivong PALAVAGE® kat to kit axpo@dciov PALAVAGE® unopotv va
xpnoporonodv povo poli. Agv GuvieTATOL 1| XPNON EITE TNG YEWPOAOPNG EITE TOV KIT AMOCTEPOUEVOV
AKPOPUGIOV LLE OTOLOVONTTOTE AAAO EEOTAIGHO TOL KOTOOKEVAOTY, KAOMDG OV Y0V SOKILAGTEL 01 EMOOGELG TOV
Teyvoroytod mpoidviogc PALAVAGE® pe dAhov Eonhopd.

2. To 1exvoroyikd mpoidv mpoopiletan yio cOvdeon pe Iy aldTov/aépoc. Mn cuvdéete mnyég agpiov CO?, enedy to
aépto Oa drayvbel otV atpdcPapa dwpatiov.

3. MnvvurepBaivete ta 7 bars (100 psi) og péyiot mieon Tnyne.

4. Av avyvevBet dtappon g pdevong amd T COAMVEOOT KOTA TH SIUPKELL TN XP1ONG, OTOPPIYTE Kot
CVTIKOTAGTHGTE TO KIT 0kpo@Ooiov PALAVAGE®.

5. TIpw tn ypfion tov akpo@vctov PALAVAGE®, edéyEte v omooTelpmpév) GUGKEDOGIO TOV. AV 1 GUGKEVAGIL
€xer vrootel (nd 1 kamoo vroPadior, aroppiyte 10 KIT.

6. Av onuewwbei oroladnmote dusieitovpyio 0T YEPOAUPN, 0 xpNoTNG Oa Empene Vo EMOTPEYEL TO EEAPTNLLOTA GTOV
Stovopéa Yo a&lohdynor. AmayopeDeTal OTOONTOTE EXIGKELT TOL EEOMAIGLOV OO TOV YPNOTH / TN XPNOTPLN.

7. AmayopgdETol OTO0dONTOTE TPOTOTOINGT Tov e€omAiopol and Tov xpnotr / TN YPNoTPL.

8. Ta kit akpo@OCI®V TopadidoVTaL ATOCTEPOUEVE Kot etval LOVO yia [ ypron, orote dev mpémet va voaiiovTon
O€ EMOVENEEEPYOTIOL Y10 EMAVAYPTON.

9. To cvotpo moaAukhg éknivonc PALAVAGE® mpénet va ypnouuonoteital povo omd emcyyeloties vyE1ovoputkog
e EMAPKN KATAPTION GTNV 0pOOTESIKT| YEPOVPYIKN.

10. Mnv ypnoiponoteite 1o cvotnuo maiukng ékmivong PALAVAGE® og onoodnnote meptPdAlov extdg amd &va
OmOCTEP®UEVO TEPPAALOV XEIPOVPYEIOL OTTOV HTOPEl VO EQAPLOGTEL 1] KATAAANAT OTOCTEPWOUEVT] TEXVIKT.

11. Avyi0 kémoto Adyo 1o svotnua éxmivong PALAVAGE® Sev otapatiost, 4tav 0 Slakomng g xeiporafig
amedevepwbet, unopel va mpoyporomomel pio amevepyonoinon ac@oleiog, amid e TNV apoipes TOL COANVA
aépog amd Vv gvroryiopévn mpila.

12. Hyeporafy PALAVAGE® nopadideton pn omostelipopévn, evéd ot odnyieg yio tov kadoapioud, Ty amoosteipmon,
TV eMBOEMPNON KoL TN GLVTHPN O TNG TPEMEL VL KOAOLOOVVTOL TPV TN YPNoM.
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13. Hyeporafy PALAVAGE® cuviifog Sev ypnoiponoteiton o€ Xe1povpylkés enepuBAcelS oTIc omoieg pmopel va épdet
G€ EMAPN HE LOAVGHOTIKO 10 YoUNA0D 1] VYNAOD KIVOHVOL Yo LETOSIOOUEVT GOYYDIT| EYKEPOAOTAOELNL, OGS
opiletan amd tov [Taykoopo Opyavioud Yyeloc. Enopévac, ot dtadikacieg amoldaveng pe moAl embeTikd
OTOAVLLOVTIKG LLEGO OEV €lvor amapoitnTES, EVA Y10, QLCLOAOYIKN emelepyacia SV GLVIGTMVTOL, S1OTL LTOopEl va.
mpokAnOel POopd Tov VAKOV. To 0TOCTEPMOTIKG LEGH TTOV GUVIGTMOVTOL GE AVTO TO £YYPAPO dev mpoopilovTal yiao
amevepyonoinon mpovtv ovTe gival KOTOAANAa Yo To. TEAevTOia.

14.  Av embBupeite avoppdopnon, Peformbeite 6TL ypnoiponoleite HOVO avTAEG avVapPOPNONG Ol OTTOlES
cuppopeavovtol pe to ISO 10079-1.

Odnyisg Y10 Tov £heyyo TG 6®oTg Aettovpyiag Tng yetporapiic Tov PALAVAGE®

Mrnopet va TpoxAndei Aettovpyia actoyiog Ady® Tov TEAOLS TOL KUKAOL (NG TOL TPOIGVTOG, OKUTIAANANG XPoNG 1
axatéAning cvvinpnong. H PulseLavage AB Sev opilel Tov péyioto opdud ypricenv yio t yeiporapy PALAVAGE®. H
oeélun {on avtov Tev Tpoidviwv Paciletol o ToALOVG mapdyovtes Omwg 1) HEB0dOG Kot 1 dtbpkela Kabe yprong kabmg o
XEPIOUOG HeTOED TV xprioemv. H mpocektikn embempnomn Kot AEITovupyiky SoKLUN TOV TEYVOAOYIKOV TPOIOVTOG, TPV TV
xpNom, etvon n kKoAdtepn pneéBodog, o vo Tposdiopiotel 1 @A {1 ToL TPoidVTOoGC.

Tomkég Aertovpyieg asToyiog

* ®Ooppévor daxtHA0l GTEYOVOTOINGNG (0-Tings) GTOV TVELHOTIKO cOVdESUO ot yeiporaPr PALAVAGE® (apudlet povo
oy ANA®. 66022827).

* Om 6t pepPpdvn g xeporofric PALAVAGE®.

* BaOovAMUATO GTOVG TVEVHOTIKOVG GUVSEGHOVG 6T XElporapn) PALAVAGE®.

poinmtikn cuvripnon
* O eéomhopdc PALAVAGE® mpénel va emiotpépeton kGe 500 ypdvia 6Tov Alavopéa yio Guvtripnon.
AToyopeVETOL OTOLUONTOTE EMOKELT OO TOV YPNOTN / TN XPNOTPLOL.
* No pnv yepileote moté m yeiporoffi PALAVAGE®ue oyunpd ovtikeipeva.
* Now pnv 8évete moté oyunpd ovtikeipeva kovd ot yeporaf PALAVAGE® xotd ) Sidpkeio yeipovpytcig enéppoon
Kol
XEPLONOD.
* No pmv méete TOTé TOVG TVELHATIKOVG GUVSEGLLOVG TThve oTn yepohaPyy PALAVAGE® e 6AAa dpyavo.

PyOpion
INo va puBuicete 1o suoTa Yo EkmTAvon, Oa ypelacteite Tov okOA0VO0 eEOTAGHO:
1. Xeporaff marpukyg ékmivong PALAVAGE® (ANA®. 66022825 7 66022827).
2. Kur anootelpopévov akpo@ictov talukhg ékmluong PALAVAGE® (ANA®. 66022830 cet 1o)iov/yovdtov
xopig avappopnon, ANAD. 66022828 cet 16)i0v/YOVATOL HE avappOPTON).
3. ZoMvog aépog
4.  TInyn ovpmiecpévov al®dToL 1 AEPOG e KATAAANA0 puOeT mieons.
5. Aocxkol Gpdevong

Mo va puBuicete 1o suoTa Yo avappdenon, Ba ypelaoteite Ta axdAovdo TPOUPETIKA £10N:
L. TInyfy avappdenong.
2. ZoMvoon avoppdenong.

Xp1ion 100 GVGTHNATOG

Bnua 1: H anootepopévn yeporofin tonobeteiton og amootelp@évo tedio. Zuvoéate T YEPOANPN LE ToV
COANVA AEPOG.

Bnua 2: Avoi&Te TO KIT AKPOQUOI®V KOl TOPAIMOTE TO TEPLEYOLEVO OTO OMOCTEPWOUEVO TENTO.

Bnua 3: ZUVOEDTE TO LGTYYLO AVTANGTG GTN XEPOAPT.

Bnua 4: ZUVOEDTE T1 COANVAOON PSEVONG OTOV AGKO PSEVONG KO KOWTE T1| P CLLOTOLDVTIOS TOV COIYKTNPA.

Bnua 5: ZUVOEDTE T YEPOAOPN LE TOV COAVO. 0EPOG GE TNYT GLUTLESUEVOVL 0épog 1) almTtov. Opiote TV mieon

nyng ota 6-7 bar (80-100 psi) yio péylotn 1ox0 pong Kot ToAUOD.
[poarpetikd: ZUVOEDTE T COANVOON avoppdenong o TNYN avappdenong (dev teprropfaverar). Zuvdéote ™
COMVOON 68 PLGTYYL0 AVTANOTG.
Bnua 6 To va extedéoete apdevon: Evepyomouote Tov dtakomTn ot Xeipoiaf.
To va aAléEete ta dicpo akpo@Oolov: Eeflddote 10 Akpa PLODOTE VEQ AKPW, Y10 VOL TO, AVTIKOTOGTOETE.
To va amevepyomomcete TV avoppdenon: ATEVEPYOTOMOTE TV AvTAia ovappOPENoS.

Metd ) ypnon

Mewwote tov pubet wieong ota 0 bar (0 psi) oty TNy ald@tov/aépos. ATOGLVOESTE TO PLGTYYL0 GVTANGNG amd T
xewporafn|. Evepyomoote tov d10KOmTN TG XEPOAAPTS, Y10 VO ATOAVVETE TNV TEST YPOUUNG. ATOGUVIESTE TOV COANVA
0€pog amd TNV 7Ny 0éPog.

H povddo Kit amocTEpOUEVOV AKPOPLGIMV dEV PUTOPEL v eTavaypnolporom0ei: amoppiyte T COUPOVA LE TIG
OTOOEKTES 1TPIKES TPOKTIKEG.

H avtAia aépog kot 1 xeiporafny Lmopovv va xpnoiomonfovv ek VEOL Kot LITOPOvV Vo KaBoptoTodV Kot Vo amooTelpmbodv
He Tov axoAovbo TpOmo:
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Obnyliec eneepyaoiog
2TI¢ akoAovdec oeAibec mapéyovtal 1o AemTouepeic 0dnyieg
, , Adaipéote TIg mAeovalouoeg akabapaoieg
2Znueto Xpnong pe ravi piag xpriong n xaptopdvinAo
OMEOWG HETA amo KABe xprion. Mnv
adnvete pucloloyikd opo, aiua,
CWHATLKA LYPA, LoToUG, N AAAA
Metadopd otnv * AntodpUYETE TN UNXAVLKY TN
TEPLOXA * Mey. 2 wpeg TpLV Tov KaBapLlopd
] ¢ ATTOOUVOEDTE TOV CWANRVA A€POG
Mpoetopaoia yLa a6 T xetpohaph
kaBoaplouo * Juvbéote To KaAwdLo TMAUoNg
otn xewpolapn
14
XELPWVOKTLKA Auvtopata
/_ /_
* KaBapiote pe Bolptosg, ]
] XPNOLUOTIOLWVTAG Autoparog . Doptd , AUVTHOL
XelpwvaKkTika ATTLO QITOPPEUTTAVTIKS Ka KaBPLOPAC Ka anoc;\%to;?: Héoa oo TMAuvTHpLo
Ko®apLopog {eoto auUTOLAT Abpavone. ,
. patn * O¢ote o€ Aettoupyia Tov KUKAO
KOl VEPO. A . , )
) o ZeAOVETE LE TOEYOULEVO QoAU OVON O€ Tou MAuvTNnpiou amoAUpavong.
amoAupaveon ve_pc') HE TREXOUH TALVTHPLO * EmBewprote, OTEYVWOTE.
® JTEYVWOTE UE HAVTIAAKLAL. .
¥ ¥

Embewpnon

Juokevooia

Anooteipwon

Amnobnkeuon

¢ Antoouvdéote 1o KahwdLo mAUonNg
aro tn xelpoAafn

e Ontikn emBewpnon

¢ A\eLToupyLKOG EAeYXOC

¢ Almaivete toug Saktulioug
oteyavornoinong (o-rings)

* QuAdtte ta TexvoloyLKa mpotlovta oe i
¢ AUTAR ouokeuaoia

¢ AUTOKQWOTO atuoU

¢ EAéyEte To mepLBaAov.
e EAéyEte Tn Sldpkela {wng.

1 T
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Odnyieg kabapiopot yo ™) yeiporofy PALAVAGE®

Znpeio Xprong

Aopapéote TIc TAeovalovoeg akabopaoieg e Tovi piog ypnong N XoPTOUAVINAO AUESMG HETA amd KABe xpnon.
Mnyv apnvete eUGIOA0YIKO 0pO, QijL0, COUATIKAE VYPAE, 1GTOVG, 1 GALC VTOAEILLLOTO VO GTEYVOCOLV GTO. EPYOAELN
TP a6 tov Kabapiopo.

Metagopa oty meproy] enelepyaciog

[pw tov kaBapiopd: Erayiotonotiote Tov ypdvo Tptv 1o Kabapiopo, o omoiog dev mpémet vo vrepPaivel Tig 2
mpeg. Mmopel va ypnoiporombei Eva vypo TavAKL, Y10 Vo, KAADWETE TO OPYOVO, MGTE VO ATTOTPEYETE VL
Enpabovv ot akabapaoiec.

[posTopacio yio kaOapiopo
Zuvdéote 10 kKakddio mAvong PALAVAGE® (FL1601 ) FL1602) ot xgtpolafi, Y10, VoL 0moTpEYETe TUXOV VEPO
a0 TO VO EIGYMPNGEL GTOV EEOTMGO.

KaOapiopog

Xe ontég TIC 0dnyieg mapéyovtar dHo pédodot yio tov kobapiond tov eEomhicpod PALAVAGE®, pio
XEPOVOKTIKN péBodog kar pia péBodog 1 omoia ¥pNOLUOTOLEL £VO CVTOUATOTOUIEVO TAVVTIPLO ATOADUAVONC.
Omota pnéEB0S0G KoL VoL XPTGLLOTOLEITAL, TO TPOCOTIKO TPEMEL TAVTA., VO, YPTGLLOTOLEL TPOGTOTEVLTIKO POVYICUO
Kot EEOTAMGHO. AdoTe BAoT OTIG 0d1YIiEG TOL TOPEYOVTAL OO TOV KOTOCKELOOTH TOV KABUPIOTIKOD GYETIK LLE
Tov 0pBo yepiopnd Kot TV 0phn xp1nomn Tov TPOIdVTOC.

Noa ypnoponoteite pévo kaBaploTikd 1) QTOAVLOVTIKA LOTPOTEYVOAOYIKE TPOIOVTO GUYKEKPLUEVA Y10 TTPOTOVTQL
aAovpviov.

Xepovoktikog Kabapiopog

1) KoBopiote ™ xeiporafin pe pio porakn fovptoa, (otd vepd Kot HITL0 AIopPUTOVTIKO.

2) Eem\ovete Oho To eEapTipaTo LEXPL Vo pUYEL KABE 1y vog amoAvHaVTIKOD S10ADULATOG. No TposEYETE
1WO1oiTEPO TIG TVPAEG OTTEG KOl TOVG HEVTECEDEG OTMG AVTOVG KATM OO TOV dLoKOTT.

3) To tehevtaio EEmAvpa TpEmeL va YiveTal e AmooTayIEVO vepo.

4) Zteyvdote Tov eE0TMGO, YPNOUOTOIOVTOG LAVTIAGKLL X®PIG xvoudia, piag ¥pnomngs.

5) Emfempnote ontikd kot emovaidfete Tov TANPN XEPOVIKTIKO KOOUPIGUO KOt TNV OTOADUOVGT), OV
xpewaleTat.

Av 1 yeporafn €yet epPantiotei Kotd AdBog o€ amoivpovtiKd didivpa:
- TomoBetnote T yeporafn pnéca o vepd yio 10 Aentd.
- Eem\vete kdto amod Ppoon.
- ZuvdéoTe TOV COANVA 0EPOG KOl GTEYVAOGTE T1| YEPOAafr], dovAedovtdg Tov yia 45 devteporenta,
HEYPL VO OTEYVMOEL.

Av &gl e1o0ympnoel vepd GTov KivnTipo:
- Zuvdéote TOV COANVO 0EPOG GE pia YN A€POG Kot SOVAEWTE TN Lovada yio. 45 devtepOrental,
HEYPL VO OTEYVMOEL.

AvTtopaTog KaOupiopos Kol aUTONATY GTOAVLAVG] RE YPNOT TAVVTIPIOV ATOLOPNAVEN S
1) ®opthote TOV EEOMAMGHO GTO TAVVTIPLO UTOAVLOVOT|G.
2) Amo@iyeTE TNV EMAPT TOV TEYVOLOYIKOV TPOIOVI®V LETAED TOV.
3) ®fote o Aettovpyio TOV KUKAO TOV TAVVTNPIOV OTOADUOVOTG.
4) Koatdémv g olokinpmong, enfempinote ontikd kdbe TexvoroyiKo TPOidV yio TVYOV 0KaBupSies Tov
€yovv amopeivet.
5) Av moapapeivoov axoBopaiesg, eravardfere tn dwadikacio kabapiopoo.

Enfpavon
Edv elvar amapaitto, propel va emitevyfel emmA&ov XEPOVIKTIKOG KaOUPIOHOG XPTCULOTOLOVTAG £VOL TV TOV
dgv apNVeL yvoOdL. ZTEYVMOTE TO KOTAX LEPT TOV EPYOAEIMV LE ATOCTEPOUEVO TETEGHUEVO AEPQ.

EmOsopnon

1) Amocvuvdéote T0 KOADIL0 TAHGNG amd TN XEPOA.

2) EmBewpnote omtikd tn yewporafn, yio va Befaiwbeite 0TL dev vdpyovv eEapTaTa TOL £XOVV
XOAOPDGEL KoL OTL 1) pHEPPpavn givan dBuct.

3) Zvvdéoete Tov eomopd o pia Ty 0€Pog VYNANG ieong Kot eAEYETE OTL 1) pepPpavn g xeporafng
KLveitat, 0ToV TOTATE TOV SLUKOTTN.

4) TIpocBéote Mmovtikd otovg dVo dakTvAiovg oteyovomoinong (O-rings) otov SlaKOTTN (EQOUPHOSILO
pnévo oto 66022827), eEacparilovtag mapdAinio 0Tt dev TETAYETOL MTOVTIKO GTO GTOULO ELGAYMOYNG
aépa g yelporafne. Awapopetikd, Ba mpokdieoe {nud otov kvnTnpo.




@ Odnyieg ypons PALAVAGE ‘Eyypogo TF01.22.01PLIFUPL
L IAvAGE Hp/via Mduwog 2023 Ava@. C

XvoKevaoia

Apdtov éxel kabBapiotel, amolvpoviel kot edeyyBel, o eEomhopdg Tpénet va tomobetnOel otov dicko
ATOGTEIPOONG Kot Vo TVALY Ol SimAd cOpemva pe v teyviky AAMI/CRS.

H cvokevooia Tov TEMKOG AmTOGTEPOUEVOD EOTAGOD TPETEL VOl EIVOL KOTOAANAN Y10 OTOGTEIPOOT] OTHOD KOl
v va €yl avtoyn o€ Beppokpacio mg kot 141 °C.

H ovokevaocio mpénet emiong va TapEYeL 6TA OPYAVO ETAPKN TPOGTAGTH EVAVTL UNYAVIKNG CNLAG Kot vo, TANpotl
T1G amattioelg Tov ISO 11607.

Amocteipoon)

H yeporofn toAieitor pn amootelpopévn. Znueidote 0tt, cOUe®va pe to tpodtuno EN ISO 17665, nv tedn
€V0VT Y10 EMKHPOON TV TEYVIKOV ATOGTEIPOONG Kot TOL EE0TAMGHOD Pépet VBEwE To voookopeio. [a va
dwopalioete T PEATIOT emeEepyaciao, OAOL O KOKAOL Kat Ol HEBOSOL TPENEL VO EMKVPMVOVTOL Y10,
StapopeTikovs Bordpovg amooteipwong, Ledddovg TVAIYLLATOC 1)/K0L S1APOPES SLUUOPPADTELS POPTOOTS.

IMo Vv apyikn 0TOcTEIP®GCT KOl TV €K VEOL OTOGTEIPMOGT], LITAPYOLV Ol AKOAOVOEG TAPAUETPOL O EVOAAAKTIKT
EMAOYN;:

Amocteipoon vypng Beppottog copemva pe o tpotvmo EN ISO
Mé£60dog 17665

Kvxhog Kexopeouévog atpog e apaipeon aépog dvvaung tpng

Xpovog ékBeong | 3 Aemtd
O ypo6vog ékBeong pmopel va emextabel yio émg 18 Aentd, dote va
GULLLOPQDOVETOL

pe ™ ovotoomn tov Haykoopiov Opyaviopov Yyeiog.
(TIOY). H ysporafff PALAVAGE® &ye1 oyeduactel yio vo

vrootnpilet T€rolo0vg KHKAOVG amooTEip®oNC.

Ogppoxpacio 134 °C
Xpovog
OTEYVONUTOG Y0votoon: 30 Aemtd (kat’ ghdyiotov, og Bdiapo)

Iepropropoi oty enelepyocia

Ot emavolopBavOpEVOL KOKAOL OTIMG GTH PNYXOVIKT TADGT) KoL TNV OIOGTEIP®OOT] £X0VV EAAYLOTN EMOPACT) OTN
dudpreto Cmng kKot ot Agttovpyia Tov TEXVOAOYIKOV Tpoidvtog. H dudpkela {mng emnpedletal kupiong amd eBopd
N d katd ™ epovpyIKy xpNomn KoB®S Kot amd TV KATAAANAT GPOoVvTIdn Kot TIG TEYVIKEG XEPIGLOD.

AmoOikevon

Metéd v amooteipwor, eEac@uiiote T POANEN TOL EEOTAIGHOD TN GUCKELAGIN ATOGTEIPWOONG O€ £va ENpo
Hépog ywpig oxdvn, o Beprokpacio dwpatiov (5 £wg 40 °C, RH < 90%). H didpketa {ong eoptdtat amd tov
o1elpo PPayYLLO TOL XPNCILOTOLEITAL, TOV XEPIGHO KOOGS Kot TIc cuvOnkes O a&NG. [Ipwv amd tn yprion npénel
va opiletal omd KAOE VYEIOVOLIKY £YKOTACTOOT 1) LEYLIOTN d1dprela {oNG Yol To. OTOCTEPOUEVA
L0TPOTEYVOAOYIKA TPOTOVTAL.

Mertagopa
INo va amoouyete (Nl 6To 1TPOTEYVOLOYIKO TPOIOV KATA TN HETAPOPE, CLUVIGTATOL 1] Yp1ior Pdong, dickov 1
GKOUTTOL d0YEIOV TOV TPOGTATEVEL TO TPOIOV.

Amoppryn
Ta eEaptnpata piag xpnong TPETEL VO ATOPPITTOVTOL COUPMVO LLE TO VOGOKOUELOKO TPOTOKOAAO Y10l
poivouéva amdpAnTa.

Heprporrovrikd @rikd vAKa
Oha to vAKd Kot To E0PTALOTO TOL YPNCLLOTOLOVVTAL Eivar «latptkod Babpovy (Medical Grade) kot dev
meptéyovv PVC 1 Adteé. Oyt to&ikd vmompoidvTo amd anotéppmaon.

Hapamopmnéc
1. ENISO 11607 (ANSI AAMI ISO 11607): Awadikocio GLGKEVAGING Y10 TEYVIKDOG OMOCTEPOUEVA
1TPOTEYVOLOYIKE TPOTOVTOL
2. ENISO 17665 (ANSI AAMI ISO 17665): AToctelp®OT VYELOVOUIK®Y TPOidVT®YV, VYPT Beppotnta
3. ANSI/AAMI ST79: Ae&odikog 0dnyog Yo, 0mocTEIP®ON ATHOD Kot EXPEPAUDCEL OTOGTEIPMONG GE
VYELOVOUIKEG EYKOTAGTAGELS
4. ENISO 17664 (ANSI AAMI ST81): Anocteipmon 1aTpoTEXVOLOYIKAOV TPOTOVI®OV
Avogopd anooteipmon atpov ap. 12003
6. Xvotdocelg tov [Taykocov Opyavicpot Yyeiag (ITIOY) oyxetikd pe tov xpodvo ékbeong:

e
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WHO/CDS/CSR/APH/2000.3, ITapdpmua 111, Evotnta 2, 6.

Koatdloyog Te(vOLOYIKOV TPOIGVTOV KOl TAPEAKOUEVEOV
Noa xpnoiponoleite To TeYVOAOYIKO TPOIOV LOVO LE TO OVTIGTOLYO TOPEAKOUEVO GO TOV TOPOUKAT® KATAAOYOG,
Ka0DG 0TOL0dNTOTE TEYXVOLOYIKO TTPOTIOV N TOPEAKOUEVO OEV £XEL SOKILOOTEL MG TPOG TN AELTOVPYIO Kot TNV

acPAAELd TOV.

UDI ‘Ovopo. xataroyov Avao:
17350093650607 Hip/Knee Set With Suction Unit 66022828
17350093650614 Hip/Knee Set (without Suction) 66022830
17350093650621 Power Pulse Lavage Handpiece AO/Synthes Connector 66022825
17350093650638 Power Pulse Lavage Handpiece Zimmer/Hall Connector 66022827

Xoupolo TOL EUIVOVTUL OTNV ETLGLAVOT:

Iotdtonog Yo TAnpogopieg achevoig

®

vrootel {nud

Mn to ypnoonoteite, edv 1 cvokevacio £xet

T 0dyiec, ovpPovlevteite Tig NAeKTPOVIKEG

odnyieg xpnong (eIFU)

ATOKAELGTIKO OVOYVOPIOTIKO TEYLVOAOYIKOD [E}
mpoiovtog (UDI)

LO
Iotpoteyvoroyukd mpoidv
@ Mnv 10 EnAVOTOCTEPDOVETE
® Mnv 1o enavoypnoiponoteite

Koraokevootg

YHotnpa Hovov
TPOCTATEVTIKN

GLOKEVAGIO OTO
xpnomn o&ewiov Tov abvieviov

f Op1o vypaoiog
. A IIpocoyn

& vE L[

OTOGTEPOUEVOL PPAYHOD LE

£0MTEPIKO. ATOGTEPOUEVO [E

Mn amootelpOpEVO

‘Evdeién elFU

Kwdkog naptidog

Teprakog AplOpog

ApBpéds koTaddyov

Xpnomn péypt Ty nu/vio

Awavopéog

Opro Beppoxpaciog

Awpeite t0 otEYVO

AvaQopa TEPIGTATIKOD 6TOV KOTOOKEVAST (PA. mapakdT®) & 6Ty appodia apyn
Yg TEPINTMOT OV OTOLOGINTOTE AGHEVIG/XPNOTNG AVTILET®TICEL £val 6oPapd TEPLOTATIKO, TOPUKIAEIGHE VO
AVOPEPETE TO TEPLOTATIKO GTOV KUTAGKEVAGTH KO

™mv appodio apyf e xdpag

OTOV JlOUEVEL O YproTNG/achevnic.

CE

2862

Koataockevootig: Awvopéag:

PulseLavage AB Heraeus Medical GmbH
Rubanksgatan 8 Philipp-Reis-Strasse 8/13
SE-74171 Knivsta 61273 Wehrheim
YOYHAIA T'EPMANIA
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