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06nyieg xpriong

Mandible External Fixator Il

Mpv amno tn xprion, mapakaAovpe SIAPACTE TPOCEKTIKA QUTEG TI 08NYIEC Xpriong, To
GUANESI0 «ZNUAVTIKEG TTANPODGOPIEC» TNG Synthes Kal TIG avTiOTOIXEG XELPOUPYIKES
TeEXVIKEG Tou Mandible External Fixator Il (DSEM/CMF/1114/0048). BefaiwBeite oTl
€[0TE ECOIKEIWPEVOL PE TNV KATAAANAN XELPOUPYIKI) TEXVIKN.

KabnAwon kataypatwy ootwy pe TN hEB0do TG e§wTePIKAG 00TEOCUVOEDNG HE XPr)~
on papdwy, odlyktipwy kat Bidwv schanz.

YAwo(-a)

Epdutevpal-ta): YAKO(-4): Mpotuno(-a):
Bida Schanz TAN 1SO 5832-11
PaB&o¢ ouvdeong TAN ISO 5832-11
Suvox€éag oLvoeong TAV 1SO 5832-3
>Uppa Kirschner Avogeidwtog XaiuBag 1SO 5832-1
Mpoétuno Kapyng KaoutooUk ZtAikovng ASTM F2042
Mpootateutikn KaAumtpa NoAuBvuroxAwpidlo ASTM D1785-05
PaBdo¢ ouvdeong AvBpakovrpata Epon ES0050
Mpoop{opevn xprion

To Mandible External Fixator Il mpoopietal yia tn otabepomoinon kal TNy Mapoxr
Bepaneiag o€ katdypata g yvabompoowrtikhg TTEPLOXNE, TTIOU CUUTEPIAAUBAvVOUV:

Evéeigelg

To Mandible External Fixator Il evéeikvutal yia tn otabepomoinon kat tnv mapoxn
Bepaneiag og katdypata g yvabompoowTtikh¢ TTEPLOXNS TTOU CUMTEPIAQURAVOUV:
— JoBapd avolytd kataypata tng katw yvadou

— ZUVIPUTTIKA KAELOTA KaTdypata

— Mn TopWOELC Kal KABUOTEPNUEVEC TOPWOELS (KUpiwg oXeTI(OHEVES e AoiuwEn)
— Kataypata nou oxetidovtat pe Aofuwén

— EKTOMEG OYKWV

— ATIOKATAOTAON TTAPAUOPPWOEWY TTPOCWTTOU

— Tpavpata and nupoBoliopoug

— Kataypata 6Aou Tou mpoowou

— ZuVTHPNON EYKAUUATWY

— EAAglppaTa 00TIKWY HOOKELUATWY

Avtevdeigelg
A€V UTIAPXOUV CUYKEKPIMEVEG AVTEVOEEELS.

Fevika Avem@ounta Zuppavia

Onw¢ oupPaivel He OAEG TIG OORAPES XEIPOUPYIKEG EMEUPATELS, EVOEXETAL VA TTIPOKU-
Youv Kivbuvol, TapevEPYELEG Kal avermBUUNTa cupBdavta. Mapott eveéxeTtal va oup-
BoUv MoAAEG TIOaVEC aVTISPATELS, MEPIKESG ATTO TIC TILO KOWEG TieptAapBavouv: Mpo-
BAAuata mou MPOKUTTOLY aMod TNV avalodnaia kat Tnv TomobEéTnon Tov aobevoug
(m.x. vavtia, EUETOG, VEUPOAOYIKEG SlATAPAXEC, K.ATL), Opoupwon, euBoAr, Aoipwén
1 TPAUMATIONOC AAAWY KPIoIHWY SOUWY, OUUMEPIAQUBAVOUEVWY TWY AIMODOPWY
ayyeiwv, ektetapévn alpoppayia, PAARN Twv HAAaKWY Hopiwy, cuunepIAapBavope-
VWV TWV 0INUATWY, OXNUATIONOG OUAWY, AEITOUPYIKF) AVETIAPKELD TOU LUOCKEAETI-
Kol ouoTrAHaTog, Movog, duadopia i Un Guctodoyikr aioBnon Adyw tng mapouaciag
TOU TPOIGVTOC, aAAepyia 1 avTidpAoceLl uTIEpELAIOBNOIAC, TTAPEVEPYELEC TTOU CUVOE-
ovTal Je TV Poeoxn Tou LAIKOU, XaAdpwaon, kauyn r) Opavon tou mpoidviog, YPeu-
8apBpwon, pn nwpwon f KABUCTEPNUEVN TIWEWON TTIOU UMOPOUV va 08nyroouv og
Bpavon tou elduTELHATOC 1 eMavaAnyn tng emepPaocng.

Mpoiodv piag xpriong
® Mnv emavaypnolpoToL|oETE

Ta mpoidvTa mou mPoopiovTal HOVO yia pia Xprion Sev MEETEL va EMAVAYPNOIOTolo0VTal.
HH enavaypnotpomnoinon A enavenefepyaoia (m.y. KABAPIOHOG KAl EMAVATIOOTEPW-
on) Hnopei va B€oel o€ Kivouvo Tn SOUIKr aKePAIOTNTA TOL TPOIOVTOC /Kat va odn-
YA O€L O aoToXia ToU TIPOTOVTOG N oToia UMOPE( VA £XEL WG AMOTEAECHA TOV TPAUKA-
TIOPO, TNV aoBévela fj To BAavato tou aoBevoud.

EmmAgoy, emavaypnotpomnoinon A enaveneepyacia Twv MPOIOVIWY PLag XPHonG Mo~
pei va dnpioupynoel kivduvo HOALVoNG, TLX. ODEINOUEVO OTN HETASOON HoAUCHATL-
koU UAkoU amd tov €vav acBev otov dAAo. Auto Ba pmopoloe va odnyroel o€
TPAUMATIONO i Bdvato tou acBevoug fy Tou XpNnoTn.

Ta poAuopéva epdutelpata Sev MPETEL va UTIOOTOUV enaveneéepyaoia. OAa ta ep-
PUTELHA TNG Synthes Tou éxouv HoALVOEL amd aipa, 10Td /KAl CWHATIKAE LYPA/UAIKE
Sev TIPETEL TOTE va Xpnolpornoinbolv ava kat Ba mpémel va avtietwidovtal oUup-
PwVa HE TO MPWTOKOAAO TOU VOGOKOMEIOL. MoAovOTL Ta epduTELHATA Eival duvatov
va daivovtal 0Tl Gev €xouv LTIOOTEL (NG,  EVOEXETAL VA EXOUV UIKPEC ATEAELEG Kal
onpeia ECWTEPIKAG Katanovnong, Ta omnola eivat mbavo va pokarésouv tnv ¢Oopd
TOU VAIKOU.

NpoduAageig

— H paPdog Ba mpenel va TomoOeTe(Tal KAt MPOCEYyIon £va SAKTUAO HaKpld anod to
S€ppa Tou aoBevoug, opoldopopda kad' dAo to prikog tng papdou.

— Mnv odlyyete untepPoAikd To cuVoxEa, Kabwg auto Ba mpokaAéoel {Npid 0To ow-
Anvioko.

— H €vdei€n tou epyaieiov Metpnong amnelkoviel To BaB0o¢ NG OmAG Kal Sev amelko-
vi(el To mayo¢ Tou 0oToU.

— H tayutnta didtpnong dev Ba mpénet va umiepPaivel mote Ti¢ 1.800 rpm (oTpodeg/
AeTT0), 161aitepa o€ UKVO, OKANPO 00TO. YWNAOGTEPEG TaLTNTES SlATPNONG £VOE-
XETAl va 0dnyrioouv oe:

— BepIKN VEKpwOn Tou 00ToU,

— gykavpata HaAakwy popiwv,

— OTIN HE UTEPUEYEDN SIAUETPO, N omold UNopEel va 0dnynoeL o€ Helwpévn SOvaun
anoonacng, avfnpévn eukoAia Kataotpodng BIdWY péca 0To 00TO, AVEMAPKN
KabnAwaon r/kat avaykn yia BISeC €KTAKTNG avaykng.

— Edappolete MAVTIOTE KATALOVIOUO KATA TN SidTenon, yia va anodpeuxOel Oeppikn
BAapn tou ootou.

— Edappdote Kataloviopo kat avappddnon yla Ty anopakpuvon twv 8pauspdtwy mou
evOEXOEVWG SNpLoupyoLvTal KATA TN SLAPKELD TNG EUPUTELONG 1) TNG APAipEDNC.

— Na xelpileote ta mpoidvta pe MPoooyr Kal va anoppintete ta ¢pOappéva epyaleia
KOTI ) 00TOU O€ £YKEKPIUEVO GOXEIO AMOPPIPNG ALXUNPWY AVTIKEIUEVWV.

— ®povrtiote va MepIMole{oTe OX0AAOTIKA TIC OETEIC TWV BEAovVWy, yla TV anoduyr
PAgypovA¢ Twy Bedovwv. Ze pla mpoomdbela anoduyns tng Aoidwéng, ol Bideg
Schanz pnopouv va nepiBarAovial ano adppwodel; oTOYYoU ETKAAUMMEVOUG HE
avtionmtikd. H Sadikacia mepumoinong twv Béoewv twv Bedovwv Ba mpémet va
avaokomne(tal ue Tov acBevh.

— EmAé€te Ty katdAAnAn Bida Schanz yia tnv ootikr avatopia Tov acBevoug.

MNposidomoinon
Ta epyaleia kat ot BISEC UMOPEL va EXOLV ALXUNPES AKPEC 1) KIVOUPEVEC apBPWOELG
mou Ba prmopovoav va Haykwaoouv i va okioouv To yavtl fj To Sépua Tou XpRotn.

NepBaAiov MayvnTikoU ZUVTOVIGHOU

Pomtry, Metatomion Kat ATELKOVIOTIKEG AAAOLWOELS CUUPWVA PE TA TIPOTU-
mta ASTM F2213-06, ASTM F2052-06e1 kat ASTM F2119-07

M1 KAWVIKEG SOKIMES YIa TO OEVAPLO TNG XELPOTEPNC TIEPITTTWONG OE GUOTNHA UAYVNTIKAS
Topoypadiag 3 T Sev £6ei§av Kapia OXETIKN PO 1) METATOTION TNG KATAOKEUAG YIa
TIELPAMATIKA HETPOUKEVN TOTIKA XWPIKA KAion payvntuikoL mediou ion pe 24,10 T/m.
H peyaAltepn amelkovioTikr aAAoiwaon ektelvotav mepinou ota 15 mm amnd tnv kata-
OKeuLR, Katd tn odpwon pe xprion aAAniouyiag padudwtng nxous Gradient Echo (GE).
Ot SokIPES TpaypatomnorOnkav og cUOTNHA HayvnTIKAG Topoypadiag 3 T.

Oéppavon emayopevn amé Padioouvyvotnteg (PZ) oOpdpwva pe 1o
ASTM F2182-11a

Mn-KAWVIKEG NAEKTPOUAYVNTIKES KAl OEPHIKEG TIDOCOUOIWOELS YIa TO XEIPOTEPO OEVA-
plo odriynoav og au€noel Beppokpaciag Twv 5,8 °C(1,5T) kat 5,5 °C (3 T) og ouvOn-
KEG AMEIKOVIONG HayvNnTIKOL GLVTOVIOHOU HE Xprion mnviwv PX (u€on T pubpov
€181KN¢ amoppddnong yia 6Ao to owua [SAR] ion pe 2 W/kg yia 15 Aemtd).

NMpogpuAagelg

H Sokipr ov avadépetal avwteépw Baciletal o€ pn KAWVIKEG SOKIUES. H Tpaypatikn

avgnon tng Beppokpaciag otov acBevr Ba e€aptnBOei amod pia moikiAia mapayoviwy

Tépav Tou SAR Kal Tou Xpdvou edpappoyn Twy PX. Emopévwg, ouviotdtal va Sivetat

18laitepn mpoooyr ota akoAovba onueia:

— Juviotatal n evdeAexn¢ mapakoAoubnon twv acbevwv mou uofdAloval o€ pa-
yvnukr topoypadia, 6cov apopd tnv aicbnon avuAnmirg Oeppokpaciag A/kat
TNV aiobnon moévou.

— O1aoBeveig pe dlatapayég otn pubuion Tng Beppokpaoiag i otnv aiobnon tng Bep-
Hokpaoiag Ba mpemnel va e€alpolvTal ano Ti¢ Sladlkaoieq payvnTIKng Topoypadiac.

— Tevikd, MO TNV APOLCIA AYWYIHWY EUPUTEVHATWY, CUVICTATAL N XPr|ON EVOG GUOTH-
HATOC HayVNTIKAG Topoypadiag pe xapnArn éviaon mediou. O xpnollomoloUHevog pub-
HOG e8IKAG anoppodnong (SAR) Ba mpémel va pelwBei 060 To SuvVaToV TIEPICOOTEPO.

— H xprion Tou ouoTANATOC £6AEPIOUOU PMTOPEL VA OUVEIODEPEL TIEPATEQW OTN M-
waon ¢ avénong tng Bepuokpaciag 0to owa.

Ewdikég 0dnyieg Aettovpyiag
KabnAwon e tn xprion twv pidéwv Schanz

1. TMpostolpacia aoBevolg
Avayvwplon KatdAAnAwy papdwv
Alapopdwan Tou TPOTUTIoU KAUYNG
Alapopdwon MePyPApHaTos NG papdou(-wv)
EmieBaiwon mpooappoyi kat B¢on tng Bidag
EKTEAEON TOWNC HE VUOTEPL
EKTOMN HOAGKWY Hopiwv
Epdutevon Bidag Schanz
Epdutevon devtepng Bidag Schanz

O 0NV WN



10. ZuvappoAdynon tou akaumtou mAaloiou

11. TpooBEate Tpito cuvoxEa

12. Epdutevote tpitn Bida Schanz

13. OAOKANPWOTE TNV KATAOKEUH

14. EnaAnBevote v avdtagn kal mpooapuoote

15. Mepikoyte TG Bideg Schanz kai tn PRS0 (mpoaipetikd)

MPOAIPETIKA TEXVIKA yld TV epdUTEVON BIdWV Schanz
1. MNpayparorolrote mpodldtpnon Tou 0oToL
XPNOIHOTIOLEIOTE TO £pyaAEio HETPNONG
EruAé€te kat petpriote tn Bida Schanz
®optwote T Bida Schanz
Eudutevote tn Bida Schanz
APAIPECTE TOV TIPOOAPHOYEQ aTtd TNV ePPuTELHEVN Bida Schanz

e

Ene§epyacia, Emavenegepyacia, Ppovtida kat Zuvtipnon

Ma YEVIKEG KATELBUVTAPLEG 0dNYIEC, Yia TOV EAgyXO TNG A€lTOUPYIAG KAl yla TNV anmoou-
vappoAdynon epyaleiwy mou armoteAovvtal and MoAAAMAd Turuata, kabwg kat yia
KATEUBLVTIPLEG OONYIEC OXETIKA LE TNV ETIEEEPYADIA TWV EUPUTEUNATWY, TTAPAKAAOUHE
ETIKOWVWVIOTE HE TOV TOTIKO AVTIMPOOWIIO MWAACEWY 1) QVATPEETE 0TNV I0TOoEA{SA:
http://emea.depuysynthes.com/hcp/reprocessing-care-maintenance

Ma YEVIKEC TTANPODOPIEC OXETIKA HE TNV ETAVENECEPYATIQ, T PPOVTIdA Kal T oLVTHENON
TWV EMAVAYPNOIHOTOIROIWY TIPOIOVTWY, Siokwv Kal Bnkwy epyaleiwv tng Synthes, kKabwg
KAl yla TNV EMEEEPYATIT TWV N AMOCTEIPWHEVWV EPPUTEUHATWY TNG Synthes, Tapakarov-
HE OUMPBOUAEUTEITE TO EvTuTiO «ZnUavTIKES MAnpodopiec» (SE_023827) iy avatpelte otnv
otooeida: http://emea.depuysynthes.com/hcp/reprocessing-care-maintenance
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