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YKa3aHus 3a ynotpeba

Cnctemata 3a WMMNIAHTUPaHe 3a HenpekbCHaTo nputuckaHe SPEEDTITAN™
OCUrypsBa Ha Xxupypra CpeficTBO 3a (hMKCMpaHe Ha KOCTV 1 Momara 3a MaHunynvpaHe
Ha dpaKTypa 1 3a PEKOHCTPYKTVBHA XMPYpPrua.

YcTpoicTea B o6xBara:
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SE-181815Tl
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SE-2015TI

SE-2020T!
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OCHOBHa CTpPYKTypa

— MMnnaHTTe Ha cucTeMaTta 3a VMMJAHTVMPaHe 3a HenpekbcHaTo MpuTUCKaHe
SPEEDTITAN ca n3paboTeHun oT 6rI0CbBMECTUM HUTUHON W Ca NPOeKTUpaHW Taka,
ye Aa NposABABaT CynepenacTUYHY CBOVWCTBa NPW CTalHa TemnepaTypa. Mpu Cbx-
paHeHne 1 NoCTaBAHe BCeKN UMMIIAHT Ce HaMunpa B OTBOPEHO MOJIOXEHUE. Cneg
nocTaBAHe, 0CBOBOX/JaBaHETO OT OrpaHMYaBalLoTo 13aeune Kapa kpayeTaTa Ha
MMMIaHTa da ce nperbHaT e4Ho KbM APYyro, KOeto BoAv A0 nputuckaHe. Mpu
1,06p0 KayecTBO Ha KOCTTa TOBa NperbaaHe MoxXe [1a He e 3a6eNeXnMo, Tbil KaTo
KpayeTaTa Ca OrpaHu4eHun oT 3aobukanaljata TbKaH.

— DePuy Synthes npeanara HAKOJIKO pasinyHu TUNa UMNAaHTW. HomMepbT Ha Moaena
Ha UMMJIaHTa NoCo4YBa HerosnTe pasmepu.

BaxxHa 3abenexka 3a MeOUUNHCKNTE cneumanncTtin 1 onepaymoHHnA nepcoHa:
Te3n yKasaHws 3a ynoTpeba He BKJIIOYBAT MbJiHaTa MHpOPMaLms, Heobxoanma 3a
n3bupaHe 1 13nos3BaHe Ha AafeHO yCTPOUCTBO. Mosis, npean ynoTpeba npoyeteTe
BHVMATEIHO Te31 yKa3aHws 3a ynoTpeba v 6poluypaTa Ha Synthes «BaxkHa nHdop-
Mauwisi». YBepeTe ce, Ye CTe 3ano3HaT/a CbC CbOTBETHATA XMPYPruyHa NpoLeaypa.

Matepuan
HutnHON

MpepHa3sHayeHne
Ckobute Ha nmnnaHTuTe SPEEDTITAN ca npefHasHaveHu 3a ukcupaHe Ha KOcTy,
KaKTO 1 3@ MaHWUnyaupaHe Ha hpakTypa 1 3a PeKOHCTPYKTVBHA XUPYpPrua.

Moka3aHua

— OuKcrpaHe Ha (DpakTypu v OCTEOTOMUA U acTpofe3a Ha CTaBWTe Ha pblieTe
1 Kpakara.

— OuUKCrpaHe Ha OCTEOTOMYA Ha NPOKCManHaTa TrbuanHa MeTacusa.

— QuKcvpaHe Ha Manky dparMeHTy Ha KocT (Hanp. Manku hparMeHTu Ha KOCTTa,
KOWTO He ca pa3apoberi 1o cTeneH, BoAeLLa 10 U3K/I0YBaHEe Ha Bb3MOXHOCTTa
3a NofMAHa CbC ckoba). Tesn hparMeHTn Moxe [a ce HaMupaT B ObATN KOCTH
kaTo GefpeHaTa KOCT U ubynata B AONHWTE KPaWHWLYM, paMeHHaTa KOCT,
NlakbTHata KOCT wWan JbyeBaTa KOCT B ropHWTe Kpal;IHVIU,M; Kar4muaTa
11 B NJIOCKMTE KOCTW KaTo Tasa 1 nonaTkata.

NMpoTusonokasaHusa

— Pa3gpobeHa MOBBPXHOCT Ha KOCTTa, KoATO 61 Buna npeyka 3a MOCTaBAHETO
Ha ckobara.

— MaToNOTNYHN CCTOAHUA Ha KOCTTa KaTo OCTEOMeHWs, KoMTo Buxa Hamanunm
Bb3MOXHOCTTa 3a 3[1paBO PUKCMPAHE HA UMMIaHTa.

— YyBCTBUTENHOCT KbM Hy>XXM TeNa 3a MeTanuTe, BKJIIOYUTENHO HUKeS. B cnydanTe,
B KOUTO Ce MoA03mpa 4yBCTBUTENIHOCT KbM Matepuanu, npedu MMnaaHtTaunaTta
TpsAbBa Aa ce HanpaBAT CbOTBETHUTE TeCTOBe.

LieneBun notpe6utenu

HacToawwmTe ykazaHus 3a ynotpeba camu no cebe cvt He AaBaT OCTaTbyYHa OCHOBa
3a npAka ynotpeba Ha u3penveto wau cuctemata. CUAHO NpenopbyUTeNHO
e 0by4eHune oT XxMpypr c onuT B paboTaTa C Te3un n3genus.

To3n ypen e NpedHa3Ha4eH Aa ce 13no3Ba OT KBaMMbULMPaHW 34paBHN cneLmna-
JINCTUN KaTO XMPYpP3K, Nekapw, onepaTvBeH NepcoHan v MnLa, aHraXXnupaHu B NoAro-
ToBKaTa Ha ypepa. Llenuat nepcoHan, koito 6GopaBw C w3genveto, Tpabea
na Obe HaNb/IHO HAaACHO C yKasaHWATa 3a ynoTpeba, XMpypruyHuTe npouenypu,
aKko e NpUIoXMMO, 1/mnu ¢ bpolypata «BaxHa vHdopmauusa» Ha Synthes.
MMnnaHTaumATa TpAbBa Aa Ce W3BBPLUM CbIIACHO C yKas3aHuATa 3a ynoTpeba,
KaTo ce c/leABa MpemnopbyYaHaTa XvpypruyHa npouenypa. Xvupyprur Tpabsa Aa
ce yBepu, Ye u3genneTo e noaxoAaLlo 3a fJafeHaTa NaTtonorna/CbCToaHne, KakTo
1 Ye onepauuAaTa e NPUEXHO U3BbPLUIEHA.
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OyaKBaHW KJIMHUYHU NON3N

OuaKBaHUTe KJMHUYHM NON3M OT BBTPELLHWTE (DUKCMPaLLM M3AeNNa KaTo crucTemaTa
33 MMMNAAHTVpaHe 3a HenpekbCcHaTo npuTuckaHe SPEEDTITAN, korato gapeHuTte
Ce M3MoN3BaT Cbr1acHO yKasaHuATa 3a ynotpeba v npenopbuMTenHata TexHUKa,
Ca KakTo cnepsa:

— CrabwnmsmpaHe Ha KOCTHWA CErMEHT W yaleCHABaHe Ha 3a3[paBABaHeTo;

— Bb3cTaHOBABaHe Ha aHaTOMUYHWTE BPb3KM U (DYHKLMOHUPaHe.

MoTeHunanHu HexxenaHn
W 0CTaTb4yHU PUCKOBE
KakTo npu BCUYKM ronemu XupypruyHy npoleaypu, MoraT fa Bb3HUKHAT prUcKoBe,
CTPaHWYHM ehekTn 1 HeXeNnaHn CbouTUA. Bbnpekn Ye MoraT fia Bb3HUKHAT MHOMO
Bb3MOXHU peakLny, HAKOW OT Hali-4eCTuTe BK/IOYBAT:

Mpobnemy, Bb3HWKBALLY BCNEeACTBME Ha aHecTe3nATa U MO3ULMOHWPAHETO Ha
nauueHta (Hanp. rafjeHe, NMospbliaHe, AeHTaNHU HapaHABaHUA, HEBPOOTUYHU
yBPeXAAHWA 1 T.H.), TooM603a, eMbonns, nHdeKkLWa, 0BUNHO KbpBeHe, ATPOreHHO
yBpeX/JaHe Ha HepBuW UMK CbOBE, OO CBbp3BaHe, MNca Ha CBbP3BaHe, yBpex-
flaHe Ha KOCT W yBpex/aHe Ha MekuTe TbKaHW, BK/IIOUYMTENIHO OTOK, 0bpasyBaHe
Ha abHOPMHU LMKaTPUKCK, DYHKLUMOHANHO yBPEeXAaHe Ha MyCKYIHO-CKeneTHaTa
cnctema, Bonect Ha Sudeck, anepruyHn peakuun/peakuymn Ha CBPbXUYBCTBUTEN-
HOCT U CTPaHNYHK ehekTu, CBbP3aHu C HeyCneLHO UMMNaHTUpaHe U U3MbKBaHe Ha
n3nenunero.

cbOUTUA, HedXKenaHu CTPaHU4YHU eq)el(m

CTepvao uspenue

- CTepunusupaHo c obnbysaHe

@ [la He ce CTepuAn3Mpa NOBTOPHO

U3penue 3a egHOKpaTHa ynotpe6a

® [a He ce n3nonssa noBTOPHO

Moka3Ba MeAULMHCKO U3feNie, KOeTO e 3a eAHOKpaTHa ynoTpeba 1nu 3a ynotpeba
npu eAvH eAMHCTBEH NaLMeHT Mo BpeMe Ha eJHOKpaTHa npoLleaypa.

MoBTopHaTa ynoTpeba uam kKNnHU4Ha 06paboTka (Hanpumep NoYncTBaHe 1 nos-
TOpPHa CTepuan3aLma) MoxXe Aa HapyLLaT CTPYKTypHaTa LANOCT Ha M3AeNNeTo n/unm
[1a AOBeAT 10 HeW3MPaBHOCT Ha U3LENNETO, KOETO MOXE Aa NPUYMHU HapaHsBaHe,
3abonaBaHe UM CMBPT Ha NaumreHTa.

OcBeH TOBa, NOBTOPHaTa ynoTpeba nnn 06paboTka Ha U3fenus, npefHa3HayeHn 3a
efHoKpaTHa ynoTpeba, Moxe Aa Cb3hajaT PUCK OT 3aMbpcsABaHe, Hanpumep
BC/IEAICTBUE Ha NPeHacsHe Ha UHMEeKLUMO3eH MaTepran OT eAuH NaLUeHT Ha Apyr.
ToBa MOXe Aa [loBefe [0 HapaHABaHe UK [O CMBbPT Ha NaumneHTa uau onepaTopa.

3amMbpceHnTe UMNNaHTU He TpabBa fa ce 06paboTBaT NOBTOPHO. BCeku UMNaHT
Ha Synthes, KOWTO e 3aMbpCeH C KPbB, TbKaH /UK TeNecH! Te4YHOCTU/MaTepuu,
HuKOra He TpAbBa fa ce U3no38a NOBTOPHO U C Hero TpabBa Aa ce 6opasy CbrnacHo
60IHNYHUA NPOTOKON. BbNpeku Ye Moxe fia U3rnex/aT HenospeneHu, UMnnaHTuTe
MoXe a UMaT Manikv AeheKTy U BbTPELIHN HanpeXeHUs, KOUTO MoxXe fa NPUYUHAT
yMOpa Ha MaTepuana.

I'Ipep,ynpe)KAeHMﬂ u npeanasHU mMepku

MNpepynpexxpeHus

— He MoXe ga ce o4akBa UMMNIAHTUTE @ 3aMeHAT HOopMaJsiHa 34paBa KoCT WK fa
M3ABPXKAT Ha HaNPEeXeHNEeTOo, Ha KOeTO e MOCTaBeHO U3AEeNNEeTO, OT LUANOCTHOTO
nnn 4aCcTUYHOTO MOoemaHe Ha TeXecCTTa WM HaToBapeHOCTTa Mnpu nunca Ha
CBbp3BaHe, 3a6aBEHO CBbP3BaHe UM HEMbJIHO 3a3/paBsBaHe. ETO 3aLLl0 e BaXKHO
06e3/BMXBaHETO Ha 1eKyBaHOTO MACTO Ype3 CTaHAAPTHUTE MeTOAM (rMncupaHe,
MocTaBsHe Ha WWHM U Ap.) Aa Ce NoAnLbpXa A0 33a3[paBfBaHETO Ha KOCTTa
(4—6 cegmuw).

— PefykuusaTa Ha MACTOTO TpsbBa Aa ce MOCTUrHe W MOAAbPXa, npean Aa ce
UMNNaHTpa n3genueto. He Tpabea Aa ce pa3yMTa Ha CMAaTa Ha NpuTUCKaHe
Ha 3aTBapsliaTa ckoba, 3a [a Ce MOCTUrHe 3aTBapsHe WAM pedyKuus Ha
dpakTypHaTa MHMA.

— BcsAko fonbiHMTENHO 06paboTBaHe MM NOBTOPHO 06paboTBaHe Ha UMMNaHTa
MOXe [a NoBinAe Ha CBOWCTBATA 3@ 3aMOMHsAHE Ha q)opmaTa Ha HUTUHONA, KaTo
NPOMEHV UIN MO APYr HAYMH peflyunpa ePeKTUBHOCTTA Ha MMMaHTa.

— MNoBTOPHOTO 06paboTBaHe Ha KOMTO M Aa € WHCTPYMEHT Moxe fa nosnuse
Ha HeroBaTa CbBMeCTUMOCT C ApYruTe MHCTPYMEHTU 1 Ha U3MONI3BAEMOCTTA Ha
NOBTOPHO 0OPabOTEHNA NHCTPYMEHT.

— AKO CTepuiM3aLMnaTa e HapylleHa Npeay nocTaBsHe, Lie e HeobxoanMo aa ce
M3N0N3Ba Pas3nuyeH CTepuaeH UMMAAHT UAU CbOTBETEH(-HW) MHCTPYMEHT(-1).
MpoAyKTBT He MOXe Aa Ce CTepUI3Mpa NOBTOPHO 3apaan TOMJIMHHATA HeYCTO-
4YMBOCT Ha ﬂOﬂMKap6OHaTHVITE‘ Matepunann.
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— Mpeau ynotpeba nposepeTe CpoKa Ha FOAHOCT Ha MPOLyKTa W ce yBepeTe B

Lie/10CTTa Ha ornakoBKaTa. ﬂpO,D,yKT cyBpefeHa onakoBkKa Tpﬂ6Ba Aa Cce U3XBbpsn
nHe TpH6Ba [a ce U3non3ea, Tbi KaTo CTepUNHOCTTa He MOXe fla Ce rapaHTupa.

Kom6uHauma oT MeauLMHCKN n3genus
Synthes He e TecTBana CbBMeCTUMOCTTa C U3Ae/Us, NPefoCTaBsHN OT APy NPOU3-
BOAWTESN, N HE NMOemMa OTrOBOPHOCT Mpu Nofo6HN Ciyyau.

MarHMTHO'pEBOHaHCHa cpepa

MP cbBMeCTUMOCT

CncTemata 3a UMNNaHTUPaHe 3a HenpekbcHaTo npuTuckaHe SPEEDTITAN e oueHeHa
3a 6€30MacHOCT U CbBMECTUMOCT B MP cpefia. M3ienneTo e TeCTBAaHO Npu Hekun-
HWYHM ycnosuA. TecTBaHeTo Nokasea, Ye MnNaHTsT SPEEDTITAN e MP cbBMecTvM.
Moxe Aa ce ckaHupa 6e30nacHo Npw cnegHUTe yCioBua:

— CTatTnyHo MarHuTHO none 1,5 Tesla (1,5 T) unwn 3,0 Tesla (3,0 T).

— [1pOCTpaHCTBEHO rpafiMeHTHoO nose Jo:

— 11 440 G/cm (114,40 T/m) 3a cuctemm c 1,5 T
— 5720 G/cm (57,20 T/m) 3a cuctemn ¢ 3,0 T

— MakcumanHa cpefjHa cneunduyHa ckopocT Ha abcopbauus (SAR) Ha UAI0 TA0:

— 4,0 W/kg 3a 15 MyHyTV ckaHupaHe npu 1,5 T
— 4,0 W/kg 3a 15 MUHyTU ckaHupaHe npu 3,0 T

1,5 T npwu PY 3arpasaHe
— [pW HEKNIMHNYHO TeCTBaHe C Bb3Oy>XAaHe Ha 606MHa 3a LUANO TANO UMNNAHTUTE

Cb3/laBaT NOBYLLABaHe Ha TeMnepaTypaTta no-manko ot 3,0 °C npu MakcmanHa
cpefiHa cneumduyHa ckopocT Ha abcopbauna (SAR) Ha usano Tano 4,0 W/kg,
OLeHeHO upe3 KanopumeTpus 3a 15 MUHYTW MpW CKaHVWpaHe B CKeHep 3a
AMP 1,5 T Siemens Espree (MRC30732) cbc copTyep SYNGO MR B17.

3,0 T npwu PY 3arpsABaHe
— TpwW HeKNMHMYHO TecTBaHe ¢ Bb36yXAaHe Ha 606MHa 3a LAN0 TANO UMMNAHTUTE

Cb3[aBaT NoBWLLaBaHe Ha TeMnepaTypaTa no-manko ot 3,5 °C npu MakcmanHa
cpefHa cneunduyHa ckopocT Ha abcopbaumsa (SAR) Ha uano Tano 4,0 Wrkg,
OLeHeHO 4pe3 KasopumeTpua 3a 15 MUHYTW Npu CKaHWpaHe B CKeHep 3a
AMP 3,0 T Siemens Trio (MRC20587) cbc codpTyep SYNGO MR A30 4VA30A.

— BHumaHue: Mosegenneto Ha PY HarpasaHe He ce yBefiM4yasa C HanperHatocTTa

Ha CTaTUYHOTO nosne. N3aennaTa, KOUTo He npoAasAsBat 3abenexmmo HarpAaBaHe
Mpn HanperHatocT Ha AafeHO noJjie, MOoXe Oa NpoABABAT BUCOKKN CTOMHOCTKN
Ha NoOKann3npaHo HarpAsaHe Npun HanperHaTocT Ha Apyro none.

ApTedakT
— ApTeakTsT B n306paxkeHneTo ce NnpocTupa npubansnTesHo 13 mm ot nsge-

NINETO, KOraTo CKaHWPaHeTO NPy HEKJIMHUYHO TeCTBaHe 13M0J3Ba CeKBEHUMA:
rpaflMeHTHO exo cekBeHuMs B SIMP cucTema Mpu TPOEH KJVHWYEH CKeHep
3,0 T Siemens (SYNGO MR A30 4VA30A).

OTCTpaHﬂBaHE Ha UMnJiaHTa

1.
2.

PaskpuiiTe MACTOTO 1 MOCTa Ha MMMaHTa.

C nomoLLTa Ha MMHCeTa XBaHeTe MMMIaHTa No cpefaTa v ro oTcTpaHete. AKo
UMMNNaHTBT e BAABOHAT, ToraBa W3MOA3BaiiTe eneBaTop, 3a fAa NoBAMUrHeTe
MOCTa Ha WMMIaHTa, Cnef KOeTo M3MOoN3BalTe MUHCETa, 3a Aa OTCTpaHuTe
MMNNaHTa. AKO MMMNAHTBT e 34paBO CBbP3aH, pa3pexeTe MOCTa C UHCTPYMEHT
3a pA3aHe Ha TesI0Be, 3aBbpTeTe 1 OTCTPaHeTe BCAka ckoba Ha KpayeTaTa.

N3xBbpnaHe

Bcekn vmnnaHT Ha Synthes, KOMTO e 3aMbpCeH C KPbB, TbKaH W/WAW TenecHu
TeYHOCTWU/MaTEPUK, HUKOra He TpAbBa fa ce U3M0N3Ba NOBTOPHO W C Hero TpsAbaa
[la ce 6oOpaBU CbrNACHO HONHNYHWA NPOTOKO.

V3penvisTa TpsibBa fia Cce M3XBBPAAT KaTO 34PaBHO MeAVLMHCKO U3Lene CbriacHo
npouedypute Ha bonHuUaTa.
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CneumnanHun YyKa3aHuA 3a pa60'ra

1.

Onpepenete NpaBUAHNA PasMep Ha MMMaHTa C MOMOLLITa Ha BOAA4a 3a pasmepu
(SG-1), 3a Aa U3MepuTe MACTOTO 3a y3us.

OTBOpEeTe U3bpaHNA KOMMIEKT 3a VMMNaHTUPaHe N CbOTBETHUA MY KOMMIEKT
3a npobusaxe (DK-265C).

[lokaTo ocurypasaTe UANOCTHa pefyKLUWA, nocTaBeTe Bofdadva 3a npobuisaHe
npe3 MACTOTO 3a y3us, AokaTo ABaTa 3bbella JokocBaT KocTTa. [lpobusaiTe
MbpBYA OTBOP C MOMOLLTA Ha MPeAoCTaBeHUA B KOMMekTa 3a npobusaHe
cBpeAen, AoKaTo He ce JOCTUrHe KaTeropuyHo cnnpaHxe.

MocTaBeTe WMMT C Bb3MOXHOCT 3a W3AbpMBaHe B MbpBUA OTBOP, KaTo Ce
yBepuTe, Ye UMa UANOCTHa pedykuus, u nosTopeTe CTbhka 3, 33 Aa Cb3gageTe
BTOpYW 0TBOP. [0 M360p: MocTaBeTe APYr WWMT C Bb3MOXHOCT 3a N3AbPMBaHe
BbB BTOPWA OTBOP. BogaubT 3a npobuBaHe Moxe [la ce OTCTPaHW, KaTo 0CTaBu
LMhTOBETE C Bb3MOXHOCT 3a M34bprBaHe Ha MACTO, 3a fja MapKupaT no3unuuaTa
Ha NpobuTUTE OTBOPW.

OTCTpaHeTe MHCTPYMEHTa 3a MocTaBAHe, CbAbpXall umnnanta SPEEDTITAN,
OT KOMMMeKTa Ha WMnnaHTa. OTCTpaHeTe LWMMpTOBETE C Bb3MOXHOCT 3a
13bprBaHe OT NPeABapUTENHO NPOBUTKTE OTBOPU U NOAPaBHeTe BpbXyeTaTa
Ha kpayeTaTa Ha uMmnnaHTa SPEEDTITAN napanenHo Ha Npobutute oTBOPY.
MocTtaBeTe nMnnaHTa SPEEDTITAN Bb3MOXHO Hal-Lbi60KO B NpeaBapuTesiHo
npobutnte Oynku. 3abenexka: 3a Aa ce rapaHTMpa TOYHOTO MOCTaBAHE Ha
MMMaHTa, MOXe fa ce Hampasu (hnyopockonua npenn ocsobox/jaBaHeTo
Ha MMNAaHTa.

Vi3gbpnaiiTe 6yToHa Ha Nab3rada Ha yCTPOMCTBOTO 3a NOCTaBAHe Harope, 3a Aa
ocsoboanTe MMMIaHTa.

MofpaBHeTe npefoCTaBeHOTO MpucnocobneHne 3a HabusaHe C MoOCTa Ha
MMMNaHTa v U3NoN3BanTe cnopen HeOOXOAMMOCTTa 3a MbAHOTO pa3nonaraHe
Ha MMaHTa.

MosTopeTe cTbnkMTe oT 1 A0 8 3a BCEKW AOMBAHUTENHO U3MNON3BAH UMMIAHT.
CbBeT: AKO UMNIaHTWTe ca nocTaseHn Ha 90 rpadyca efvH OT Apyr, pa3nono-
KeTe M LWAXMaTHO, 3a Aa rapaHTMpaTe HEeBb3MPenATCTBAHO MOCTaBAHe.
AKO BTOPV UMMAAHT Ce NMOCTaBA C MOCT B GAV30CT A0 ApYr, NOCTaBeTe UMMNaHTa
C OTBOpeHaTa CTpaHa, refalla KbM MbpBMA UMNNAHT. TOBa NO3BONABA HEBDB3-
npenATCcTBaHOTO 0CBOOOX AaBaHe Ha MMMaHTa OT MHCTPYMeHTa 3a NoCTaBAHe.

C€
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Synthes GmbH
Eimattstrasse 3

4436 Oberdorf

Switzerland

Tel: +41 61 965 61 11
www.jnjmedicaldevices.com
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