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CUCTEMbI HAKOCTHbIX NNACTUH A0S
FIBONACCI™ AnA HWXHUX KOHEYHOCTEW

A Q®

NHCTPYKUWA MO NPUMEHEHWIO

depepanbHoe 3akoHoaaTenbcTBo CLUA paspeluaeT npogasatb AaHHOE
n3fenvie TonbKo Bpavam Mnn no ux sakasy

OMNUCAHUE U3OENUA

CUCTEMA HAKOCTHBbIX NMITACTUH AOS FIBONACCI™ OJ1A
HWXKHX KOHEYHOCTEW skntovaeT CUCTEMY HAKOCTHbIX
MNACTWH AOCS FIBONACCI™ AJ1A MENKNX ®PATMEHTOB,
CUCTEMY HAKOCTHBbIX MITACTUH AOS FIBONACCI™ LITE AnA
MENKNX ®PATMEHTOB, CUCTEMY HAKOCTHbIX MATOYHbIX
MIACTUH AOS FIBONACCI™ 1 CUCTEMY HAKOCTHbIX
MPOKCUMAIbHO-BOJIbLLUEBEPLIOBBIX MITACTUH AOS
FIBONACCI™. OHun npeacTaBnstoT cobor yCcTporcTBa AN OTKPbITON
peno3numnn 1 BHyTPEeHHeN uKcaLumm, KoTopble COCTOAT U3 BbIMOMHEHHbIX
13 TUTAHOBOIO CMiaBa NMacTWH 1 LWYpPYnoB B Ppa3HOM KOHCTPYKTUBHOM
MCMOMHEeHUW, NPefoCTaBNALWEM XUPYPry HECKOMbKO BapyaHTOB
apanTauum K aHaToMWM naumeHTa 1 onTMU3aummn pesynbTaToB ero
neveHus. Cuctema nocraenseTcs B cneumanbHOM CTEPUNU3ALIVOHHOM
1NOTKe, U B €€ COCTaB BXOAMUT COMYTCTBYIOLLMIA HABOP NHCTPYMEHTOB.

NMOKA3AHUA K MPUMEHEHUIO

CUCTEMA MNACTWH AOS FIBONACCI™ AnA MEJKUX
OPAIMEHTOB npegHasHaveHa onsa goukcaumm neperioMoB, OCTEOTOMUMN
1 HecpaLLeHWI KIounLbl, onaTku, onekpaHoHa, NneveBow, Ny4YeBon,
JIOKTEBOW KOCTEN, Tasa, AucTanbHou YacTtu 6onbluebepLioBo KOcTw,
Mano6epLoBOl KOCTW, B TOM YUCHIE NOABEPTLUNXCA OCTEONEHUN.

CUCTEMA HAKOCTHBIX NNACTVH AOS FIBONACCI™ LITE OnsA
MEJIKMX ®PATMEHTOB nokasaHa gns cukcauum nepenomos,
apTpoAe3a, PeKOHCTPYKLUMK, PenfaHTaumMm n peno3vumm Menkux KocTen u
nx pparMeHToB. ATa cMCTeMa NokasaHa Takke Ans crabunusauum
HeHarpy>aeMblx Y4acTKOB 1 Peno3nLum KOCTHbIX )parMeHTOB B
ONWHHBIX KOCTsIX. MNprMeHsieTcs Ans MmeTadm3apHbIX hparMeHTOB,
KOTOpbIE HE N3MErbYEHbI U MOTYT ObITb MCMOMb30BaHbI B MO3MLUK
NPOTUBOCKONBXEHNSI.

CUCTEMA HAKOCTHbIX MATOYHbIX MITACTNH AOS FIBONACCI™
npegHasHaveHa ansi hukcaumm nepenomMoB, Npy OCTEOTOMMUSIX,
HecpaLLeHWsIX, pennaHTaumusax U CUSIHUIA MeNKUX KOCTEN 1 X
hparMeHTOB, 0COBEHHO NMOABEPTLUNXCS OCTEONEHMUM.

CUCTEMA HAKOCTHBIX MPOKCUMAJIbHO-BOJIbLIEBEPLIOBbLIX
MNACTWH AOS FIBONACCI™ npegHasHadeHa Ans cumkcaumm
nepenomoB, HecpalleHuin, HenpaBuibHbIX CPaLLEeHWIA, OCTEONeHNYeCcKom
KOCTM U OCTEOTOMUM NPOKCUMAanbHOro oTaena 6onblebepuoBoii KOCTH,
BKIIOYast NPOCTble, OCKONbYaTble, NaTtepanbHO-KIMHOBUAHbIE,
BAaBMNEHUs, MEANANbHO-KITMHOBUAHbIE, ABYXMbILLENKOBbIE NaTeparnbHo-
KIMHOBUAOHbIE B COMETaHUN C BOAABNEHUEM, NEPUMNPOTE3HbIE N NEPENOMbI
C COMyTCTBYOLMMU Neperiomamm amagusa.

NMPOTUBOMNOKA3AHUA
1. TlaumeHTbl ¢ aKTUBHOWM NOBEPXHOCTHOWN MHAPEKLIMEN.

2. lMepuwaTtpuyeckme NaumeHTbl Uy NauneHTbl C HE3PENoCTbIO CKeneTa.
3. TMaumeHTbl C YacTbiMU MHEKUMAMN B aHaMHe3e.
4

[MauuneHTbl ¢ M3BECTHON YyBCTBUTENBHOCTbLIO UMW annepruen Ha
mMartepuarnbl UMnnaHTaTa.

5. TMauneHTbl C HepPBHO-MbILLEYHON HE4OCTAaTOMHOCTBLIO MOPaXEeHHON
KOHEYHOCTU, fOCTaTOYHOM Ans Toro, YTobbl caenaTh npoueaypy
HeOoB60CHOBaHHOW.
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6. CoCTOsIHWS, KOTOpblE NPENATCTBYIOT COBMIOAEHMIO pexma
peabunutauum Ans nocrieonepaumoHHOro yxoaa unm yxyawaror
CNocobHOCTb NaumMeHTa CrieaoBaThb yKazaHUsM.

7. ®unsnyeckne CoCTOsSHMSA, KOTOPbIE MOTYT NOMeLLaTh aAeKBaTHOMN
ornope uMnnaHTaTa unv 3ameanuTb 3aXXMBIeHUe, Hanpumep,
HapyLleHne KpoBOCHabXeHus1 B 0bnacTu neveHus,
06nMTEPUPOBAaHHBIN MeayNMAPHbIA KaHar, HeoCTaTOYHOE Ka4ecTBO
WINW KONNYECTBO KOCTEN, NepeHeceHHast UHEKUNST UN OXUPEHNME.

NPEAYNPEXOEHUA

Mepen ncnonssosanmem CUCTEMA HAKOCTHBIX NMNACTUH AOS
FIBONACCI™ ONA HMKHNX KOHEYHOCTEW porkHa GbiTh
cTepunusoBaHa. O6paTuTech k NPMBEAEHHOMY HUXe pasgeny
«CTEPUITN3ALNA».

CUCTEMY HAKOCTHbIX NMPOKCUMAJIbHO-BOJTbLLIEBEPLIOBbIX
MNACTUH AOS FIBONACCI™ M0XHO MCMonb30BaTh TOMBKO C
wypynamu gnameTtpom 3,5 MM n 6onee. Vix ncnonb3osaHme ¢ Lypynamm
AnameTpom MeHee 3,5 MM He OLeHMBanoCh 1 MOXeT NPUBECTU K
NosIoMKe UMMNnaHTaTa v TpaBMe naumeHTa.

CUCTEMA HAKOCTHBIX MNACTVH AOS FIBONACCI™ OnA
HMKHNUX KOHEYHOCTEW npegHasHayeHa ansi UCnonb3oBaHns
UCNOMHUTENSMM, UMEIOLLIMMMN COOTBETCTBYHOLLYHO NOAFOTOBKY U
3HaKOMbIMW C MEeTOAaMM, CBA3AHHLIMU C MPUMEHSAEMOI opTonean4eckon
XUpypruyeckon npoueaypow. [ins nonyyeHns AONONHUTENbHON
WHpopMaLmMmn 0 MeEToAAaX, OCIOXHEHWUAX N ONAacHOCTSX obpaTuTecs K
MeanUMHCKoN nuTepatype. [ns nonyyeHus AONONHUTENbHO
nHdopmaummn 06 ncnonbzosaHum CUCTEMbl HAKOCTHbIX MNACTUH
AOS FIBONACCI™ AnA HWXKHNX KOHEYHOCTEMW obpalainteck k
PYKOBOACTBY «XMpypruyeckasi TeXHUKa NpUMeEHeHUst CUCTEMbl HAKOCTHBbIX
nnactnH AOS Fibonacci™ gns HWKHUX koHeyHocTen» (PN 9094).

Wmnnantatel CUCTEMbI HAKOCTHBIX MNACTUH AOS FIBONACCI™
ANA HKHUX KOHEYHOCTEW npegHasHaueHb! TOMbKo Ans
0HOPa30BOro UCMonb3oBaHus. [OBTOPHOE MCNonNb30BaHWe YCTPONCTB
COMPSXXEHO C PUCKOM Nepeaayn MHAEKUMOHHBIX 3aboneBaHnin 1 yTpaTown
MeXaHNYeCKON NPOYHOCTUN. XOTH YCTPOMCTBO MOXET BbIMMSAAETb
HenoBpEeXAEHHbIM, paHee BO3HVKLLME HaNpPshXeHNs MOrnu co3aaTthb
AedeKTbl U CTPYKTYPY BHYTPEHHMX HaMPSPKEHWUIA, KOTOPbIe MOTyT
NpVYBECTM K OTKa3dy MMnnaHTaTa.

Mpu xpaHeHun ycTpoicTB 1 obpaLleHun ¢ HUMKU Heobxoauma
OCTOPOXHOCTb. BO BpeMs XxpaHeHNs KOMMOHEHTbI YCTPONCTBA AOMKHbI
ObITb 3aLUMLLEHbI OT arpeCcCMBHBIX CPefl, TakUX Kak HaCbILLEHHbIV COMnbio
BO3AyX, Briara u T. . Obpallasck ¢ KOMMOHEHTaMN YCTPONCTBA, He
crneqyeT npunaratb K MMNNaHTaTam Ype3mepHble YCUnusl, MoCKomnbKy
paspesaHvie, Usrmb nnu LapanvHbl Ha MOBEPXHOCTW KOMMOHEHTOB
YCTPOWCTBA MOTYT CHU3UTb MX MEXaHNYECKYH0 N YCTanoCTHYIO MPOYHOCTb.
Mepen onepaunen ocMOTpUTE BCE KOMMOHEHTLI YCTPOWCTBA Ha NpeaMeT
nospexaeHunin. Mpyn HeobXxoANMOCTM 3aMeHUTe NOBPEXAEHHbIe NN
N3HOLLEHHbIE KOMMOHEHTBI.

OueHka 6esonacHocTu 1 cosmectumocT CUCTEMbI HAKOCTHBIX
MNACTUH AOS FIBONACCI™ ONA HMKHNX KOHEYHOCTEW He
npoBepsinack Ha 6e3onacHoCTb U COBMECTMMOCTL B o6cTaHoBke MPT.
[aHHoe usgenve He UCMbITLIBANOCh Ha HarpeB, CMELLEHNE Unm
apTedakTbl U306PaKEHUs B YCIIOBUSIX MAarHUTHOIO pe3oHaHca.
WMHpopmaums o 6esonacHocT CUCTEMbI HAKOCTHBIX MITACTVH
AOS FIBONACCI™ A5A HMKHUX KOHEYHOCTEMW B ycnosusx
npoueayp MarHUTHO-pe30HaHCHON ToMorpadmm OTCyTCTBYET.
CkaHupoBaHue nauneHTa, KOTopoMy 6bINo UMMNNAaHTUPOBAHO AaHHOE
usgenve, MoXeT NPUBECTM K MPUYMHEHMIO Bpeaa 300POBbi0 NauueHTa.

OTHOCUTENBHO NPaBMN Hagnexalyero yxoaa u obpatleHus ¢
MHOIOPA30BbIMA 1 OOHOPA30BbIMW MHCTPYMEHTAMW AOS
CM. NINCTOBKY-BKMaabIWw B 1x ynakoske (IFU-9000).

BO3MOXHbIE HEXXENATEJIbHbIE ABNEHUA

1. MNoBpexaeHne HepBa UNW MATKUX TKAHEW, HEKPO3 UNu pe3opobuus
KOCTM, HEKPO3 TKaHEN UMW HEYOBNETBOPUTESNIbHOE 3aXWBNEHUE
rocre Xvpypruyeckon TpaBMbl UMK U3-3a NPUCYTCTBUS MMMNaHTaTa.

2. Cocyauctble 3aboneBaHus, BKtovas TpoMbogneduT, neroyHyo
3aMGBonuto, reMaToMbl paH 1 aBacKynsipHbIA HEKPO3 roNoBKU
GenpeHHol KocTu.

3. YyBCTBMTENBHOCTL K MeTannam, rmcTonornyeckas unv annepruyeckas
peakuusi Ha MaTepwuarbl yCTponcTaa.

4. PasgpaxatoLlee noBpexaeHne Markux TkaHen, B TOM yucne
VUMMUHIPKMEHT-CUHOPOM.
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5. Bonb, ANCKOMMOPT NN aHOManbHbIE OLLYLLIEHNS.
6. MMy6Gokne 1 NOBEPXHOCTHbIE MHAEKLINN.
7. MNoBpexageHue unu NOBTOPHbLIA NeperioM KOCTen.

MHCTPYKLUMA NO NPUMEHEHUIO

MEPEL ONEPALMEN

Mepen cTepunuaaumeil OCMOTPUTE NpM JOCTAaTOYHOM OCBELLEHWNN BCEe
komnoHeHTbl umnnaHtatos CUCTEMbl HAKOCTHbIX MNACTWH AOS
FIBONACCI™ ONnA HMKHNX KOHEYHOCTEW Ha npegmeT usHoca unm
NOBPEXAEHMNI, CNOCOBHBIX HEraTMBHO NOBMUATL Ha UX
paboTocnocobHOCTb. Mpy 06HapyXeHUn n3Hoca U NOBPEXAEeHNS
KOMMOHEHTbI CrieflyeT yTUNmanpoBaTh 1 3aMeHUTb.

[nsA BbINONHEHUA 3TON onepauun TPebyoTCA yeunutens n3obpaxeHns n
COOTBETCTBYIOLLMI TPAaBMAaTONOMMYECKUIN CTOS.

Mepen onepaumen cnegyeT UCKMIOYUTL BO3MOXHOCTb annepruiyeckunx u
OPYrvx peakumin Ha maTepuansl U3genus.

BO BPEMA OMNEPALIN

Bbibepute Hanbonee noaxoasLumMii pasmMep UmnnaHTara,
COOTBETCTBYIOLLMI BO3pacTy, Macce Tena n ka4yecTBy KOCTW MaumeHTa.
Heobxoammo fobuTbCA NOCTPOEHNS YCTOWYMBOWN KOHCTPYKLMK, KOTOPYHO
cnegyeT BepuduMUMpPOBaTh C NPUMEHEHWEM CPeACTB YCUIEeHUs
n3obpaxeHusi.

[na obecnevyeHns aHaTOMUYECKOW NOATOHKM AOMYCTUMO MHYTb NNACTUHBI
B 0603HaYeHHbIX MecTax pacnonoxeHus Hagpesos. Hagnexawve
yKa3aHusi No crubaHuio NacT!H CM. B PyKOBOACTBE MO XMPYPruyeckom
TexHuke (gokymeHT PN 9094).

MOCNE ONEPALINN

CVNCTEMA HAKOCTHBIX MIIACTUH AOS FIBONACCI™ /1A
HMKHNX KOHEYHOCTEW He npegHasHavyeHa BbliAepXuBaTh
HanpshKeHWs, Co3jaBaeMble BECOM Tena, Harpyakamu unmn YpeaMmepHom
aKTUBHOCTb. Heobxoavmo npegocTepeyb NauyeHToB OT BbINOMHSEMON
6e3 NOCTOPOHHEW NOMOLLM AeSTENbHOCTH, TpebyoLuen xoabbbl, YTOObI
CHW3WTb BEPOSITHOCTb HarpyXeHusl NopaxeHHoM KOHEYHOCT BECOM Tena
BO BpeMms neyeHusi. Ecnv umnnaHTaTt noasepraeTtcs npexaeBpemMeHHOMY
Harpy>eHuo BECOM Tena 1nu noBbILLEHHON Harpy3kon B COMETaHnn ¢
3a[1ePXKKON CpacTaHusi, HecpacTaHUeM UMM HENOMHbLIM 32XKMBIIEHWEM, TO
BO3MOXHbI MOJIOMKa 1Unu nospexaeHue nagenus. MoxHo ncnonb3osaTb
BHYTPEHHWE N BHELLHNE 0Nnopbl, YTOObI MUHUMM3NPOBATL HarpyxeHue
MMNNaHTaTa v CIIOMaHHON KOCTW BHYTPEHHUMM HaNpshKeHNAMU, noka Ha
peHTreHorpamme He CTaHeT BMAHO MaccyBHOE CpaLleHne KOCTU.

B TeueHne Kak MMHUMYM NepBbIX LWEeCTU (6) MecsLeB nocne onepaumn
peKoMeHAaYyTCS Nepuoanyeckme peHTreHonormyeckme obenenoBaHns ¢
TWATENbHLIM CpaBHEHMEeM NOCneonepaLmoHHbIX COCTOSIHUI ANnst
BbISIBIIEHUS U3MEHEHWI NMONOXEHUs, HECpaLLeHWI, pacluaTbiBaHus,
n3rnba unu pacTpeckMBaHUs KOMMOHEHTOB.

Mo okoHyaHuu nevennss CUCTEMA HAKOCTHBIX MIIACTUH AOS
FIBONACCI™ ONA HMKHUX KOHEYHOCTEMW moxeT GbiTb yaaneHa.
Ecnu otcyTcTByeT 60Mb, TO Y NOXUMbIX UW OCNabneHHbIX NauueHToB
yAansTb UMNNaHTaT He peKoMeHOYeTCs.

CTEPUNN3ALUA

MpoBepeHHble n3genms HeobxoanMo NONOXWUTb B NPEAYCMOTPEHHbIE
anst Hux notku. O6Lwas macca noTka ¢ U3genvsiMm He JorkHa
npeBblwaTb 11,4 kr/25 dyHTOB (BO3MOXXHO NPUMEHEHWNE APYInX
npegenbHbIX 3HaYeHUn, He gocturaowmnx 11,4 kr/25 gyHTOB).
YnakoBbIBaH/E JOMKHO BbIMOMHATLCS C MCNOMb30BaHWEM MakeTa unm
06epTkn, COOTBETCTBYHOLLUX PEKOMEHAYEMBIM crneumdukaLmsm
cTepunusaumm napom, npuBeaeHHbIM Hke. ObepTbiBaHWe JOMKHO
BbINOMHATLCHA B COOTBETCTBUM C pykoBoacTBoM AAMI no ABonMHOMY
06epTbIBaHMIO UMW aHaNOrMYHbIMKU PYKOBOACTBAMY C UCMONMb30BaHNEM
COOTBETCTBYOLLEN 06epTKY (paspeLLeHHON K ucnonb3oaHuto FDA vnn
MECTHBIMW PErynsaTopHbIMY opraHamu).B suelikax, npegHasHayeHHbIX
Ons onpeaeneHHbiX U3aenun, A0MMKHbI HAX0AUTLCS TOMNBbKO 3TU U3fenus.
M3penusi He JOMKHbI pa3meLLaTbCst CTOMKOW UMK B HENOCPEeACTBEHHOW
6nusocTtu gpyr Kk apyry. B noTkv cnegyeTt nomellats TONbKO U3aenusi
komnaHun AOS. [laHHble BanuamMpoBaHHbIE YkazaHUsi He MPUMEHUMbI K
notkam munu brukcam, cogepkalimm u3genus, He npeaHasHavyeHHble 4ns
MCNoNb30BaHuWs ¢ notkamu komnanun AOS.
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Co6niofaiTe MecTHble UK HauMoHanbHble crneumduKkaummn, ecnm
npeabaBnseMble UMK TpeGoBaHUA K CTEPUNM3aLMM NapoM ABMAIOTCS
Gornee CTporMmu Unm Gonee KOHCEPBATUBHBLIMU, YEM MEPEYNCTIEHHbIE B
Tabnuue Huke. CTepuMnnM3aTopbl OTINYAKTCS MO KOHCTPYKLUMA U
yHKUMOHanNbHLIM XapakTepucTukam. Beerga cnenyet cBepsith
napameTpbl LMKMa 1 CXeMy 3arpysku ¢ ykasaHUsMy Npon3BOaUTENSs

cTepunusaropa.

PEKOMEHAYEMbIE NAPAMETPbI CTEPUITU3ALIUX NAPOM

Twn uukna

npeaBa- MuHumans- | MuHumans-
putenbHoro ;zz;:g::gs: EEIZ“;")KKM Hoe Bpemsi Hoe Bpemsl
BaKyyMupo- P cywku’ oxnaxaeHus?
BaHus

Linkn CLUA3 132°C /270 °F | 4 MUHYTbI 30 MUHYT 30 MUHYT
Linkn

Benukobputa- | 134 °C /273 °F | 3 MuHyTbI 30 MUHYT 30 MUHYT
HUn®

Eﬁ:&““bm 134 °C /273 °F | 18 MuHyT 30 MUHYT 30 MUHYT

! npO,El,OJ'I)KVITeJ'IbHOCTb CYLLKU 3aBUCUT OT obbema 3arpyskum n JormkHa
YBENUYMBATLCA NPU YBENMUYEHUN 3arpy3Kku.

2 Bpemsi OXMaXQeHWs 3aBUCUT OT UCTIONb3YEeMOro CTEPUNN3aTopa, KOHCTPYKLMM
n3genus, TemnepaTtypbl U BIAaXKHOCTU OKPYXXaloLLel cpeapl, a Takke oT Tuna
ucrnonb3yemMon ynakoBku. [MpoLecc oxnaxaeHnst JOMKeH COOTBETCTBOBATH
TpeboBaHusim ctaHgapta ANSI/AAMI ST79.

3Ons pbiHKoB 3a npeaenamu CLUA: napameTpbl LMKNa, yK3aHHbIE Ml BpeMeHu
BO3AENCTBUS M TEMNEPATYPbI, MOTYT CHATATLCSH MUHUMANbHBIMU 3HAYEHUSIMU.

“MpuBeaeHsl NapamMeTpbl NOBTOPHOI 06paboTKM, PEeKOMEHA0BaHHbIe BceMmupHoit
opraHu3auver 3gpaBooxpaHeHusi (BO3), yunTbiBatoLLme BEPOATHOCTb 3apaxeHust
Bo3byautensmu T3 / 6onesnu KpenTudenbara-Akoba.

WH®OPMALINA
[ina nonyyeHns JononHUTeNbHOWM nHdopmaumn obpallantech B
Advanced Orthopaedic Solutions no TenedgoHy +1 (310) 533-9966.

IFU-9087 /M
®espanb 2022 .



AOS

ADVANCED OR

THOPAEDIC SOLUTIONS

rMOCCAPUA CAMBONOB

REF

LOT

o
]
=<

P ERP>E

STeRLER

iobp®

Crpatuya 3 n3 3

ApTuKyn getanu (Homep o KaTtanory)

Homep napTtum (kog napTum)

Konu4yectBo

Martepuan

BHumaHwme!

Cwm. NHCTPYKLUMIO NO NPUMEHEHUIO

MarotoBuTenb

[ata nsrotoBneHus

Cpok rogHocTn

He ucnonb3oBaTb NOBTOPHO

CrepunusoBaHo ob6nyyeHnem

He cTtepunusynte noBTopHO

HecTepunbHbI NPOayKT

YcnosHo coBmecTumo ¢ MPT

He ncnonb3oBartb, ecnu ynaKkoBKa nospexaeHa

YNONHOMOYEHHbIV NpeacTaBuTenb
B EBponerickom CoobLiectse

Advanced Orthopaedic Solutions
3203 Kashiwa Street

Torrance, CA 90505

USA (CLLUA)

TenedoH: +1 (310) 533-9966
Apec aneKTPOHHOM NOYTbI:
ATI_Regulatory@arthrex.com

Arthrex GmbH

Erwin-Hielscher-Strale 9

81249 Munich

Germany (FepmaHusi)

TenedboH: +49 89 90 90 05-0

Agpec anekTpoHHow noyThl: info@arthrex.de
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