CUS

STAPLESYSTEM

Arcus™
CucreMa HAJIOKEHUA CKOOOK

OINIMCAHHUE

Cuctema HanmoxxeHust ckoook Arcus™, mpousBoaumas komnanuen Nextremity Solutions Inc.,
npeaHa3HaueHa I (PUKCAIUU MIEPETOMOB KOCTeH, PEKOHCTPYKIIMU KOCTEH, CBA30K, MSTKHX TKaHEH
U CYXOXWINH cTonbl ¥ KucTu. CrucreMa HanokeHus ckoook Arcus™ cocTout u3 ckoOok
HECKOJIBKHX Pa3MepoB, KOTOPbIE MOYKHO COSAMHATH MEXY COOOM JUIS IOTIOTHUTEIILHON (DUKCAIHH.
Cucrema cHaOxeHa HAOOPOM BCIIOMOTaTEIbHBIX MHCTPYMEHTOB, PEIHA3HAYCHHBIX IS
MO/ITOTOBKHY JIOYKa MMILIAHTATA 1 BBE/ICHUS IMIUIAHTATA B KOCTb.

KOMIIOHEHTbBI CUCTEMBI
KoMmniaekT umMmjaanrara Arcus™

Cko0OKka: Turanosslii cruias Ti-6Al-4V ELI qia
HMILIAaHTATOB

Cgepio: Hep:xagerommas cranb ajist
XUPYPTUUECKUX UHCTPYMEHTOB

QUKCUPYIOLIUN [TUH: Hepxagerormas crans s
XUPYPTUUECKUX UHCTPYMEHTOB

CgepnoBon: Hep:xageromas cranb ajist

XUPYPTHYECKUX HHCTPYMEHTOB
WHcTpyMeHT Ui Haso)keHus ckobok:  ITonmapunamun u Hep)kaBerolias cTaib
JUISL XUPYPTrUYECKUX UHCTPYMEHTOB

Ha0op n3mepurenbHbIX A610HOB Arcus™
W3meputenbHas 3Be37a: [TonukapOoHat

ITOKA3AHUA
Cucremy HanoxeHus: ckoOok Arcus™ mpousBojicTBa komnanuu Nextremity Solutions mokazano
IPUMEHSATH Ul (PUKCAIIMM NIEPETOMOB KOCTEH U PEKOHCTPYKIMH KOCTEH, CBA30K, MATKUX
TKaHeu u cyxoxunui. [Ipumepsr:

e ®dukcanus KOCTHBIX ()parMEeHTOB WJIH MEPEIOMOB HEOONIBIINX KOCTEN

e JleyeHue nepesoMoB KOCTEH CTOIBI U KUCTU

IMPOTUBOIIOKA3AHUA

e CocCTOsIHUS MALIMEHTOB C HEJJOCTaTOUYHBIM KOJMYECTBOM HJIM KaYECTBOM KOCTHOM TKaHHU.

e OrpaHnyeHHOE KPOBOCHA0XKEeHNE U MHPEKIIMU B aHAMHE3€ UM aKTUBHBIE WH(EKIINH,
KOTOpBIE MOTYT NPENSATCTBOBATH 3a’KUBJICHUIO.

e Xupypruueckue npoueaypbl, KpoMe IpOBOJANMBIX IO EPEUNCICHHBIM IIOKa3aHUAM.

e [lanueHTHl ¢ TAKUMU KJIMHUYECKUMHU COCTOSTHUSIMHU, KOTOPBIE OIPaHUYMBAIOT UX
CIOCOOHOCTH MJT TOTOBHOCTb CJIE€I0BATH YKA3aHUSAM IO TIOCIEONEepallMOHHOMY YXOYy.

e  VYCTpOHCTBO MOXKET OBITh HEITPUTOIHBIM JIJIS MALIMEHTOB C HEJOCTATOYHO PA3BUTOM HUIIH
He3pesol KOCTHOM TKaHbIo. [lepes] BhIOIHEHHEM OPTONIEIUYECKON OTepauu y
MAIMEeHTOB, HE JOCTUTLIMX CKEJIETHOM 3peoCcTH, Bpad 00s3aH TIIATEIbHO OLIEHUTh
KauecTBO UX KOCTHOM TKaHH.
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qYBCTBI/ITeJIBHOCTB K HHOPOJHBIM TCJIaM. HpI/I IOoAO3PCHNU HAa YYBCTBUTCIIBHOCTD K
marepuainy HCO6XOI[I/IMO mnepea I/IMHHaHTaHHCfI IIPpOBECTU COOTBCTCTBYIOHII/Iﬁ TECT U
HUCKIIIOYHUTDh HAJIMYUC YYBCTBUTCIIBHOCTH.

BO3MOKHBIE HEBJIATOITPUSTHBIE BO3JEACTBUS

I'my6Gokue 1 moBEpXHOCTHBIE HH(EKIUU

Hapymenne ¢pukcanum win cMeneHrne NMIUIaHTaTa

[ToBpexxaeHne HepBa BCICACTBUE XUPYPTHUECKON TPABMBI

Henocrarounoe 3axxuBieHue

bosib, nuckoM@opT MM aHOPMabHbIE OIYLIEHHUS B MATKHX TKaHSX, CBSI3aHHBIE C
HaJu4ueM yCTPOUCTBa

AJnepruuecKue Uiy Ipyrue peakiiui Ha MaTepruaibl HMIJIaHTaTa

I[NPEJOCTEPEXXEHUA

WmnuianTONOT, XUPYPT B OTIEPAIIMOHHBIN ITepCOHall 00s13aHbl 03HAKOMHTHCS C
COOTBETCTBYIOLIECH XUPYPIUIECKOW METOIUKON M UCTIONIB3yEeMBbIMHI UMILIAHTATAMHU.
XUpypruueckre MHCTPYMEHTHI ¥ UIMIUTAHTAThI Pa3penIaeTcs UCTIONIb30BAaTh TOJIBKO B TEX
XUPYPTHYCCKUX BMECIIATCIIbCTBAX, JJISI KOTOPBIX O3HAYCHHOC TPUMCHCHNEC HHCTPYMCHTA
Y UMIUIAHTaTa SIBHO COPMYITHMPOBAHO M HEOOXOIMMO.

OOy4eHHBIH epcoHal 0053aH Mepe/1 UCTIOIb30BAHUEM OCMOTPETh XUPYPrHYECKUN
UMIUIAHTAT ¥ €r0 CTePUIIbHYIO YIIAKOBKY Ha MPEIMET MOBpexaeHui. B ciydae
MOBPCIKACHU A UIIN IIGCI)OpMaHI/II/I HMIUIaHTAaTa WA €0 YIIAKOBKH €I0 UCII0JIb30BAaTh
HEIb3s1.

Mcnonb30BaThCs 1OJIKHBI TOJIBKO HHCTPYMEHTBI M UIMITJIAHTAThI, CIIEIUAIBHO
npou3BeieHHble koMmanuei Nextremity Solutions Inc. (conepikaiuecs B
COOTBETCTBYIOLIEM Habope). [Ipu ncnoap30BaHUU IPYTUX UHCTPYMEHTOB U
HUMIIJIaHTATOB O6$[3&HHOCTI/I, rapaHTus 1 OTBETCTBECHHOCTb KOMITAHUW aHHYJIUPYIOTCH.

HNPEAYIIPEXJIEHUA

DT0 U3AeINe MOKHO UCIOIB30BaTh TOJIBKO CO BCIIOMOIaTe€IbHBIMUA HHCTPYMEHTAMH U3
COOTBETCTBYIOILIET0 KOMIUIEKTA CUCTEMbI HaJIOKEHUs CKOOOK Arcus™.

IIpumeHeHre 1 UCTIOIB30BaHUE IPYTMX NHCTPYMEHTOB MJIM UMILIAHTAaTOB HE
JIOTTYCKaeTCsl.

Pexymue kpasi, 1€3BUsl, HAKOHEUHUKH U T.JI. MOTYT ObITh OYEHb UYBCTBUTENIbHBI K
HeNpaBUWIbHOMY oOpaiieHuto. [Io3ToMy ¢ 3TUMHM HHCTpYMEHTAaMU ClIeAyeT oOpamaTbes
C OCTOPOKHOCTBIO.

Matepuaisl UMIUIAHTAaTOB MOABEPKEHBI KOPPO3UU. B pe3ynbTare MMILIaHTaluN
METAJIJIOB U CIUIABOB OHU MOJBEPraoTCsl BO3AEHCTBUIO IOCTOSIHHO MEHSIOLINXCS CPELL
coJieil, KUCIIOT U 1Iesiouei, KOTOpble MOTYT BbI3bIBaTh Kopposuio. [IpuBenenue
Pa3HOPOAHBIX METAJIOB U CIIJIAaBOB B KOHTAKT JIPYT C APYTOM MOXET YCKOPHUTH ITPOLIECC
KOPpO31H, KOTOPBIN CIIOCOOCTBYET IepesioMy UMITIaHTaToB. Heo6xoaumo npunarars
BCE YCHJIUS K TOMY, YTOOBI HCIIOIB30BATh COBMECTHMbIE METAJUIBI U CIUIABBI — TO €CTh
MaTepuasbl BUHTOB U IJIACTUHOK, KOT/1a JJIs BBITIOJHEHUS OJHON U TOM )K€ 3aJ1aul OHU
COEMHEHBI APYT C IPYTOM.
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NH®OPMALMUA O BE3OITACHOCTHU B CPEJE MPT

Cucrema HanokeHus: CKOOOK Arcus™ He MpoxoIuiia OIIEHKY O€30IaCHOCTH B Cpeie
MPT u coBMecTUMOCTH ¢ 3TOM cpeaoi. OHa He TECTUPOBAJIACh HAa HArPEB, CMEILICHHUE U
apredaktsl n300paxkenus B cpene MPT. bezomacHOCTh cucTeMbl HaJOKEHUSI CKOOOK
Arcus B cpere MPT neusectHa. CkaHMpOBaHKE MALIMEHTA, Y KOTOPOTO YCTAHOBIIEHO
3TO YCTPOMCTBO, MOXKET MPUUUHUTH yIIEPO €ro 3J0POBbIO.

MHCTPYKUUA NO NPUMEHEHUIO

[penynpexaenue: Cucrtema HallOKEHHUS CKOOOK Arcus™ BeImycKaeTcs U JOJDKHA

HCIOJIB30BATHCA TOJIBKO C IIPpHUJIaraCMbIMHU K HEeH CICHUATIU3UPOBAHHBIMHA HHCTPYMCHTAMMU.

Xupyprudeckas metoanka Arcus™

1.
2.

w

BbInonHuTE OCTEOTOMUIO KOCTH MALMEHTA.

Omnpenenure HEOOXOAUMBIN pa3Mep UMIUIAHTATA C IOMOIIBIO HHTPAONIEPALIMOHHOTO
HaOopa U3MEPUTEITHHBIX MAOIOHOB Arcus™, yIrakoBaHHOTO B OTEIBHYIO KOPOOKY.
Ha ocHoBe pe3ynbTaToB 11ara 2 BIOEpUTE NOIXOASIINI KOMIUIEKT UMILIAaHTATA.
BripaBbTe KOCTHBIE (hparMeHTHI 1ociie ocTeoToMun. [lomecTrTe CBEpI0BO HA MECTO
OCTEOTOMHUH, coOI0Aas TpeOyeMblit 171 cBepiieHus yroil. [IpocBepiute nepsoe
OTBEPCTHE U BBEUTE (PMKCUPYIOIIUH TTHH.

IIpocBepnure BTOpOoe oTBepcTHe. Y Aanute GUKCUPYIOMUI MUH U cBepiioBo. (OTMETUTH
OTBEPCTHS MOCJIE CBEPIICHHUS], €CIIM 3TO HEOOXOIUMO Il BU3yaIu3alluu, MOKHO
XUPYPTUUECKUM MapKEPOM. )

ITomecTHTe KOHIIBI 3y0110B CKOOKH Arcus™ Haj IpeaBapUTEIbHO IPOCBEPICHHBIMU
OTBEPCTHUSAMH U MO TEM ke yrioM. BnaBurte ckoOky Arcus™ B npenBapuTeIbHO
pocBepiieHHble 0TBepcTUsl. CHUMUTE MHCTPYMEHT JIJIsl BBE/IEHUSI, HAKJIOHUB €T0 B
HarpaBJieHUH 3yO110B CKOOKH. (B OoJee mIoTHON KOCTHOM TKaHU )11 00ECTICUCHHS
OKOHYAaTeJIbHOM Mmocagku ckoOku Arcus™ moxeT moTpeOoBaThes clierka nocTy4yarhb
MOJIOTKOM I10 KOHIY HHCTPYMEHTA JJI1 HAJOXKEHHs CKOOOK.)

CHuMHTE CO CKOOKM MHCTPYMEHT JJIsl HAJIO)KEHUSI CKOOOK, Bpaliasi KpeMaibepy MpOTHUB
4acOBOM CTPEJIKU J0 TeX MOp, 0K HE OCBOOOJUTCS PYKOSITKA, 3aTEM HAKJIOHUTE
MHCTPYMEHT JIJIsl HAJIO’KEHUSI CKOOOK BIIEpe1 WU Ha3al.

Jn1st IpoBepKU MO3ULMOHUPOBAHHS MOKHO UCIIOIb30BATh PEHTTEHOCKOMHUIO.

Coenunenne ckoOOK (HeoOs3aTEIBHBIN 1I1ar)

1.

BbInoMHUTE OCTEOTOMHIO WIIM TOATOTOBBTE CYCTaB, a 3aT€M BIIPaBbTE KOCTHBIE
¢parmenTsl. BBenuTe nepByto ckoOky Arcus™, kak ykazaHO B XUPYypru4ecKon
METOIUKE.

Ucxons u3 pazmepa nepBoit ckoOKku Arcus™, BeiOepuTe BTOPYIO CKOOKY Arcus™,
KOTOpast COOTBETCTBEHHO C Hel coeIMHUTCS. UTOOBI ObLIO JIeT4ye ONpeenuTh
COOTBETCTBYIOIIHH pa3Mep CKOOKH, MOKHO BOCIIOJIb30BATLCS OTAEIBHBIM HAOOpOM
M3MEpUTENIbHBIX 1a0JIOHOB.
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3. C nomopo KoMIUIeKTa UMILIaHTaTa Arcus™ BpIOpaHHOrO pa3mepa IOMECTUTE
COOTBETCTBYIOIIUI CBEPJIOBOJI HA MECTO OCTEOTOMHH, COOJII01asi TPEOYEMBI It
CBEpJICHUS YIOJ.

4. TIpocBepnuTe nepBOe OTBEPCTHE U BBEAUTE (PUKCHPYIOLIHHA MHH.

5. TlpocBepaute BTopoe oTBepcTHe. Y qanuTe GUKCUPYIONMUI THH U cBepyioBoa. (OTMETHTD
OTBEPCTUS MOCIIE CBEPJICHHUS, €CIIM 3TO HEOOXOAUMO AJIsl BU3YaTU3alMH, MOXKHO
XUPYPrU4e€CKUM MapKEpOM.)

6. IlomecTtute KOHIIBI 3yOII0B CKOOKM Arcus™ Haj npeBapUTeNbHO POCBEPICHHBIMU
OTBEPCTHUSAMHU U 1O TEM ke yrioM. BnaBurte ckoOky Arcus™ B npenBapuTesbHO
IIPOCBEPJICHHBIE OTBEPCTUA. B OoJiee MIoTHONW KOCTHOM TKaHU, YTOObI 00eCIeYnTh
OKOHYATEJBbHYIO IMOCAIKy CKOOKH Arcus™, MoXkeT moTpeOOBaThCs cerka moCTy4arhb
MOJIOTKOM I10 KOHIY HHCTPYMEHTA JJIs1 HAJIOKEHUSI CKOOOK.

7. CHHUMUTE CO CKOOKM MHCTPYMEHT Ul HAJIO’KEHUS CKOOOK, Bpalllas KpeMalibepy NpOTUB
4acoOBOH CTPEJIKH J10 TE€X MOp, 10K HE OCBOOOIUTCS PYKOATKA, 3aT€EM HAKJIOHUTE
MHCTPYMEHT JUIs HAJIOKEHUSI CKOOOK BIIEpE]] UM Ha3ajl.

8. Jlns mpoBepKHM MO3UITMOHUPOBAHMS MMIUIAHTATa MOXKHO HCIIOJIb30BATh
PEHTI€HOCKOIIHUIO.

HNPEJOCTEPEXEHMUE: Ecnu ycTpoiicTBO HE00X0IMMO U3BJI€Ub, TO IOBTOPHOE
UCIOJIb30BaHUE KaKON-JIMOO €ro 4acTH He J0MyCKaeTcs.

®OPMA BBIITYCKA

Cucrema HanoxxeHust CKOOOK Arcus™ BpITyCKaeTCsl B BUJI€ OJJHOTO MJIM HECKOJIBKHUX
CTEPUIIBHBIX XUPYPTHUECKUX KOMITTIEKTOB. KOMIOHEHTHI CHCTEMBI HAOXKEHUS CKOOOK Arcus™
MpeAHa3HavYeHbl TOJIBKO i ogHopa3oBoro npumenenns. HE CTEPUJIM30BATD
I[TOBTOPHO. 3AIIPEIHAETCA ITOBTOPHOE UCIIOJIb3OBAHMUE. IToBTOpHOE
WCTIOIb30BaHHUE U3/IETTUSI MOXKET BbI3BaTh MH(DHUITMPOBAHUE U HAPYITUTh MEXaHUUECKYIO
[[EJIOCTHOCTh U3/ICIHUS, YTO MOKET IPUBECTH K HEOIArOMPHUATHOMY UCXOMAY JICUCHUS.

Ckobxa Arcus™ HenuporeHHa.

OBPAIIIEHUE U XPAHEHHUE
XpaHUTh B IPOXJIaTHOM, CYXOM MECTE TaKUM 00pa3oM, YTOOBI 3alUTUTh 1I€IOCTHOCTD
YIIAKOBKHU BCEX UMILIAHTATOB U UHCTPYMEHTOB.

YINAKOBKA U MAPKHUPOBKA
1. TlpunHumath /Ui UCTIONB30BAaHMs YCTPOUCTBA, IPOU3BEACHHbIE KoMIaHuel Nextremity
Solutions, ciaenyeT TOJIBKO B TOM Ciy4ae, €Ciu 3aBOJICKasi yakOBKa U MapKHUpPOBKa He
MOBPEX/ICHBI.
2. Ecmm ynakoBka mpHIIIia BCKPBITOW WA ¢ H3MEHEHHBIM COIEPKUMBIM, O0OpaTHTECh B
OTJIeN1 00CITyKUBaHHS KITUEHTOB.
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MNPEJOCTEPEKKEHMUME: ®enepanbhsiii 3akoH (CIIA) orpaHn4rBaeT mpo1aKy 3TOro
YCTPOMCTBA: OHO MPOAAETCS TOJILKO BpayaM HIIM 10 UX 3aKa3zy.

Nextremity Solutions® u Arcus™ sBJISIFOTCS TOPTOBBIMU MapkaMu KoMmaHuu Nextremity
Solutions Inc. 3Tu TPOAYKTHI MOAMATAIOT MO ACHCTBUE OJJHOTO HIIM HECKOJIBKUX IMMATCHTOB
CIHIJA u MexayHapOoIHBIX 3asiBOK Ha naTeHThl. Bee npasa 3amuiensl. Otneyatano B CIITA

u IMPEJCTABUTEJIb B EC|
EMERGO EUROPE

Nextremity Solutions, Inc. Prinsessegracht 20

210 North Buffalo Street 2514 AP The Hague

Warsaw, IN 46580 USA Netherlands

Ten.: 732-383-7984
®daxc: 732-865-7632
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