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YKa3aHus 3a ynotpeba

CnuHanHa cnctema PANGEA™

Mons, npeau ynotpeba npoyeTteTe BHUMAaTEHO T3 ykasaHua 3a ynotpeba, 6po-
WwypaTta Ha Synthes "BaxxHa MH®OPMaLMA" 1 CbOTBETHUTE XMPYPrUYHN TEXHWKM.
YBepeTe ce, Ye NO3HaBaTe CbOTBETHATA XUPYPruyHa TexHuka.

Matepuan

Martepuan: Cranpapt:
TAN (Ti-6AI-7Nb) ISO 5832-11
TbproBcky YncT TuTaH (CPTi) ISO 5832-2

MpepnHasHauyeHne

CnuHanHaTta crctema PANGEA e cucTema 3a 3agHa PuKkcauma ¢ neankynapHu BH-
ToBe u Kyku (T1-S2), NnpefHa3HayeHa 3a ocurypsBaHe Ha npeunsHa U cermeHTHa
CcTabunusauns Ha rpbbHaka Npy NaLMeHTN CbC 3aBbPLLIEH KOCTEH pacTex.

Mepdopuparute BnuHToBe PANGEA ca AomnbjHeHWe KbM CMUHANHaTa cuctema
PANGEA, cncTema 3a 3afiHa rKcauma ¢ neavikynapHu BrHTose u kykun (T1 — S2),
npefHa3Ha4yeHa 3a ocurypsaBaHe Ha npeln3Ha v cerMeHTHa cTabunmsauma Ha rpbo-
Haka npu NaLMeHTV CbC 3aBbPLLUEH KOCTeH pacTex. MepdopupaHnTte NeankynapHm
BvHTOBe PANGEA MoraT Aa ce BbBeXAaT Mo TpaAWLMOHEH HaulH KaTo TBbpAUTE
BuHTOBe PANGEA, ¥ C HanpasnasaHe oT K-uUria KaTo KaHAMpaHUTe BUHTOBE
PANGEA, BKJIIOYMTETHO C MMHUMaSHO MHBa3uBeH noaxoa npu SpiRIT. Mepdopupa-
HuTe BUHTOBe PANGEA HacouBaT Vertecem vnv V+ npes natepantu nepopaLmm 3a
yronemsBaHe Ha neAvikynapHua BUHT BbB BepTeOPasHOTO TANO. YroneMaBaHeTo Ha
NefuKYNapHWUSA BUHT C LMMEHT yBesnyaBa PUKCUPAHETO Ha NefUKYNapHUA BUHT B
KOCTTa Ha NpeLUneHnTe, 0CODEHO B CNlyYaun Ha HaMaNeHo KavyecTBO Ha KOCTTa.

Moka3saHua

CnuHanHa cnctema PANGEA:

— [ereHepaTvBHO 3abonfaBaHe Ha ANCKoBeTe

— CnoHgunonucTesa

TpaBma (T.e. hpakTypa nUam Ancnokauuns)

— Tymop

— CreHo3a

— lNcespoapTposa

— HeycneluHa npepxofHa y3ns

— OecdopmuteTn (T.e. ckonnosa, kndosa u/mnun noprosa)
3abenexka: 3a kopurvpaHe Ha aedopMUTETIN MONNAKCUANHWTE BUHTOBE MOraT fa
ce M3N0N13BaT CaMO CbBMECTHO C MOHOAKCHaIHW BUHTOBE.

Mepdopupann PANGEA:

- [lereHepaTuBHO 3abonABaHe Ha AuckoBeTe

- CnoHagunonncresa

- TpaBma (T.e. ppakTypa van gucnokaus)

- Tymop

- CTeHo3a

- NceBpoapTposa

- HeycnewHa npeaxoaHa dysua

- NedopmuTeTy (T.e. ckonmosa, kmdosa n/mnm nopaosa)

- OcTeonoposa npu U3non3saHe CbBMeCTHO ¢ Vertecem uawu Vertecem V+
3abenexka: 3a kopurupaHe Ha fechopMUTeTI NOANAKCUANIHIUTE BUHTOBE MOraT fa
Ce M3M0J13BaT CaMO CbBMECTHO C MOHOAKCHaIHW BUHTOBE.

NMpoTusonokasaHusa

— [Mpu pakTypw v TYMOPK C TEXKO pa3pyllaBaHe Ha NpefHaTa 4acT Ha TAA0TO ce
Hanara JOMbAHWTENHa NpeAHa NOAAPBXKA UM PEKOHCTPYKLMA Ha KONOHaTa

— OcTeonopo3a npu ynotpeba 6e3 yronemasaHe

— TeXka ocTeonoposa

MpoTrBOMNOKasaHua, cBbp3aHn ¢ Vertecem n Vertecem V+:
Mons, BUXTe CbOTBETHMA HaPbYHUK 3a TEXHMKA

MoTeHUManHN HeXenaHn cbbuTus

KakTo npu BCUYKM rofiemMu XMpypruyHn npoLeaypu, MoraT fja Bb3HUKHAT prUcKoBe,
CTpaHWYHK epekTh 1 HexenaHn CbouTnA. Bbnpeku Ye Morat fa Bb3HUKHAT MHOTO
Bb3MOXHU peakumm, HAKOM OT Hai-4eCcTUTe MOraT Aa BKItOYBAT:

Mpo6nemu, Bb3HUKBALLYM BCEACTBIE HA aHECTe3UATa W NO3WLMOHMPAHETO Ha na-
UMeHTa (Hanp. rafeHe, noBpblUaHe, AEHTaNHU HapaHABaHWSA, HEBPONOTUYHN YB-
pexzaaHns 1 T.H.), TpomMb03a, eM60nns, NHEKLUs, OBUNHO KbpBEHE, ATPOreHHO
HapaHsBaHe Ha HePBW W CbAO0BE, yBPEXJaHe Ha MeKUTe TbKaHu, BKJI. OTOK, 06pa-
3yBaHe Ha abHOPMHW LMKAaTPUKCU, DYHKLMOHAJHO yBpeXAaHe Ha MyCKynHO-CKe-
neTHaTa cUCTeMa, KOMMJeKceH pervoHaneH G0MKOB CMHAPOM, anepruyHn peak-
Lnn/peakuymm Ha CBPbXYYBCTBUTENHOCT, CTPAHUYHW epekTy, CBbP3aHU C U3MbkBaHe
Ha MMNaHTa UK M3LeNNeTo, NOLO CBbP3BaHe, NNNCa Ha CBbP3BaHe, NPOAbIIXaA-
Balla 60JsKa; yBpexXAaHe Ha CbCefHu KOCTM (Hanp. cnafaxe), Anckose (Hanp. gere-
Hepawwya Ha CbCefHO HIBO) MU MeKa TbKaH, AypasHO pa3kbCBaHe Mv n3Th4aHe Ha
rPbOHaYHOMO3bYHA TEYHOCT; KOMMPECHS W/ KOHTY3WS Ha rpbOHAYHNA MO3bK,
4aCTWMYHO pa3mecTBaHe Ha rpadTa, BepTebpaHa aHrynaums.
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CTepI/IﬂHO unspenue

- CrepunusnpaHo c obnbysaHe

CbXxpaHaBanTe UMMIAHTWTE B OPUTMHAIHATA M 3aLLMTHA OMaKoBKa W He M1 U3Bax-
[aiiTe OT OMakoBKaTa 0 MOMeHTa HeMoCpesiCTBEHO Npean ynoTpeba.

Mpeau 13non3saHe NpoBepeTe CPOKa Ha FOAHOCT Ha NPOAYKTa U Ce yBEPETE B LiesoCT-
Ta Ha CTepuIHaTa onakoeka. [la He ce U3nos3Ba, ako OnakoBKaTa e NoBpeAeHa.

@ [a He ce cTepunM3npa NOBTOPHO

MN3penve 3a egHOKpaTHa ynotpe6a

@ He ynoTpebsBaiiTe NOBTOPHO

MpofyKTwW, NpefHa3HaveHn 3a eqHokpaTHa ynoTpeba, He Tpabsa fa ce u3nonsear
NOBTOPHO.

MOBTOPHOTO M3M013BaHe MK 06paboTBaHe (Hamnp. NOYMCTBaHE W NOBTOPHA CTEPU-
NIN3aLMs) MOraT Aa HapyLUaT CTPYKTYpHaTa LAIOCT Ha U3A4enneTo U/unm fa goseaat
[10 HEYCMeLHOTO My hyHKLIMOHVPaHe, KOETO MOXe fja NPUUYWHI HapaHsiBaHe, 3a60-
NABaHe WM CMBPT Ha NaLueHTa.

OcBeH TOBa NMOBTOPHOTO M3M0OM3BaHe Ha W3Aenvs, NpeaHa3HayeHy 3a elHoOKpaTHa
ynotpeba, Moxe fia Cb3aae puck oT 3aMbpCsaBaHe, Hanp. BCIeACTBUE Ha NpeHacs-
He Ha MHeKLMO3eH MaTepran OT eAvH Ha Apyr nauveHT. ToBa MoXe fa AoBefe [0
HapaHsABaHe MK 40 CMBPT Ha NauyeHTa NK onepaTopa.

3aM'preHVITe UMNNaHTKN He TpH6Ba Ha ce O6pa6OTBaT OTHOBO. WIMNNaHTW Ha
Synthes, KOWTO Ca KOHTaMUHNpPaHW C KPpbB, TbKaH N/VNu TeNecHn Te4HocTn/mMare-
pvn, HMKOra He TpH6Ba Aa Cce n3non3sat NoBTOPHO N C TAX Tpﬂ6Ba Ha ce 6opan1
CbrNacHO C BONHUYHUA nNpOTOKOJI. anpeKm 4e MOXe [a mn3srnexnaat HernospeneHu,
UMNaHTUTe MOraT fa MaT Mankn p,eq)emm M BbTPELUHW HanpexXeHnd, KOUTo Mo-
rat fga npuynHAT yMopa Ha Matepurana.

Mpeana3sHu mepkun

O6LLMTe PUCKOBE, CBBP3aHN C XMPYPrUYHWUTE HAMeCH, He Ca ONMCaHW B Te3u ykasa-
HUA 3a ynoTpeba. 3a noseye MHPOPMaLIUA, MONSA, HanpaBeTe crpaska ¢ bpoLuypaTa
Ha Synthes "BaxHa nHopmauma".

MpenynpexxpeHna

CrnHO NpenopbYnTesHO e CnnHaiHaTa cuctema PANGEA fa ce umnnaHtupa camo
OT OMepupaLLy XMpyp3u, KOUTO No3HaBaT 0bLMTe NPobaeMmn Ha CNUHANHATa XMpyp-
TS ¥ ca CNOCOBHM Aa npunaraT cneunduyHmnTe 3a NPoAYyKTa XUPYPrityHM TEXHUKM.
ViMnnaHTaumaTa TpAbBa Aa ce M3BBPLUM CbrIacHO C yKaszaHWATa 3a NnpenopbymnTes-
HaTa XvMpypruyHa npoLeaypa. XvpypruT e OTTOBOPEH 3a TOBa [ja rapaHTVpa npasuil-
HO M3BbpLUBaHe Ha onepauuATa.

[pOn3BOANTENAT He e OTFOBOPEH 3a HWKAKBU YCIOXKHEHMA, HacTbMBaLLy BCed-
CTBVE Ha HempaBufHa AWarHo3a, n3bop Ha HenpaBWeH WMMNaHT, HerpaBuIHO
KOMOUWHMPaHW KOMMOHEHTY Ha UMMAAHTV U/WAK ONepaTUBHU TEXHWKM, OrpaHuye-
HVATa Ha METOAMUTE Ha NleYeHve UK HeJoCTaTbyHa acenTuka.

KomGuHauus ot MmeauLMHCKN uspenus

Synthes He ca TecTBaNu CbBMeCTUMOCTTa C U3AeNNd, NPeAOCTaBAHN OT APYrn Npo-
3BOAWTENN, U He NOeMaT OTFOBOPHOCT NPY NOA06HM Chyyau.

Bbnpekun ToBa, nepdoprparnte BuHToBe PANGEA ce KOMOGUHWMpAT ¢ Vertecem u
Vertecem V+. Mons BUXTe CboTBeTHaTa WHOpMaLWa 3a NpoayKTa 3a noApobHu
[laHHW OTHOCHO ynoTpebata, npeanasHuTe Mepkiu, NpeaynpexaeHnaTa u CTpaHny-
HUTe epekTy.

MarHuTHo-pe3oHaHCHa cpeaa

CbBMecCTUMO ¢ MP npu onpefesieHy ycnosua:

HeKAMHWMYHO TeCTBaHe B Ha-NOLLINA Bb3MOXEH CLieHapwii NoKa3Ba, Ye UMMNaHTuTe

Ha nepcopupaHnTe cuctemn CnuHanHa PANGEA 1 PANGEA ca cbBmecTumu ¢ MP

npv onpefenexn ycnosuma. Tesn apTUKyaM MoraT 4a ce ckaHupaT 6e3onacHo npu

cnefHnTe yCnoBua:

— CraTuyHo MarHnTHO none 1,5 Tesla u 3,0 Tesla.

— TNpoCTpaHCTBEHO rpagveHTHO nose 300 mT/cm (3000 Gauss/cm).

— MakcrManHo HMBO Ha ycpefHeHa LenoTenecHa specific absorption rate (cneuw-
pU1YHO HMBO Ha abcopbums) (SAR) 1,5 W/kg 3a 15 MUHYTU CKaHMpaHe.

Bb3 OCHOBa Ha HEKAMHWYHO TecTBaHe, nepdopupaHuTe MMNAaHTU CnuHaHa

PANGEA 1 PANGEA we gosefar [0 NosuLIaBaHe Ha TeMnepaTypaTa C He noseye oT

5,3°C Npu1 MakCMMasHo HWBO Ha ycpefHeHa LienoTenecHa cneunduyHa abcopbuus

(SAR) 1,5 W/kg, oueHeHO ype3 kanopumetpua 3a 15 MuHyTn MP ckanupaHe B MP

anapart 1,5 Tesla n 3,0 Tesla.

KayecTBOTO Ha MP 06pa3HOTO M3cnefBaHe Moxe fa Obe HapyLLeHo, ako PerMoHBbT

Ha MHTepec e B TOYHO CbLliaTa 061acT UM CPaBHUTENHO BAM30 [0 NONOXKEHNETO Ha

nepdopupaHuTe n3genna CnuHanHa PANGEA nnm PANGEA.
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JNeyeHue npeau usnonsBaHe Ha UspenveTo

MpoaykTuTe Ha Synthes, JOCTaBAHY B HECTEPUIHO CbCTOAHWE, TPAGBA Aa ce Noyunc
TAT 1 CTepUAM3MPAT C Napa Npean xupypruyHa ynotpeba. Mpean noyncreaHe or-
CTpaHeTe OpWrviHanHaTa onakoska. lpeav cTepuamn3aLya ¢ napa nocTasBeTe NpoAy-
KTa B ogobpeHa 06BuMBKa 1nmn KoHTeiHep. ClieaBaliTe ykasaHWATa 3a MOYUCTBAHE U
cTepunvsauns, fafeHn B bpollypata Ha Synthes "BaxxHa nHdopmauma”.

O6paboTka/noBTopHa o6paboTka Ha uspenuetTo

NMoApobHM yKasaHusa 3a 06paboTka Ha MMMNNaHTKTE U MOBTOPHa 06paboTka Ha u3ne-
NATa 338 MHOToKpaTHa ynoTtpeba, Tabnante 1 KyTUUTE 3a UHCTPYMEHTH, Ca [afieHn B
6poLuypata Ha Synthes "BaxkHa nHdopmauvs”. YkasaHus 3a crnobssaHe 1 pasrnobs-
BaHe Ha MHCTPYMeHTUTe "Pa3rnobsBaHe Ha MHCTPYMEHTH, CbCTaBeHW OT MHOMO Yac
TM" MoraT fia ce U3TernAT oT:
http://emea.depuysynthes.com/hcp/reprocessing-care-maintenance
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