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YKa3aHus 3a ynotpeba

CERVIFIX™

Mons, npean ynoTpeba npoyeTeTe BHMMATEHO Te3M yKa3aHuA 3a ynotpeba, 6po-
WwypaTta Ha Synthes "BaxxHa MH®OPMaLMA" W CbOTBETHUTE XMPYPrUYHN TEXHWKN.
YBepeTe ce, Ye NO3HaBaTe CbOTBETHATA XMPYPruyHa TeXHMKa.

Matepuan

MaTtepuan: Cranpapr:
TAN ISO 5832-11
CPTI ISO 5832-2
MNpepHa3sHauyeHne

CERVIFIX e MOZynHa TEH3MOHHA JIeHTOBA CUCTEMa 3a 3afiHa PUKCaLMA Ha oKLMIU-
TO-LepBUKaIHNA, TOPHUA U AONHUA LIepBUKANEeH U rOPHUA TopakaieH CerMeHT Ha
rpbbHaka (T2). N3bpaHu knamnu ce uKkcpaT BbpXy 1rfla NoCcpeaCcTBOM 3akpenBsa-
LW BUHTOBE. KOCTHUTE BUHTOBE MOraT ia Ce NO3WLMOHMPAT ONTUMaJIHO Ypes KJ1am-
nuTe B XXesaHata NoCoKa Ha BCAKO HUBO.

MNMoka3aHua

HecTabuaHOCT B OKUMNNUTO-LIePBUKANHUA U FOPHUA LiepPBMKaNIeH CerMeHT Ha rpbb-
Haka:

PeBmaTonneH apTpuT

— AHomanuu

— MoCTTPaBMaTUYHK CbCTOAHNA

— Tymopu

— WHdekuymnm

HecTabuaHOCT B AONHUA LepBriKafeH CerMeHT Ha rpbbHaka:

— lMocTTpaBmaTuyHa HecTabuaHoCT

— Tymopu

— SITporeHHa HeCTabUAHOCT Cef JaMUHeKTOMUA

[lereHepaTvBHU 1 HONE3HEHU NOCTTPABMATUYHU CbCTOAHWA B [LOMHWA LiepBUKaneH
CerMeHT Ha rpbbHaka

MpeaHy dy3uu, Hanaralim JOMbAHWTENHa 3afjHa CTabunusauma

NMpoTuBonokasaHusa

— CnuHanHa AecTpyKLma CbC CbNbTCTBALLA 3aryba Ha BeHTpaHa noaapbxka (npu-
YUHEHA OT TyMOpW, PPaKkTypy 1 MHPEKLUM) BOAM A0 rofisMa HecTabunHocT B
LiepBVKaNHMA 1 FOPHWA TopakafleH CerMeHT Ha rpbbHaka. Mpw Tasn cuTyauma
cTabunmsaumata camo ¢ CERVIFIX He e gocTtaTbuHa. OT KPUTUYHO 3HaveHue e
LOMbJIHWTENHATa NpeaHa CTabunvsauns.

— Texka ocTteonoposa

CTpaHuyHu epekTn

KakTo npu BCUYKM rONIeMu XMpYpruyHn npoLeaypu, MoraT fa Bb3HUKHAT prUCcKoBe,
CTpaHWYHY epekTr 1 HexenaHn CbouTns. Bbnpeku Ye MoraT [a Bb3HUKHAT MHOTO
Bb3MOXHM PeaKLyL, HAKOW OT Hall-4eCcTUTe MoraT fja BKJIIOYBaT:

Mpobnemy, Bb3HNKBALLM BCNEACTBYE HAa aHeCTe3nATa U NO3ULMOHNPAHEeTOo Ha na-
UneHTa (Hanp. rafieHe, nNospbliaHe, AeHTaNHU HapaHABaHUA, HEBPOMOTMYHU YB-
pexzaHuna n T.H.), Tpombosa, embonus, nHpekuns, obUNHO KbpBeHe, ATPOreHHO
HapaHABaHe Ha HepBU 1 CbAOBE, yBPeXAaHe Ha MeKWTe TbKaHW, BKJ. OTOK, obpa-
3yBaHe Ha abHOPMHW LMKaTPUKCK, DYHKUMOHANHO yBPEeXAaHe Ha MyCKynHO-CKe-
neTHaTa cuctema, bonect Ha Sudeck, anepryHu peakLm/peakLm Ha CBPbXYYBCT-
BUTENIHOCT, CTPaHUYHU edeKkTH, CBbP3aHW C M3MbKBaHe Ha UMMAaHTa Wu
13[e1eTo, OO CBbP3BaHE, NMNCa Ha CBbP3BaHe, Npofblixasallia 60Ka, yBpex-
[laHe Ha CbCefHMN KOCTU, ANCKOBE WU MeKa TbKaH, lypasiHO pa3KbCBaHe NN 3T~
4aHe Ha rpbOHAYHOMO3bYHA TEYHOCT, KOMMPECHA /WU KOHTY3UA Ha rpbOHaYHMA
MO3bK, YaCTUYHO pa3mMecTBaHe Ha rpadTa, BepTebpasHa aHrynaums.

CTepvumo unspenue

n CTepununsiparo ¢ obnbyBaHe

CbXpaHﬂBaVlTe NMNNaHTUTE B OPUTMHaIHaTa MM 3alllMTHa ONakKoBKa N He ' U3Ba>XK-
[anTe OT onakoBkaTa [0 MOMeHTa HenocpenCcTBeHO npegn yr|0Tpe6a.

Hpeﬂ.m M3non3BaHe NpoBepeTe CpOKa Ha roAHOCT Ha NPOAYKTa 1 Ce yBepeTe B Le/10CT-
Ta Ha CTepuHaTa OnakoBKa. [la He ce 13M0N3Ba, ako onakoskaTa e nospefeHa.

WN3penuve 3a egHoKpaTHa ynoTtpe6a

@ He ynoTpebsBaiite NOBTOPHO

MpoayKkTu, NpefHa3HayeHy 3a efHokpaTHa ynotpeba, He Tpsabsa Aa ce usnonseat
MOBTOPHO.

MoBTOPHOTO M3M03BaHe UK 06paboTBaHe (Hanp. MOYNCTBAHE W MOBTOPHA CTEPU-
nn3auma) Morat fa HapywaT CTPpyKTypHaTa LUANOCT Ha 13feameTo 1/ unu ga gose-
[aT Lo HeycnelwHoTo My dyHKLMOHMPaHe, KOETO MOXe Aa NMPUYVHN HapaHsBaHe,
3abonsABaHe UV CMBPT Ha NauueHTa.
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OcBeH ToBa MOBTOPHOTO M3M0OJI3BaHe Ha U3fenus, NpeaHa3Ha4YeHn 3a eHOKpaTHa
ynotpeba, Moxe fia Cb34afe PUCK OT 3aMbpCABaHe, Hanp. BCIEACTBIE Ha NpeHacsa-
He Ha MHeKLMOo3eH MaTepuran OT eAVH Ha APYr NalveHT. ToBa MoXe fa AoBefe L0
HapaHABaHe AN A0 CMBPT Ha NauMeHTa WK onepaTtopa.

3aMbpCeHNTE UMMIAHTK He TpabBa Aa ce obpaboTBaT OTHOBO. VIMMNaHTW Ha
Synthes, KOWTO Ca KOHTAMWMHWPaHW C KPbB, TbKaH W/UAW TeNeCHW Te4HoCTU/MaTe-
pUK, HYKOTa He TpsAbBa Aa Ce M3MoN3BaT MOBTOPHO W C TAX TpsAbea Aa ce 6opasu
CbrnacHo ¢ GONHUYHUA NPOTOKOJ. Bbrnpekn ye Moxe Aa U3rnexaaT HenoBpeaeHu,
MUMMNNaHTVTE MOTaT Aa MMaT Mankn AedekTn U BbTPeLLHN HanpeXeHns, KOUTO Mo-
raT fa NPUYMHAT yMOpa Ha MaTepuana

MpepnasHu mepku

O6bLnTe prcKoBe, CBBP3aHN C XMPYPruYHUTE HaMEeCU, He Ca ONMCaHK B Te3n yKasa-
HuA 3a ynoTpeba. 3a noseye MHPOpMaLMa, MONA, HanpaBeTe CNpaska C BKOYeHa-
Ta "BaxHa MHdpopmauua”

MpepynpexxaeHua

CunHo npenopbuntenHo e CERVIFIX ga ce umnnaHTvipa camo OT onepupaLLm xumpyp-
31, KOWUTO No3HaBaT 0bLKMTe NPpobaeMn Ha CNMHaNHaTa XMPYPria 1 ca CnocobHu fa
npunarat cneuunyHMTE 3a NPOAYKTa XVPYPrUYHM TeXHWKW. VIMnnaHTauvaTa Tpab-
Ba [la Ce 13BbPLUM CbIIACHO C yKa3aHuATa 3a MpenopbynTeHaTa XupypryHa npo-
Leaypa. XMpypruT e OTrOBOPEH 3a TOBa Aa rapaHTvipa NpaBUIHO U3BbPLUBaHE Ha
onepauuATa.

Mpov3BoANTENAT He € OTFOBOPEH 3a HUKAKBM YCNOXHEHWA, HacTbnBallW BCiea-
CTBVE Ha HemnpaBufHa AWarHo3a, 13bop Ha HenpasWIeH WMMNAHT, HenpaBUAHO
KOMOUHMPaHW KOMMOHEHTY Ha UMMNAHTY W/VK ONepaTVBHI TEXHWKM, OrpaHiye-
HUATa Ha MeTOAMTE Ha NeYeHVe UK HeJoCTaTbyHa acenTuka.

KomMGuHauua oT meauumuHCKN uspenus
Synthes He ca TecTBaNn CbBMeCTUMOCTTa C U3AeNNd, NPeAoCTaBAHN OT APYrn Npo-
M3BOAWTENN, U He NOeMaT OTFOBOPHOCT NPV NOA0GHM Ciyyan.

MarHuTHo-pe3oHaHCHa cpefia

CbemecTumo ¢ MP npu onpefeneHu ycaosua:

HeKNMHNYHO TecTBaHe B HA-NOLLINA Bb3MOXEH CLIeHapWii NOKa3Ba, Ye UMMIaHTuTe

Ha cuctemaTa CERVIFIX ca cbBMecTvMU ¢ MP npu onpefenexun ycnosua. Tesu aptu-

Kynv MoraT fa ce ckaHupat 6e30nacHo Npu cnefHnTe yCioBus:

— CratuyHo MarHuTHO none 1,5 Tesla u 3,0 Tesla.

— lNpocTpaHCTBEHO rpagveHTHO none 300 mT/cm (3000 Gauss/cm).

— MaKcrMasiHO HMBO Ha yCcpefHeHa LenoTenecHa specific absorption rate (cneuw-
UYHO HMBO Ha abcopbums) (SAR) 1,8 W/kg 3a 15 MUHYTU CKaHMpaHe.

Bb3 0CHOBa Ha HeKJIMHWYHO TecTBaHe, nMNNaHTbT CERVIFIX we nosene 0o nosuLua-

BaHe Ha TeMnepaTypaTa C He noseye oT 5,7°C Npu MakcMMasHO HMBO Ha yCpefHeHa

LenotenecHa cneunnyHa abcopbuma (SAR) 1,8 W/kg, oLeHeHo Ype3 kanopume-

TpwA 3a 15 MrHYTU MP ckaHupaHe B MP anapat 1,5 Tesla 1 3,0 Tesla.

KayecTBOTO Ha MP 06pa3HoTO M3cnefBaHe Moxe 4a Obe HapyLLeHO, ako PerMoHbT

Ha VHTepec e B TOYHO CbllaTa 061acT UNM CpaBHUTENHO 61130 1O NONOXKEHNETO Ha

n3nenneto CERVIFIX.

JleyeHne npeau n3nossBaHe Ha U3aenmeTo

MpoaykTnTe Ha Synthes, AOCTaBAHN B HECTEPUIIHO CbCTOAHME, TPAGBa fa ce NoYnc
TAT W CTEPWUAM3UMPAT C Napa Npeav XupyprudHa ynotpeba. Mpedn nouncreaHe ru
13BajeTe OT OpUriHasHaTa onakoska. Mpeay cTepuan3aLya c napa noctaseTe Npo-
LlyKTa B ofobpeHa 06BvBKa UM KoHTeiHep. CnefBaiiTe ykaszaHusATa 3a NoYMCcTBaHe
1 CTepunnsauns, Lagern B bpollypata Ha Synthes "BaxkHa uHopmaums".

O6paboTka/noBTopHa 06paboTka Ha uspenveTo

MoapobHM ykazaHua 3a 06paboTka Ha UMMNNAHTKTe 1 NOBTOPHA 06paboTka Ha K3~
flennaATa 3a MHorokpaTtHa ynoTpeba, Tabnute n KyTUnTe 3a MHCTPYMEHTW, Ca Aane-
HM B BpolypaTa Ha Synthes "BaxHa uHdopmauua". YkasaHnusa 3a crnobssaHe u
pa3rnobaBaHe Ha UHCTPyMeHTUTe "Pa3rnobsaBaHe Ha WHCTPYMEHTW, CbCTaBeHW OT
MHOFO 4acT" MoraT Aa ce u3Ternat oT: http://www.synthes.com/reprocessing
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