YKazaHus 3a ynotpeba
CERVIOS™

Te3n ykazaHua 3a ynotpet

1peAHa3Ha4YeHn 3a pa3npocT

PbKoBOAcCTBaTa NoANeXKaT Ha MPOMEHMU;
Hal-aKTya/iHaTa BEPCUA Ha BCAKO PbKOBOACTBO
MOXXe BUHArn ga ce Hamepu B UHTEPHET.
PasneuyaTtaHo Ha: Aug 26, 2016

(#) DePuySynthes

© Synthes GmbH 2016.  Bcuuky npasa 3anasequ. SE_528353 AD 08/2016



YKa3aHus 3a ynotpeba

CERVIOS™

Mons, npean ynoTpeba npoyeTeTe BHUMATENHO Te3M yKa3aHuA 3a ynotpeba, 6po-
WwypaTta Ha Synthes "BaxHa MH®OPMaLMA" W CbOTBETHUTE XMPYPrUYHN TEXHWKN.
YBepeTe ce, Ye NO3HaBaTe CbOTBETHATA XUPYPruyHa TexHuka.

Matepuan

MaTtepuan: Cranpapr:
PEEK ASTM F 2026
CPTI ISO 5832-2
MNMpepHa3sHaueHne

CERVIOS npegHasHadeH 3a Anterior Cervical Interbody Fusion (MpeaHa LepBukanHa
dy3usa mexay BeptebpantuTe Tena) (ACIF)

Moka3aHua

LlepBUKaNHN NATONOMMYHN CbCTOAHMA, 3@ KOUTO € NoKaszaHa CerMeHTHa apTpoaesa:
— PynTyprpanu n xepHupaHu Auckose

— [lereHepaTuBHY 3a00N15BaHNA Ha LUCKOBETE U HECTabUNHOCT

— [ceBAOapTpO3a MM HeycnellHa CnoHanIo4e3a

3a MHOroCerMeHTHU dy3um ce NpenopbyBa AOMbIHUTENHA CTabyUAM3aLMs C niaka.

MpoTuBonokasaHuA
— OcTeonoposa

— HectabunHoct

— [pvOHAYHM DpaKTypu
— CnvHanHu Tymopw

— CnvHanHu nHdekumnmn

MoTeHUMaNHN pUcCKoBe

KakTo npu BCUYKM rofieMu XMpyprudHy NpoLeaypu, MoraT fa Bb3HUKHAT prUCKOBe,
CTpaHWYHK epekTr 1 HexenaHn CbouTnA. Bbnpeku Ye MoraT fa Bb3HUKHAT MHOTO
Bb3MOXHW PeakLyu, HAKOW OT Han-4eCcTUTe MoraT fa BKJIIOYBAT:

Mpobemy, Bb3HNKBALLM BCEACTBYE HAa aHECTe3nATa U NO3ULMOHNPaHeTo Ha na-
umeHTa (Hanp. rafeHe, NoBpblyaHe, AEHTaNHU HapaHABaHUsA, HEBPOIOTUYHU YB-
pexnaaHusa 1 T.H.); TpoMb603a, eMbonns, NHGeKLMs, 0BUIHO KbpBEHE, ATPOreHHO
HapaHABaHe Ha HepBU 1 CbAOBE, YBPeXAaHe Ha MekWTe TbKaHK, BKJ. OTOK, obpa-
3yBaHe Ha abHOPMHW LMKaTpVKCK, yHKUMOHANHO yBpeXAaHe Ha MyCKynHO-CKe-
neTHaTa cMCTema, KOMMeKCceH pervoHaneH GONKOB CMHAPOM, anepruyHu peak-
Unn/peakumm Ha CBPBXYYBCTBUTENHOCT, CTPaHWU4HW edekTn, CBbp3aHW C
pasxnabBaHe Ha VMMIaHTa UV V3AEeNNeTo, NOLLIO CBbP3BaHe, UMNca Ha CBbP3BaHe,
npopbsixasallia 6oska; yBpexaaHe Ha CbCeAHM KOCTU (Hanp. cnafaHe), Anckose
(Hanp. fereHepauys Ha CbCeAHO HWBO) MW MeKa TbKaH, [iypaiHO pa3kbCBaHe uiu
M3TYaHe Ha rpbObHaYHOMO3bUHA TEYHOCT; KOMMPECHA U/MaN KOHTY3UA Ha rpbb-
HaYHMA MO3bK, YaCTUYHO pa3mecTBaHe Ha rpadTa, BepTebpanHa aHrynaums.

CTepvumo unspenue

n CTepununsupaHo ¢ obnbyaHe

CbXpaHsABanTe UMMNIAHTUTE B OPUTHANHATA UM 3aLLMTHA ONaKoBKa W HE M1 N3Bax-
[laiTe OT ONakoBKaTa 40 MOMEHTa HeMocpeCTBEHO Npeay ynotpeba.

Mpeau U3non3BaHe NpoBepeTe CPOKa Ha FOAHOCT Ha NPOAYKTA U Ce yBepeTe B LenocT-
Ta Ha CTepunHaTa onakoska. [la He ce U3Mo3Ba, ako OnakoBkaTa e noBpeneHa.

[a He ce CTepunM3npa NOBTOPHO

WN3penve 3a egHoKpaTHa ynoTtpe6a

® He ynoTpebsBaiTe NOBTOPHO

MpoAyKTW, NpefHa3HaueHn 3a elHoKpaTHa ynotpeba, He Tpabga Aa ce usnonssar
NOBTOPHO.

MOBTOPHOTO M3N0N3BaHe UM 06paboTeaHe (Hanp. NOYNCTBaHE N NOBTOPHA CTEPU-
NV3aLya) MOraT ia HapyLuaT CTPYKTYpHaTa LUAN0CT Ha U34enneTo u/unv fa foseaat
[10 HEyCMNeLwHOTO My (hYHKLMOHMPaHe, KOeTo MOXe fja NPUYNHI HapaHsABaHe, 3a60-
NSIBaHe WU CMBPT Ha nauuneHTa.

OCBeH ToBa NOBTOPHOTO WM3MNOMI3BaHe Ha W3AeNUs, NpeAHa3HaYeHu 3a efiHoKpaTHa
ynotpeba, Moxe fja Cb3Aaje PUCK OT 3aMbpCsABaHe, Hanp. BCeACTBYE Ha NpeHacs-
He Ha nHbekLMo3eH MaTepran OT eAuH Ha Apyr nauveHT. ToBa MoXe fa AoBefe [0
HapaHsBaHe WA A0 CMBPT Ha NaLyeHTa 1au oneparopa.

3amMbpceHnTe MMMNaHTW He TpabsBa Aa ce obpaboTsBaT OTHOBO. VIMMAaHTV Ha
Synthes, KOWTO Ca KOHTaMWUHMPaHK C KPbB, TbKaH W/UK TeNecHU Te4YHoCTu/MaTe-
puu, HUKora He TpAbBa fia Ce M3MoN3BaT NOBTOPHO 1 C TAX TpAbBa fa ce 6opasu
CbrNacHo ¢ BONHNYHUA NPOTOKON. BbNpeku Ye Moxe Aa U3rnexpaat Henospenexy,
VIMMNaHTMTE MOraT Aa UMaT Maskv AeeKTV U BLTPELUHN HanpeXeHA, KOUTO Mo-
raT fja NPUYMHAT yMOpa Ha MaTepuana.
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MpeanasHu Mepku

O6LmTe pUCKOBE, CBbP3aHN C XMPYPrUYHNUTE HaMeCK, He Ca ONMcaHun B Te3u ykasa-
HVA 33 ynoTpeba. 3a noseye MHMOPMAaLWA, MONIA, HaNpaBeTe CNpaBka ¢ 6poLuypaTta
Ha Synthes "BaxHa uHdopmaLma”.

MpepynpexxaeHus

CunHo npenopbyutesiHo e CERVIOS fa ce mnaaHTupa caMmo OT onepupaLLmn xumpyp-
31, KOWUTO No3HaBaT 0bLKTe NpobaeMn Ha CNMHaNHaTa XMPYPria 1 ca CnocobHu fa
npunarat cneunnyHNTe 3a NPOAYKTa XVPYPrUYHU TeXHWKW. VIMnnaHTauvaTa Tpab-
Ba [la Ce 13BbPLUM CbIIACHO C yKa3aHuATa 3a NpenopbynTeHaTa X1pypryHa npo-
Leaypa. XMpyprsT e OTroOBOPEeH 3a TOBa [a rapaHTvpa NpasuaHO 13BbPLUBAHE Ha
onepauuATa.

HpOVISBO,D,VITeJ'IﬂT He € OTrOBOPEH 3a HWKaKBW YCNIOXKHEHWNA, HacTbMNBally BCnen-
CTBME Ha HenpasBWHa AWarHosa, M360p Ha HenpaswuieH UMNAaHT, HenpasuIHO
KOM6VIHV|paHVI KOMMOHEHTU Ha UMMAAHTW U/Mnan onepaTnBHU TEXHUKW, OrpaHn4ye-
HVATA Ha METOANTE Ha NleveHne N HegocCTtatbyHa acenTumka.

KoM6uHaumsa oT MeAULMHCKY U3genus
Synthes He ca TecTBann CbBMECTUMOCTTa C U3, NPefoCTaBAHM OT APYri Npo-
3BOAMTENN, 1 HE MOemaT OTrOBOPHOCT Npw Nofo6HM cayyan.

MarHuTHO-pe3oHaHCHa cpeaa

CbBmMecTMMO ¢ MP npu onpefenexHun ycnosua:

HeknMHUYHO TecTBaHe B Hal-NOLWINSA Bb3MOXEH cu,eHapan NnoKasBa, 4e UMMNJIaHTnuTe

Ha cnctemata CERVIOS ca cbBMecTumm ¢ MP npu onpefenenu ycnosua. Tesm aptu-

Kynu moraT fa 6bAaT ckaHupaHu bes3onacHo Npu cnefHUTe yCaoBurA:

— CraTuyHo marHuTHO none 1,5 Tesla v 3,0 Tesla.

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

— MakcManHo HYBO Ha ycpefHeHa LenoTenecHa specific absorption rate (cneuu-
PuruHo H1BO Ha abcopbuwa) (SAR) 4 W/kg 3a 15 MUHYTW CKaHMpaHe.

Bb3 0CHOBa Ha HEKJIMHNYHO TecTBaHe, UMNNaHTbT CERVIOS Wie noBene 0o NoBuMLLa-

BaHe Ha TemnepaTypaTa ¢ He noseye oT 3°C NpU MaKCMManHO HUBO Ha ycpedHeHa

LenoTenecHa cneunduyHa abcopbums (SAR) 4 W/kg, olleHeHO Ypes KasopumeTpus

3a 15 MUHYTU MP ckaHupaHe B MP anapart 1,5 Tesla n 3,0 Tesla.

KauectBoTo Ha MP 06pa3HoTO 13cneaBaHe Moxe fa 6b/e HapyLLeHO, ako pernoHbT

Ha MHTepecC e B TOYHO CblliaTa obnacT nnm CpaBHUTENHO 61130 [0 NONIOXEeHNETO Ha

n3penveto CERVIOS.
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