YKazaHus 3a ynotpeba
VEPTR™ I

Te3w ykasaHus 3a ynotpeba He ca

IpefHa3HaveHu 3a pasnpoctpaHeHne B CALL

PbKkoBoAcCTBaTa NoasieKaT Ha NPOMEHU;
HaM-aKTyasiHaTa BePCUA Ha BCAKO PbKOBOACTBO
MOKe BUHaru ga ce HAamepu B UHTEPHET.
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YKa3aHus 3a ynotpeba

VEPTR™ II

Mons, npean ynotpeba npoyeTeTe BHUMATENHO Te3W ykasaHua 3a ynotpeba,
6potluypata Ha Synthes “BaxxHa MHOPMaLUWS” U CbOTBETHUTE XUPYPTUYHN TEXHWKN.
YBepeTe ce, Ye No3HaBaTe CbOTBETHATA XMPYPruyHa TEXHMKA.

Matepuan

Matepuan: CraHpapT:
TAN ISO 5832-11
CPTI ISO 5832-2
MNpepHasHaueHne

VEPTR ce ocHOBaBa Ha Tpuv3MepeH TopakaseH JOCTbM 3a JIeYeHne Ha NauneHTn ¢
KOMMIeKCHY AeopMUTETN Ha rpbAHaTa CTeHa W/WAW Ha rpbOHaka, npu KoWTo
rPBAHUATKOLL He e CnocobeH Aa NoAAbpXKa HOPMAHOTO AVLUAHE UM HAapacTBaHETO
Ha 6enuTe fpoboBe (CMHAPOM Ha TopakafHa HedoCTaTbyHOCT). OCBeH ToBa
nspgenvata VEPTR KoHTposiMpat n Morat fia Kopuriupar CKovo3sa.

VEPTR e npefHa3Ha4yeHO 3a MexaHW4HO CTabunusvpaHe v AWCTpaxmpaHe Ha
rPbAHUA KOL 33 Nof0bpABaHe Ha AWLLIAHETO U HapacTBaHeTO Ha benute gpobose
npu NauMeHTV B 4eTCKa W I0BEHWHA Bb3PacT.

V3penvaTa ce 3akpensat neprneHAVKYIApHO Ha ecTecTBeHWTe pebpa Ha nauveHTa
(ropHa Touka Ha 3akpenBaHe) U no-kayaanHo pasnosnoxerute pebpa, nymbaneH
npeLuneH K nanMayHaTta KocT (fof1Ha TouKa Ha 3akpensaHe). Cnef kaTo U3genneTo
VEPTR ce noctaBu Ha MACTO, AM3alHDBT My MO3BOJIABA pa3rpbliaHe, aHaTOMUYHO
AvcTpaxupaHe 1 NOAMAHa Ha KOMMOHEHTUTE Ype3 NO-Mafko UHBA3VBHA XVUPYPrua.
Bcnykm KomnoHeHT Ha cuctemata VEPTR Il ca npovssefeHn oT TUTaHWeBsa Cnias
(Ti-6AI-7Nb), ¢ nsknoyeHune Ha Ala-kykaTa v S-Wrnata, KOMTO Ca NPou3BefeHN oT
THProBCKM YUCT TUTAH.

Llenv Ha neyeHneTo

1. YBenuyaBaHe Ha TopakanHusa obem

2. KopwrvpaHe Ha cKonnosa

3. [lopobpssaHe Ha TopakanHaTa PyHKLMA

4. YcTaHOBABaHE Ha CUMETPUA Ha [PbAHMA KOW 4pe3 yAb/kaBaHe Ha
BANbOHaTaTa,
OrpaHvyeHa Noa0BUHA Ha FPBbAHMA KOLW

5. V3barBaHe Ha nNpoLefypu, orpaHn4aBaLLy pactexa

6. [loponbpxaHe Ha Te3n NofobpeHns B Xofa Ha pacTexa Ha nalueHTa

Moka3saHua
V3penveTo e nokasaHo 3a:
MbpsuyeH  Thoracic  Insufficiency  Syndrome  (CHApoM  Ha  TopakanHa

HepocTtaTbuHoCT) (TIS) BCeACTBUE Ha TpUM3MepeH AeOPMUTET Ha FPbAHNUA KOLL
— MMporpecupatia TopakafHa BpofeHa ckoino3a ¢ BanbbHaTh cpacHanu pebpa
— MMporpecunpalia TopakajiiHa BpofeHa CKOAMo3a C rpbAeH kanak BCNeAcTBre Ha
nuncealyn pebpa
— MMporpecunpalla TopakaiHa BpofeHa, HeBPOreHHa Wan uanonatnyHa ckoanosa
6e3 aHoManuu Ha pebpata
— CUHAPOM Ha XMNOMAacTUYeH rpbAeH KOLW, BKIIOUYUTENHO
— CuHapoMm Ha Jeune,
— CuHapoM Ha Jarcho-Levin,
— Llepebpo-kocTo-MaHanbynapeH cuHapoM,
— Apyru.
BpofeH fedekT Ha rpbHaTa CTeHa, nocTepo-natepaneH
— Mpuaobut gedekT Ha rpbAHaTa CTeHa, NocTepo-naTepaneH
— Pesekuuna Ha TymMOp Ha rpbaHaTa cTeHa
— TpaBMaTWyeH rpbAeH Kanak
— XVUpypru4Ho pasgensHe Ha caMcki 6ausHaum

BTopuyHa TOopakanHa HeAoCTaTbYHOCT
(paznuyHa ot rnbyc)

BCNeACTBME Ha fymbanHa kudosa

MpoTuBonokasaHusa

V3penvieto VEPTR He TpsibBa Aa ce M3non3Ba Npu CiefHNUTe yCIOBUS:

— HepocTaTbuHa 34paBuMHa Ha KOCTTa (pebpaTa/rpbbHaka) 3a 3akpensare Ha VEPTR
— Jlunca Ha NPOKCVMMaIHW U ANCTanHn pebpa 3a 3akpensaHe Ha VEPTR

— Jlnnceala cyHKUMA Ha Aracbparmata

— HepocTaTbyHa Meka TbkaH 3a nokputue Ha VEPTR

— Bb3pacT cnep gocturaHe Ha KOCTHa 3pAIOCT 3a npuoxerHuarta Ha VEPTR

— Bb3pacTt nog 6 Meceua

— W3BecTHa aneprna Kbm eiViH OT MaTepunannTe Ha n3fnenneTo

— WHekuma Ha MACTOTO Ha onepauunaTa
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MoTeHuManHN puckoBe

KaKTo npw BCUYKM roNeMU XMPYPrUYHK NpoLeflypu, MOraT fa Bb3HWUKHAT PUCKOBE,
CTPaHWYHM ebekTn 1 HeXeNnaHn CbouTUA. Bbnpekn Ye MoraT fia Bb3HUKHAT MHOMO
Bb3MOXHM peakLiyn, HAKOU OT Hall-4ecTuTe MoraT Aa BK/OYBaT:

Mpobnemu, Bb3HWKBALLY BCNEACTBME Ha aHecTe3WATa U MO3ULMOHWPAHETO Ha
nauveHTa (Hanp. rageHe, NMoBpblUaHe, AEHTaSHW HapaHABAHWA, HEBPOMOrMYHU
yBpeXAaHWA 1 T.H.), TooM603a, eMbonns, nHdeKLMa, 0BUNHO KbpBeHe, ATPOreHHO
HapaHABaHe Ha HepBW W CbAOBe, yBpPeXAaHe Ha MeKWTe TbKaHW, BKA. OTOK,
obpa3syBaHe Ha abBHOPMHU LMKaTPYKCK, PYHKLIMOHANIHO yBpeXAaHe Ha MyCKYIHO-
CKeneTHaTa cMCTeMa, KOMMekceH pernoHaneH 6onkos cuHapom (CRPS), aneprnyHu
peakuuu/peakmm Ha CBPBXYYBCTBUTENIHOCT, CTPaHUYHU edeKTH, CBbp3aHW C
M3NbKBaHe Ha UMMNAHT UAU W3fenve, npofbsxkaBalla 6oska, yBpexpaHe Ha
CbCeHN KOCTU, ANCKOBE UM MeKa TbKaH, AypasiHO pa3kbCBaHe U U3TWUYaHe Ha
rpbOHaYHOMO3bYHA TEUHOCT, KOMMPECUsa U/UNN KOHTY3MSA Ha rpbOHa4YHMA MO3bK,
YacTUYHO pa3mecTBaHe Ha rpadTa, BepTebpanHa aHrynauus, MurpupaHe Ha
pebpeHa Bpb3Kka, MUTpPUpPaHe Ha KPUIOBMAHA KOCT Ha Ta3a.

MN3penue 3a egHOKpaTHa ynotpe6a

® He ynoTpe6sBarite NoBTOPHO

MpofyKTwW, NpefHa3HaveHn 3a efHokpaTHa ynoTpeba, He TpAbBa fa ce u3nonsear
MOBTOPHO.

MOBTOPHOTO U3non3BaHe wau obpaboTeaHe (Hamp. Mo4YncTBaHe W MOBTOPHa
CTepunv3auya) MoraT Aa HapyluaT CTPYKTypHaTa LANOCT Ha U3LeNneTo u/unn fa
fosefar [0 HeycrnewHoTo My (yHKLMOHUPaHe, KOeTO MOoXe Aa NpUYUHM
HapaHsABaHe, 3a00/19BaHe UM CMBPT Ha NaLyeHTa.

OcBeH ToBa NMOBTOPHOTO W3MON3BaHe Ha W3Aenus, NpefHa3HayeHn 3a elHoKpaTHa
ynotpeba, MOXe Aa Cb3fafe PWUCK OT 3ambpcsABaHe, Hamp. BCIeACTBUE Ha
npeHacaHe Ha VH@EKLVO3eH MaTepuan oT eiuH Ha ApYr nauueHT. ToBa Moxe Aa
[0Befle 10 HapaHABaHe WK 4O CMbPT Ha NaLeHTa 1au oneparopa.

3amMbpceHuTe MMNNaHTu He Tpabsa fa ce obpaboTsaT OTHOBO. VMnnaHTW Ha
Synthes, KOWTO Ca KOHTaMUHWPaHW C KPbB, TbKaH W/MAU TenecHW TeyHocTw/
maTepuu, HUkora He TpabBa fja ce U3Mos13BaT NOBTOPHO U C TAX TpAbBa Aa ce bopasu
CbrNacHO ¢ GONHMYHKA NPOTOKON. BbNpekyn Ye MOXe Aa U3rnexaaT HenospeeHi,
MMNaHTUTe MoraT Aa umaT Maiki fedekTu v BBLTPeLUHU HanpexeHus, KoWTo
MOraT fa NPUYUHAT YMOpa Ha MaTepuana.

MpepnasHu mepku

O6LmnTe pUCKOBe, CBBP3aHU C XWMPYPruyHUTE HamMecu, He ca OMucaHu B Tesu
ykasaHua 3a ynoTpeba. 3a noseye vH@OPMaLMA, MOAA, HanpaseTe cCrpaBka C
6pollypata Ha Synthes “BakHa nHdopmaums”.

MpepynpexxaeHuns

MauveHTNTe, Ha KOMTO e MMnAaHTMpaH VEPTR, He TpsabBa Aa ce cnarat opTesw.
N3penveto VEPTR e npeasuaeHo [a no3sosiABa pacTex Ha rpbAHaTta KyxuHa u
PECTPUKTUBHUAT XapakTep Ha opTe3uTe He 61 NOANOMOrHan CbCTOAHKETO, a bu
nonpeyns Ha Lenta my.

MauveHTTe MoraT Aa ce Hy>XAaAT OT JOMb/IHWTE/HA 3allMTa Ha paHaTa, 3a Aa ce
NpefoTBPaTN HeXeNaHo TpueHe Nnn yapaHe Ha paHata.

MauneHTV ¢ AnarHocTuumpaHa spina bifida He Tpabsa fa 6vbhaT c oky3vBHa
npespb3ka BbpXy MACTOTO Ha paHaTa, 3a Aa ce NoOAAbPXKa MACTOTO CyXO.

CunHo npenopbynTenHo e VEPTR fa ce uMnaaHTvpa camo OT onepupaLLy Xmpypsu,
KOMTO MO3HaBaT obLMTe NpobaemMy Ha CMMHaNHaTa XMPyprua 1 ca cnocobHu aa
npunaraT cneunuyHUTe 3a NPOAyKTa XMPYPrudHW TexXHWKW. MMnnaHtauuATa
TpAbBa Aa Ce U3BbPLUM CbracHO C yKa3aHMATa 3a NpenopbynTenHaTa XupypruyHa
npoueaypa. XMpypruT € OTroBOpeH 3a TOBa Aa rapaHTVpa NpaBWIHO U3BbpLUBaHe
Ha onepauuATa.

[pOV3BOANTENAT He e OTFOBOPEH 3a HWKakBW YCI0XKHEHWA, HaCTbNBalLy BCIeACTBMe
Ha HemnpaBK/Ha AnarHo3a, 36op Ha HenpasKaeH UMMIAHT, HeNPaBUIHO KOMOUHUPaHK
KOMMOHEHTU Ha UMANAHTV U/Vn OnepaTUBHY TEXHVKW, U3MbKBAHE Ha U3Aenie, KOXHO
NOKPUTVE W NNEBPasIHO Pas3kbCBaHe, OrpaHNYeHNATa Ha METOAWTE Ha JleYeHre Un
HeAoCTaTbyHa acenTuka.

KomG6uHauus ot MmeauLMHCKN uspenus
Synthes He ca TecTBasM CbBMeCTMMOCTTa C W34ENWA, NPefoCTaBAHW OT ApYyrv
NpPOU3BOAMUTENN, U HE MOeMaT OTFOBOPHOCT NpW NOJ0OHM Ciydau.
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MarHuTHO-pe3oHaHCHa cpepa

CbBmMecTUMO ¢ MP npwv onpefenexn ycaosua:

HeKMHWYHO TeCTBaHe B Ha-N10LLINA Bb3MOXEH CLieHapuWii MoKa3Ba, Ye UMMIaHT1Te

Ha cuctemata VEPTR Il ca cbBMecTumu ¢ MP npu onpenenexHn yciosud. Tesu

apTUKyAn Morat Aa 6bAaT ckaHrpaHu 6e30nacHo Npw ClefHnTe YCNoBuUA:

— CTaTnyHo MaruuTHo nose 1,5 Tesla v 3,0 Tesla.

— [lpocTpaHCTBEHO rpagneHTHO none 300 mT/cm (3000 Gauss/cm).

— MakcMManHo HWBO Ha ycpefHeHa UenoTenecHa specific absorption rate
(cneunduyHo HMBO Ha abcopbums) (SAR) 2 W/kg 3a 15 MUHYTV CKaHMpaHe.

Bb3 OCHOBa Ha HEKJMHWYHO TecTBaHe, umnnaaHTbT VEPTR Il we posege 0o

noBuLLIaBaHe Ha TemnepaTypaTta C He noseye oT 4,2°C NpU MakCMManHO HWBO Ha

ycpeflHeHa LenoTenecHa creunduyrHa abcopbunsa (SAR) 2 W/Kkg, oueHeHo ypes

KanopumeTpua 3a 15 MuHyT MP ckaHupaHe 8 MP anapat 1,5 Tesla 1 3,0 Tesla.

KayecTBOTO Ha MP 06pa3HoTO U3CneaBaHe MOXe Aa Obae HapyLLeHO, ako PerMoHbT
Ha MHTepec e B TOYHO CblaTa 0611acT vy CPaBHUTENTHO B30 A0 NMONOXKEHVNETO Ha
n3penveto VEPTR II.

JNeyeHne npeamn usnonsBaHe Ha U3feNMeTo

MpodykTute Ha Synthes, [OCTaBAHW B HeCTEPUNHO CbCTOAHWE, Tpsbea fa ce
MOYNCTAT U CTEPUAN3MPAT C Napa Npeau Xvpypruyxa ynotpeba. Mpenmn noyncteaqe
OTCTpaHeTe OpWruHasHaTa onakoska. lMpedu CTepuanMsaums C napa nocTaseTe
npodykta B opobpeHa 06BMBKAa WAM KOHTelHep. CreppaiTe ykasaHusaTa 3a
nouncTBaHe W CTepunusaumsd, nageHn B OpolwypaTa Ha Synthes “BaxHa
nHopmaums”.

O6paboTka/noBTopHa o6paboTka Ha uspenueto

MonLpobHK yKasaHWs 3a 06paboTKa Ha MMMIAHTUTE U MOBTOpHa obpaboTka Ha
u3fennaTa 3a MHorokpatHa ynotpeba, Tabnute w KyTUUTe 3a WHCTPYMEHTU, Ca
naneHu B bpoluypata Ha Synthes “BakHa nHdopmaunsa”. YkasaHus 3a crnobssare n
pasrnobsBaHe Ha MHCTPYMeHTUTe “Pa3rnobsBaHe Ha MHCTPYMEHTW, CbCTaBeHN OT
MHOrO YacTn” MoraT fa ce W3TernAT oT:
http://emea.depuysynthes.com/hcp/reprocessing-care-maintenance
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