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YKa3aHus 3a ynotpeba

VEPTR™

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

TpunsmepeH TopakaneH AOCTbMN 3a JieYeHWe Ha naumeHTW C KOMMIEKCHU
nethopMUTETI Ha rPbAHATA CTeHa U/WK Ha rpbBHaKa, Npy KOWTO FPbAHMAT KOLW He
e cnocobeH fa nofabpxa HOPMAAHOTO AMLUIAHE WX HapacTBaHeTo Ha benwTe
npo6ose (CMHAPOM Ha TopakasHa HefoCTaTbYHOCT).

MpeaHa3HayeHo 3a MexaHU4yHo CTabunusvpaHe v AMCTpaxmpaHe Ha rpbAaHUS KoL
3a nopobpsiBaHe Ha AMLLAHETO U HapacTBaHeTo Ha bennTe ApoboBe Npu NayneHTn
B [16TCKa W I0BEHW/IHA Bb3pacT.

M3pennata VEPTR KoHTposivpaT 1 Morat fia KopurnpaT CKomnosa.

N3penunsaTa ce 3akpensaT NeprneHAVKyAspHO Ha ecTecTBeHWTe pebpa Ha nauveHTa
(ropHa Touka Ha 3akperBaHe) W no-kayfanHo pa3snonoxenute pebpa, aymbaneH
npelsied UM KbM WAMayHaTa KocT (QOfIHa TOYKa Ha 3akpensaHe). ToBa ce
0CbLLECTBABA Ype3 pa3pes 3a CTaHAapTHA TOPaKOTOMUSA MOCPEACTBOM U3BbPLLBAHE
Ha pa3TBapsilla ce KNMHOBWAHA TOPAKOCTOMMA.

MpaBWHO pasrpbllaHe, aHaTOMUYHO JUCTPaxvpaHe U NOAMAHa Ha KOMMOHeHTUTe
4pes No-Masiko UHBa3UBHa XMPYPra.

Llenv Ha neveHneto:

— YBenn4aBaHe Ha TopakanaHus obem

— KopurupaHe Ha ckofimosa

— C/MeTpWS Ha TPbAHUA KOW 4pe3 yAabkaBaHe Ha BANbOHaTaTa, orpaHuyeHa
NOJIOBMHA Ha rPbAHMA KOLL

— MopobpsBaHe Ha TopakasHaTta MyHKLMS

— W3bareaHe Ha npolenypu, NOATUCKALLM pacTexa

— MoAabpkaHe Ha Te3n NofobpeHns B Xoa Ha pacTexa Ha AeTeTo

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

HepocTtaTbuHoCT) (TIS) BCeACcTBME Ha TpUM3MepeH AeOPMUTET Ha FPbAHNUA KOLL
— MMporpecupatia TopakafHa BpofeHa ckoino3a ¢ BanbbHaTh cpacHanu pebpa
— lMporpecunpalia 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
— XVUpYypru4Ho pasgensHe Ha caMcki 6ausHaum

BTopvyHa TOpakasHa HeAoCTaTbYyHOCT knudosa

(paznuyHa ot rnbyc)

BCNeACTBME Ha NiymbanHa

MpoTuBonokasaHusa

V3penvieto VEPTR He TpsibBa Aa ce M3Non3Ba Npu CefHNUTe 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

— Bb3pact noa 6 Meceua

— W3BecTHa aneprna Kvm HSAKOWM OT MaTepuannTe Ha usgenneTto

— WHekuma Ha MACTOTO Ha onepauunaTa

SE_528806 AD

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.

3aMbpceHnTe MMMNaHTU He Tpsabsa fa ce obpaboTeBaT OTHOBO. VIMnnaHTW Ha
Synthes, KOUTO Ca KOHTaMWHWPaHW C KPbB, TbKaH W/WAW TenecHU TeYHoCTW/
MaTepuu, HUKora He TpsbBa fja ce U3MoJs13BaT NOBTOPHO U C TAX TpbBa Aa ce bopasu
CbrNacHo € BONHMYHMA NPOTOKOI. BbNpekn Ye Moxe Aa U3rnexnaT HenoBpeaeHH,
UMANaHTWTe MoraT Aa MMmaT Manku AedekTu U BbTPelHN HanpeXeHns, KoUTo
MoraT fia MPUYMHAT yMOopa Ha MaTepuana.

MpepnasHu Mepku

ObLWyTe pUCKOBe, CBBbP3aHW C XWMPYPrUYHUTE Hamecu, He ca OnMucaHu B Te3wn
yKasaHus 3a ynoTpeba. 3a noseye WMHMOPMALWA, MOJs, HampaseTe CrpaBka C
6potuypata Ha Synthes “BaHa nHdopmauma”.

MpepynpexxaeHns

MauneHTUTE, Ha KOMTO € uMnnaHTupaH VEPTR, He TpabBa fa ce cnarat opTesn.
N3penveto VEPTR e npeasuaeHo Aa no3sosiABa pacTeX Ha rpbhAHaTta KyxuHa 1
PeCTPUKTUBHUAT XapakTep Ha opTe3uTe He HBU NOANOMOrHaNn CbCTOAHMETO, a 6u
nonpeynn Ha Lenta my.

MauveHTTe MoraT fa ce Hy>XAaaT OT JOMb/IHWTENHA 3alyMTa Ha paHaTa, 3a da ce
NpefoTBPaTN HeXenaHo TpueHe Wan yapaHe Ha paHaTa.

MauveHTV ¢ AmarHocTMumpaHa spina bifida He Tpabsa ga 6baaT C OkNy3MBHa
npeBpb3ka BbpXy MACTOTO Ha paHaTa, 3a Aa ce NOAAbPXKaA MACTOTO CyXO.

CunHo npenopbyntenHo e VEPTR aa ce umnnaHtpa camo OT onepupaLLn xupypsu,
KOWTO MO3HaBaT obLyuTe NpobiaeMn Ha ChvHasHaTa XWMpPyprusa 1 ca CnocobHu Aa
npunarat cneLnduyHIUTE 3a NPOLYKTa XMPYPruyHM TeXHMKW. VIMnaHTauuATa Tpabsa
[1a Ce N3BBbPLUM CbrIacHO C ykasaHuATa 3a NpenopbyuTeniHaTa XvpyprdHa npoueaypa.
X1pypruT e OTTOBOPEH 3a TOBa [la rapaHTVpa NpaBuIHO 13BbpLUBaHe Ha onepauuaTa.
Mpoun3BOANTENAT He € OTrOBOPEH 33 HUKAaKBW YCIOXHEHWSA, HACTbNBALLM
BC/IEACTBME Ha HenpaswfHa [AMarHosa, v300p Ha HenpasBWfeH WMMNaHT,
HenpaBWIHO KOMOVHVPaHM KOMMOHEHTV Ha MMMIaHTW /UK ONepaTUBHU TEXHUKY,
M3MbKBaHE Ha U3Jenine, KOXKHO MNOKPUTUE U NNeBPaHO Pa3kbCBaHe, OrpaHnyeHnaTa
Ha MeTOAMTE Ha JleveHre Nan HeloCTaTbyHa acenTuka.

Kom6uHaumsa oT MeauuMHCKN usgenus
Synthes He ca TecTBaanM CbBMECTWMOCTTA C W3AeNWs, NpefoCTaBsHW OT Apyru
NPOW3BOAWTENN, 1 HE NOeMaT OTFOBOPHOCT NpW NOA0GHN Ciyyan.

MarHuTHo-pe3oHaHCHa cpeaa

CbvBMecTMMO ¢ MP npu onpefeneHun ycnosus:

HekNMHUYHO TecTBaHe B Hal-NOLWLINSA Bb3MOXEH cu,eHapmM NOoKasBa, 4e UMMIaHTnuTe

Ha cuctemata VEPTR ca cbBMecTumm ¢ MP npu onpefeneHn ycnosua. Tesm aptukynm

MoraT fia 6bfaT ckaHupaHu 6e30MacHo Npu cefHnTe yCoBus:

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

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

— MaKcvMasHO HMBO Ha yCpeaHeHa LUenoTenecHa specific absorption rate
(cneundnyHo HUBO Ha abcopbuwsa) (SAR) 2 W/kg 3a 15 MUHYTV CKaHUpaHe.
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Bb3 0CHOBA Ha HEKJTMHMYHO TeCcTBaHe, MMNNaHTbT VEPTR We goBeae [0 NoBuLIaBaHe
Ha TemnepaTypaTa C He noseye oT 4,2°C Npu MaKCMMalHO HMBO Ha ycpedHeHa
LenoTenecHa cneunduyHa abcopbuma (SAR) 2 W/kg, olleHeHO Ypes KanopumeTpus
3a 15 MUHyTU MP ckaHupaHe B MP anapat 1,5 Tesla v 3 Tesla.

KayecTBOTO Ha MP 06pa3HOTO U3cieaBaHe MOXe Aa Obe HapyLLeHO, ako PerMoHbT
Ha MHTepec e B TOYHO CbLaTa 06NacT UK CPaBHUTENHO BAN30 O NONOXEHNETO Ha
n3penveto VEPTR.

JNeyeHue npeau usnonsBaHe Ha UspenveTo

MpodykTuTe Ha Synthes, [OCTaBAHW B HeCTepPUNHO CbCTOAHWE, TpAbsa fa ce
MOYNCTAT U CTEPUAM3MPAT C Napa Npeamn XupypridHa ynotpeba. Mpedmn nouncreaHe
OTCTpaHeTe OpWrvHanHaTa onakoBska. lpefu cTepunvsauus C napa noctaseTe
npofdykta B opobpeHa obBuBKa WM KoHTelHep. CrefBaiiTe ykasaHuaTa 3a
MoYnCTBaHe W CTepunusaumsa, [LageHn B Opouwypata Ha Synthes “BaxHa
nHopmauna”.

O6paboTka/noBTopHa o6paboTka Ha uspenveTo

NMofopobHK ykasaHWA 3a 0bpaboTka Ha MMMNAaHTUTE U NoBTOpHa obpaboTka Ha
u3fennATa 3a MHorokpaTtHa ynotpeba, Tabnute n KyTuuTe 3a WHCTPYMEHTU, Ca
naneHu B bpoluypata Ha Synthes “BaxkHa nHdopmauna”. YkasaHua 3a crnobsasare 1
pasrnobsaBaHe Ha MHCTPYMeHTUTe “Pa3rnobaBaHe Ha MHCTPYMEHTW, CbCTaBeHW OT
MHOFO YacTW” MoraT fa ce W3TernAT oT:
http://emea.depuysynthes.com/hcp/reprocessing-care-maintenance
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