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BHUMAHUE: ®edep D 3aKOHOO ) (Ha CALL)) oepaHu4aea npodax6ama Ha
moea ycmpouicmeo caMo om JsieKap Usu 1o HapexoaHe Ha flekap.

ONUCAHUE HA MEAULINHCKUA NPUEOP

MHCTPYMEHTUTE Ce AOCTaBSAT HECTEPUIHU.

NOKA3AHUA 3A YIIOTPEBA

WHcTpymeHTUTe 3a rpbbHavHata cutema DePuy Synthes ce usnonssar 3aefHO ¢ MexauHHaTa
cuctema DePuy Synthes Spine ProTi 360°™. CneuuduyHn nHAUKaUMmM ca npefocTaBeHn B
cboTBeTHaTa nucToBka Ha DePuy Synthes Spine ProTi 360°™ Interbody System.

MATEPWAN
CneuuanHuTe UHCTPYMEHTU Ca MPOWU3BEAEHU OT Hepbkaaema CToMaHa 3a onepauun (ASTM
F899).

KAK CE NOCTABA
WHctpymeHTute DePuy Synthes Spine ce gocTtaBsT HecTepunHu v Tpsbea Aa ce NOYUCTAT U
cTepunuanpart npeam ynotpeba cbrnacHo npoleaypuTe onucaHu B TO3W AOKYMEHT.

NPOTUBOMOKA3AHUA
KoHKpeTHU npoTuBOMOKa3aHWs ca fafeHn B cboTBeTHaTa cuctema DePuy Synthes 3a
nMnnaHTupaHe B Fp'bﬁHa‘-lHl/Iﬂ CcTbN6.

NPEAYNPEXAEHWA W NOTEHUMANHU PUCKOBE

XupypruT TpsibBa fja 3Hae cnefHoTo:

1. XupyprbT TpsibBa Aa ce yBepy, Ye BCUUYKU HEOBXOAUMMU UHCTPYMEHTY Ca NOA pbka npeau
onepauusita. C ycTporcTBoTO TpsiGBa Aa Gopasy 1 Aa Ce CbXpaHsBa BHUMATENHO, U Aa
Ce nasw OT NOBPEAU, BKIKOUNUTENHO OT kopo3ust. Tpsibea Ja ce pasonakosaT BHUMATENHO
1 fa ce ornepar 3a noBpeav npeau ynotpeba.

2. Bcyyku MHCTPYMEHTU TpsibBa Aa ce NOYUCTST U CTEPUNU3npaT Npeay onepauvsi.

NPEONA3HU MEPKU

Bi deneparnHoTo 3aKOHOAATENCTBO OrpaHMyaBa npoaaxbata Ha yCTpOMCTBOTO Camo OT
fieKkap Unv no HapexaaHe Ha nekap.

Mpean onepauus:

1 TpsibBa fa ce BHMMaBa nMpu GOpaBEHETO M CbXPAHEHWETO Ha KOMMOHEHTUTE Ha
WHCTPYMEHTUTE. MHCprMeHTMTe He TpﬂﬁBa Aa ce gpackaTt unu noBpexnat no HUKakbB
HauuH. MIHCTpyMeHTUTe TpsibBa Aa ca 3aluMTeHn No Bpeme Ha CbXpaHeHue, ocobeHo oT
KOPO3WBHU Cpeau.

2. Bcuykn MHCTPYMEHTH TpsibBa fia ce NOYUCTAT U cTepunuanpat npeau ynotpeta.

Mo Bpeme Ha onepaums:
1. CnepgaiiTe pbKoBoACTBaTa 3a ynotpe6a BHUMATENHO.

BBb3MOXHW HEXXENAHWU EPEKTU
1. CuynBaHe Ha UHCTPYMEHTUTE;

2. YYBCTBUTENHOCT KbM METaSHO YyXAO TAMO, BKIKYUTENHO eBEHTyanHo obpasysaHe Ha
Tymopw;
3. YYBCTBUTENTHOCT Ha KoxaTta Unu MycKyrnuTe npu MauueHTV ¢ HefocTaTbyHa MOKpPUBHA

TbkaH B OrepaTVBHUS y4aCTbK, KOETO MOXe [1a JoBeje [0 PaskbCBaHe Ha koxaTa n/unm

YCINOXHEHUSA Ha paHaTa;

WHeKums;

HEBPOMOTMYHN UNW CbAOBW YBPEXAAHUA, AbMKaliy Ce Ha XUpypruyHa TpaBma,

BKITIOUNTENHO 3ary6a Ha HEBPOMOrMYHM (DYHKLWUW, AIOpanHu Cbrau, pagukynonaTus,

napanvsa u u3TudaHe Ha LepebparnHa cnvMHanHa TeYHOCT;

6. HapylwaBaHe Ha cToMmallHaTa, YpomnorMyHata W/unu penpoaykTuBHaTa cucTema,
BKIMIOYNTENHO CTEPUIIOHOCT, UMMOTEHTHOCT U/MNnu 3aryba Ha KOHCOpLNYM;

o s

7. 6ornka unu guckomgopT;

8. KPBBOM3MNMBM Ha KPBBOHOCHW CbA0BE U/WNN XEMaToOMW;
9 CMBPT.

YKA3AHUA 3A YNIOTPEBA

XvpyprbT U3roTes NnaH 3a onepauysi, B KOWTO onpefens U AOKYMEHTUPA MO NOAXOASILL, HAaYUH
CriefHNTE CTBNKU:

e 13G0op Ha YacTuTe Ha MHCTPYMEHTA U TEXHWUTE pasmepu

o [locTaBsiHe Ha KOMMOHEHTUTE Ha MHCTPYMEHTA B KOCTTa

o [lonoxeHue Ha OCHOBHUTE MyHKTOBE Ha onepauusita

TpsiGBa Aa ca Hanuue cnegHUTe YCroBusi Npeau 1anornseaHe:

®  Bcuuku HeO6X0AMMMY KOMMOHEHTH HA MHCTPYMEHTA Ca roToBwM 3a ynotpeba.

® YCrioBusiTa npum KOUTO CE M3BBPLLBA ONepaumusaTa ca U3KIIOUUTENHO acenTUYHN.

®  VIHCTPYMEHTUTE Ca YMCTU U CTEPUNN3UPaHN Npeam ynoTpe6a cbrnacHo npoleaypute B TO3U
[IOKYMEHT.

®  VHCTPYMEHTUTE Ca OKOMMMEKTOBaHM U B JOOPO ChCTOSIHUE.

e XupyprbT M OnepaTUBHUSAT €KUM ca 3aro3HaTu C onepaTMBHaTa TexHuka, obxsaTa Ha
VMMIaHTUTE U CBBbP3aHWUTE C THX MHCTPYMEHTW; TasuW WHdOpMauWst e mbhHa U Ha
pasnonoxeHue 3a crpaska.

e XupyprbT U3BBLPLUBALL ONEPALMSTA € 3arMo3HaT C npaBunaTa 3a MeavLyHeKa npakTuka, uma
HEOBXOAMMUTE MO3HAHWUS U € 3aM03HAT CbC ChAbPXKAHUETO HA CLOTBETHUTE MEAULIMHCKMA
Hay4Hu ny6nvkaumm.

e HanpaBeHa e KOHCYyNTauusi C NPOU3BOAUTENSI, aKO UMa HEsICHOTW NPEeAV onepaumsTa u ako
ca OTKPUTU UMMNIAHTU B y4acTbka KbAETO L Ce U3BBLPLUM ornepauusiTa.

3a MbMAHU MHCTPYKUMM 3@ MPaBUMHOTO W3MON3BaHe W MpunaraHe Ha BCUYKW TPbOHAYHM
VUMMNaHTU M MHCTPYMeHTN Ha DePuy Synthes, BkTe pbKOBOACTBOTO 3a rpbOHAaYHa XUpyprvHa
TexHuka Ha DePuy Synthes (goctaBeHo cbe cuctemara).

1 ENZOL®, Tbproscka Mapka Ha Advanced Sterilization Products, e nanonasana 3a BanuampaHe
Ha NoYnCTBaHETO.

CPWXW N BOPABEHE C MPOAYKTA

Bcunuku WHCTPYMEHTU Cce [AOO0CTaBAT HeCcTepunHu wun TpﬂﬁBa Aa Cce CbxpaHaBaT B
opurnHanHaTa OnakoBKa AOKaTO Ce MNOYUCTAT U cTepunuaupar. ﬂpe/:un yn0TpeGa TpﬂﬁBa Aa ce
CTepunuaupaT CbrNacHo CTaHdapTHWTe npouedypu B GonHuuata. Buxre paspgen
CTEPUNN3ALINA 3a npenopbku 3a cTepunuaaums.

OrpaHuyeHus npu o6paboTka
MHorokpaTHaTa 06pa6oTka MMa MUHUManeH eekT BbpPXY MHCTpyMeHTUTe. KpasT Ha xviBoTa
06UKHOBEHO Ce onpefensi OT M3HOCBaHE ¥ MOBPEAN AbMKalum ce Ha ynoTtpeba.

Ynotpe6a Ha mscTo

I'Ipe,qm Aa ce U3Non3eart 3a NbPBU MNbT U NPU BCAKa crieasalla ynmpeﬁa, TpﬂﬁBa Aa ce cnassar
MHCTPYKUMWTE OnucaHu no-gosly, 3a fa ce ocurypu GesonacHa paboTta ¢ 6uonorvyHo
3aMbpPCEeHN MHCTPYMEHTH.

O6paboTka U TpaHCNOPT
I'Ipenopbqaa Ce WUHCTPYMEeHTUTe Oa ce OpaGOTBaT BeAHara crnej Kato € pa3yMHO MNpakTU4HO
crnea u3non3BaHeTo UM.

nOgrOTDBKa 3a noymcrTtBaHe

OTcTpaHeTe u3nUWHaTa MbPCOTUA C uucta abcopbupaiwa kbpna Kimwipe wnu gpyra
€eKBMBarieHTHa Kbpna 3a efHOoKpaTHa yn0Tpe6a.

MouncreaHe (aBTOMaTU4HO)
O6opyABaHe: aBTOMATMYHA MUAMHA MaLUMHA, MeKa YeTka, eH3MMeH MouMcTealy npenapatt n
NoYMCTBaLL Npenapat ¢ HeyTpanHo pH?.

. Flpe/:LBapMTenHo no4ymncrteTe UHCTPYMEHTUTE KaTo M NocTaBuTe nof Teyawa Boda U rm
N3TbpKaTe C Meka YeTKa 3a OTCTpaHsiBaHe Ha rofieMuTe oTnaabuum. WM3nnakHeTe n T'praVITe
BCEKV NHCTPYMEHT 3a NoHe efHa MUHyTa.

L4 CJ'Ie,Cl npeaBapuTenHoTo NoYucTBaHe, NocTtaBeTe WUHCTPYMEHTUTE B MUANHATa MaluunHa,
KaTo BHMMaBaTe Aa He ce Jonupart, NocTaBeTe rM Taka, vYe Aa ce otTuyar.

e W3nonsgaiite CTaHOapTeH UMKbI 3a UHCTPYMEHTU C (Haﬁ-MaﬂKO) crniegHvTe napameTpu:

[opewo
EH3uMHO MueHe 40 - 65°C (104 - 149°F)
3a 3 MUHYTH
60°C (140°F)
HeytpanHo pH muene 3a 3 MAHYTH

CraiiHa Temneparypa

WannakeaHe
3a 1.5 MuHYTM

90°C (194°F)
3a 1 MuHyTa

82°C (180°F)
3a 6 MUHYTH

TepMUYHO U3nnakBaHe

NoacywasaHe

. FlposepeTe Aann MHCTPYMEHTUTEe Ca CyxXu. Ako He ca Cyxu, noacywerte rm ¢ Meka, 4yucra
Kbpna 6e3 BnakHa.

. Cnen nofcylwiaBsaHe, nposepete WHCTPYMEHTUTE Aanu 3a HanbNHO YUCTU OT BCHAKAKBU
oTnagbuu. Ako e HeOGXO,CMMO, noBTOpeTe LuKba Uin rm NnoYUCcTeTe Ha pbKa.

e [locnegHoTo w3nnakaBaHe TpsibBa Ja ce HanpasBu C MpevncTeEHa BoAa Npu CTanHa
Temnepartypa B NpoAbINKEeHUe Ha 5 MUHYTU.

e Banarta 3a nnakHeHe TpsibBa ja Ce CMEHs cref, BCSIKO YNCTEHE.
NouncTBaHe (pHLYHO

B : Moo

epemMe Ha YyucmeHe.

Jacmu u aayxume ¢ pU U C HO no

MoparoToBka Ha NouncTBaLMTE cpeacTBa (NpenopbyBa ce):
e [lo6aBete 60 mL Endozime® AW Plus kbm 3.8 L Boga (paspexaaHe B cboTHoLLeHne 1:64).
WUHCTpYKUMM 32 pBYHO NoYnucTBaHe:

. I'Ipe/:LBapMTenHo novyncrteTe UHCTPYMEHTUTE KaTo rM NnocTaBuTe NoA Tedalwla Boda U
TbpKaTe C MeKa 4YeTka 3a OTCTpaHsiBaHe Ha ronemuTe oTnagbuu. M3nnakHeTe n prKaVITe
BCEKM UHCTPYMEHT 3a NoHe eHa MUHyTa.

®  /13MuiiTe MHCTPYMEHTUTE BbB BaHa C EH3WMHUS Pa3TBOP B NPOABITKEHNE Ha 5 MUHYTUW; Npu
HeoBX0ANMOCT, BbpTeTe W [ABUXKETE MHCTPYMeHTa 6bp30 BLbB BaHaTa, 3a fa Ce u3Mue
nobpe. Ako TpsiGBa, 13nonseanTe ronsiMa CNpUHLIOBKa UNu Myrncupatla BogHa cTpys, 3a Aa
NpoMMeTE HAaMbIHO KaHaNMWUTE U flyMeHUTe C pasTBopa.

. MBT'praIZTe WHCTPYMEHTUTE C MeKa YeTKa, OoKaTO ca NoTOoNeHW B NoYnucTBaLlms npenapar.

® li3nnakHeTe ycTpoicTBaTa C NpeYyncTeHa Boaa Npu CTaiiHa TemnepaTtypa B NpoAbikeHne
Ha 5 MUHYTH.

e Banara 3a nnakHeHe Tpﬂ6Ba Aa Cce CMeHA crnef BCAKO YNCTEeHe.

. I'Iop,cymeTe 4Ype3 NoTyneBaHe C MeKa, Yucta Kbpna 6e3 BnakHa.

. CJ'IG,CI noacywasaHe, npoBepeTe MHCTPYMEeHTUTe Oann 3a HanbiHO YUCTU OT BCAKaKBU
oTnagbuun. Axo e HeOGXOﬂMMO, noBTOpEeTe NOYNCTBAHETO Ha pbKa.

NopapbxkKa U peMOHT

2 Prolystica ™ Ultra Concentrate Neutral Detergent, Tbproscka mapka Ha Steris Corporation e
13nonasaHa 3a BanuaupaHe Ha NoYnCTBaHeTo.
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lMpedynpexdeHue: Ynompebama Ha P uHcmpy MOXKe 0a yeenu4u pucka
om mpaema Ha mb ¢ekyuss u npoow. Ha o
npouedypu.
lpedynpexdeHue: He ce
DePuy Synthes.

AKo e HeO0BX0AMM PEMOHT UMK NOAAPBXKKA, BbPHETE MHCTPYMEHTA B KyTusiTa Ha DePuy Synthes
N B Opyra 3gpaBa KyTWsi C Noaxofsill OnakoBka, 3a fa He ce nospeau. Msnpatete
nakeTUpaHUs MHCTPYMEHT Ha afpec:

DePuy Synthes Spine
325 Paramount Drive
Bedford, MA 02767
DePuy Synthes Spine Technical Services

da no
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Benexka: BbpHaTUTe MHCTPYMeHTU TpsibBa a UMaT Aeknapaums yaocToBepsBalla, Ye Bcekn
VHCTPYMEHT € LLiaTesIHO NOYNCTeH W Ae3nHdekumupaH. AKo He M3npaTuTe AokasaTencrsa 3a
NoYNUCTBaHe U Ae3nHMEKLMS, LLie MaTUTe Takca 3a NMoYUCTBaHe M PEMOHTa Ha MHCTPYMEHTa Lie
ce 3abaBu.

WHcnekuusa v nposepka Ha HUMOHANHOCTTA

Bcuukn  uHcTpymeHTW: Ornepaite 3a noBpeau W U3HOCBaHe. KoraTo WMHCTpyMeHTUTe
B3aMMOJeCTBaT C Apyri yCTPOMCTBA, NpoBepeTe Janu HsiMa nospeaun TaM KbAeTo ce Jonupar.
lMpoBepete Aanv MMa HapylleHW HACTPOWKW, OCEHbLM, OrbHATW WU CHYNEeHW BpbXYEeTa.
MpoBepete paboTHUTE 4yacTu, 3a Aa ce yBepuUTe, Ye BCEKU WHCTPYMEHT (YHKLMOHMpa
npaBunHo. OTCTpaHeTe ouBeTeHuTe, 0683LlBeTeHVITe, nnu noBpeaeHnTe UHCTPYMEHTU.

OnakoBka

WHCTpyMeHTUTE MoraT fja ce NOCTaBAT B TaBu 3a UHCTPYMeHTU Ha DePuy Synthes unu B TaBu
¢ 06wWo npegHasHayeHne. O6BuMItTe TaBUTEe MO MOAXOASILL, HAYMH C He MoBeye OT [Ba Crlos
cTepunusalla obsvBka, ofobpenn ot FDA 3a npea-BakyyMHO CTEpPUIIU3aHE C napa.

Crepunusupaxe:
Ako He ca uspuyHo o3HaveHn CTPUIHU vnn ako ca o3Havenn HECTEPWUIIN, komnoHeHTUTe
Ce AOCTaBAT HECTEPUIHW 1 TpsiGBa Aa Ce MOYNUCTSAT U CTEPUIU3MPAT Npeau onepaums.

BHumaHue: DePuy Synthes He np pBY8a UHCMpPY 0Oa ce cmepunu3supam ¢

Flash, EtO wunu xumu a ) 3ayusi. Kozamo cmepunu3zupame MHo20
uHcmpymeHmu € eOuH aemoknaeeH UuKbJ, npoeepeme OGanu MaKCcuManHomo
Jo Ha ) 3amopa He iy dony paHuy, 3a pa ce

nocTurHe HMBO Ha ctepunHocTt SAL 10-6, DePuy Synthes npenoptusa cnegHvTe napameTpu:

Tun paBuTaums Mpean Bakyym
cTepunusatop

MuHumanHa 132°C 132°C 135°C
Temnepartypa (270°F) (270°F) (275°F)
W3narane* 15 muH. 4 MUH. 3 MUH.
MNocaywaeaxe 20 MuHYTM

* DePuy Synthes Spine nomebpxdasa 20pHUME YUKNU Ha
cmepunusauyusi U CbxpaHsiea OaHHUme 6be halina.
BanudupaHume napamempu 3a cmepunu3sayus omaoeapsim
Ha MuHUManHume usuckeaHusi rno ISO 17665-1. [Adpyeu
UuKnu Ha cmepunusayus cbwjo Mmoz2am Oa 6wvdam
Modxodsuu; 8bNpexKu mosa, Ha nuya unu 6oIHULY, KOUMO
He u3nonssam npenopbyaHus Memod, ce npenopbysa 0a
eanudupam  8Ceku anmepHamueeH  Memod,  Kamo
u3snonssam nodxodsuu nabopamopHU MEexXHUKU.

DePuy Synthes Spine npenopwvusa cnegHoto ANSI/AAMI ST79, [MbnHO pbKko8oOCMEO 3a
cmepunu3ayusi ¢ napa U ocuzypseaHe Ha CMepurHocm & 30pasHu yypexOeHusi, KOeTo
BKMto4Ba: dJVIBMHeCKO HaﬁJ‘IIOFLeHMe Ha uuKbna, BKMto4YBaHe Ha XMMWUYECKU UHOUKAToOp B unin
M3BBbH ONakoBkaTa W CriegeHe Ha BCEKu ToBap C 6uonornyeH nHanKaTop wvnn NHTerpupaty
nHavkaTop knac 5.

CbxpaHeHue

CnuHannuTe nHctpymeHTn DePuy Synthes TpsibBa aa ca HambnHO Cyxu Npeamn CbXpaHeHue U
TpsibBa Aa ce GopaBu BHUMATENHO C TSAX, 3a Aa ce NpeJoTBpaTh noepeaa. [la ce cbxpaHsiBaT B
orpezerieHn TaBu 1 B 30HW 3aLLMTEHM OT Mpax, HACEKOMU, XMMUYECKN U3NapEeHUsi N EKCTPEMHU
NPOMeHM B TemriepaTypaTta 1 BRiaxHOCTTa.

OBO3HAYEHUA HA ETUKETA
CUMBON | 3HAYEHUE

B(“nly BHumanue: deaepanHoTo 3akoHo4aTeNCTBO
(Ha CALLl) orpaHuyaBa npogaxbara Ha ToBa
YCTPOWCTBO Camo OT fiekap unu no
HapexgaHe Ha nekap.

PedepeHTeH Homep

MapTtaa Homep

Matepuan

Konuyecteo

HectepuneH

He n3nonasaiite, ako onakoekaTta e
noepegeHa

Mpernepaiite MHCTPyKUMMTE 3a ynotpeba

A BHuMaHve

Pa3npocTpaHeH oT

| MpoussoauTen

CE Mapka

2797

YnbnHoMolueH npeactasuten B EC

OBCNYXBAHE HA KNNUEHTU

38a ponbnHuTenHa MHGOpMaumMs 3a MexauHHaTa cnuHanHa cuctema DePuy Synthes unu 3a
Konve Ha PbKOBOACTBOTO 3a XMpyprdHa TexHuka Ha DePuy Synthes, mons cBbpxeTe ce ¢
DePuy Synthes Spine unu mecTtHusi aucTpubytop Ha DePuy Synthes Spine.
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