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BaxkHa nHpopmauymsa

To3n BaxeH HOOKYMEeHT C MH¢OpMaLLMﬂ Tpa6Ba Aa Ceé K13noJji3Ba BbB BpPb3Ka CbC
CbOTBETHUTE MHCTPYKUNW 3a ynorpe6a Ha NpoAdyKTa, KoraTto e nNpunoxmnmo.

OCHOBHU MHCTPYKL Y 3a ynoTpe6aTa Ha UMNNaHTUTE U
MHcTpymeHTUTe Synthes

OnucaHne Ha NpoAyKTa

XVpyprtuHuTe UMMAHT VM MHCTPYMEHTW npefnaraT peleHra 3a OpToneauuHu
XVIPYPIUYHY ONepaLmnmn Ha YoBellkaTa MyCKY/IHO-CKefleTHa cucTema. Te MrpaaT u obuia
noaAbpKallia Pona Npu NeyeHneTo, 3apacTBaHeTo Ha GPaKTYPU U PEKOHCTPYKTMBHATA
XVpyprvia (0CTeoCHHTE3a 1 KOPEeKLMM Ha AereHepaTvBHY 3abonAasaHma). Bbnpeku ToBa,
MMMAAHTHTE He Ca NOAXOAALM 33 MOCTOAHHA 3aMAHa Ha HOPMasTHW TeNeCH CTPYKTYpu
WM NOeMaHe Ha TeXeCTTa Ha TANOTO (BVKTE CreUMdUUHITE 33 NPOAYKTa UHCTPYKLMW).

Bax<Hu cbob6pakeHusa
VmaiiTe npefsna cnefHyTe TOUKK, KOraTo eKkyBaTe TpaBMaTUUHN U/Vnv JereHepaTuBHu
CKeNeTHY NPOMEH:

1. Mop6op Ha umnnaHT/cucTema. BaxxHo e aa ce nogbepe noaxoaawo vsgenue. Mpn
VMMNNaHTWTe Ce yBepeTe, Ye v3bupate NPOAYKT C NOAXOAAWa ronemviHa U ¢popma 3a
npenHasHayeHneTo.

MHbeKkumAaTa MoXe [a OKaxe BAVAHWE BbpXy pesynTaTa OT onepauuATta. BaxHo e
epeKTVBHO fla ce KOHTPONMpPa MHEKLMATa 1 Aa Ce ONpPeAent MOAXOAALUMAT MOMEHT 3a
npolenypara no UMNAaHT1paHe.

XapaKTepucTVKMTE Ha YOBEWKWTe KOCTWM M MEeKW TbKaHW HajaraT orpaHuuyeHus no
OTHOLLEHVEe Ha pa3Mepa M M3APBXAMBOCTTA Ha UMNIAHTKTe. OT HUKOW NPOAYKT, KOMTO
noema YacTUUYHO WK He MOema TeXeCTTa, He MOXKe [a Ce OYaKBa Aa V3ObPXM LANOTO
Terno Ha TAnoTo, 6e3 onopa. MNauneHTsT TpAtBa Aa OrpaHMum dranyeckaTa c akTUBHOCT,
KOATO 61 MPUUMHMNA HaTOBapBaHe BbpXy MMMMaHTa vy 61 AoBena [0 [BUXeHVe Ha
MACTOTO Ha paKTypaTa v Mo TO3W HauuH 61 3abasuna 3apacTeaHeTo. CnefoBaTesHoO
naumeHTbT TPAGBa Aa Obae MHGOPMUPaH.

2. ®akTopwu, cBbp3aHu c naymeHTa. Cepyia oT akTopu, CBbP3aHK C NaumeHTa, Mmorat
[1a VIMaT CUITHO BNUAHME BBPXY YCNexa Ha XMpypriuyHaTa Hameca:

a Terno. MNauveHT ¢ HafHOPMEHO TerNo UK CbC 3aTIbCTABAHE MOXKE TOIKOBA MHOTO Aa
HaToBapW NPOAYKTa, Ye Toi Aa ce NoBpean, AOPV a Ornopoun edekTta oT XMpypruyHaTa
Hameca.

6 Mpodecra 1N akTUBHOCT. MpodecroHanHnTe [eliHOCTM Cb3faBaT PUCK, KoraTo
BBHLIHWM CUAW U3n1araT TAZI0TO Ha CblieCTBEHM GU3MUeCK HaToBapBaHWA. ToBa MOXe [1a
foBefie O NoBpeda Ha NPoAyKTa W AOPW [0 OMopoyaBaHe Ha MOCTUrHaToTO Npu
XVpypruyHaTa Hameca.

B CEHVNHOCT, NCUXMYHO 3ab60NABaHE WM anKOXONM3bM. Te3n CbCTOAHMA MoraT [a
HakapaT naumeHTa fa npeHebpersa onpefeneHn HeEOOXOAUMM OrpaHUUeHusa |
npezanasHu Mepku, KoeTo Aa joBefe A0 NoBpea Ha NPOAYKTa UK APYT YCIOKHEHNA.
r Onpepnenexy [ereHepaTviBHM 3abonABaHMA W MyleHe. B HAkoW cnydyan AafeHo
[lereHepaTvBHO 3abonABaHe MOXe [a e TOMKOBa HampefHano KbM MOMEHTa Ha
VMMNAHTVPaHe, Ye MOXe CbUeCTBEHO Aa Hamanu OYaKBaHWA MONE3eH XWBOT Ha
VIMMNaHTa. B nofgo6HM ciyyan NpoayKTUTe Cy»KaT Camo KaTo CPeCTBO 3a 3abaBaAHe 1im
BpeMeHHO obnekyaBaHe Ha 3abonABaHeTo.

A UyBCTBUTENHOCT KbM UyKaW Tena. Korato MMa CbMHEHMA 3a CBPBXUYBCTBUTENHOCT
KbM [afieH maTepuan, Tpabsa Aa ce npeanpvemaTt NOAXOAALUM M3CneABaHUA npean
136vpaHe VM UMNNAHTMPaHe Ha MaTepuana.

3. MpaBunHa pa6ora. lpasunHata pabota C WUMANAHTUTE W WHCTPYMEHTWUTE e
M3KNIOYMTENHO BaxHa. AKO popMaTa Ha MMMNaHTa TpAOBa fja ce NPOMEeHW, U3AeNVETO He
TpAbBa Aa Cce OrbBa PA3KO, Aa Ce OrbBa Hasaf, Aa ce NPopA3Ba WM HaJpacksa. Taknga
MaHUMyNaumum, B JOMbJHEHVE KbM BCUUKM APYTY HEMPaBUAHM HauvHK Ha paboTa vnu
ynotpeba, MoraT fia AoBeAaT o fedeKkTn Mo MOBbPXHOCTTa M/UnK Aa KOHLEHTpupat
HaTWCK B CbpLEBMHATa Ha MMMNaHTa. ToBa, Ha CBOW pef, MOXe B KpaiHa CMeTKa Aa
NpVYVHL NoBpeaa Ha NpoayKTa.

4. CneponepaTMBHAaTa rpmXa e OT OCHOBHO 3HaueHme. [lauveHTute Tpsabea aa
6baat  MHGOPMMPAHM 33  OrpaHMYeHWsTa Ha HATOBApPBAHETO Ha  UMMIAHTa,
CnefonepaTviBHOTO UM NOBELEeHVE 1 YBENNUABALLOTO Ce M3MUeCKO HaToBapBaHe. AKO
TOBa He Ce Hanpasu, MOXe fa ce CTUrHe A0 JIOWO MOAPaBHABaHe, 3a06aBeHO KOCTHO
3apacTBaHe, NoBpeaa Ha MMNaHTa, Hdekunm, TPoMooGnebunT n/unm paHesm xemaTomu.

5. OTCTpaHsABaHEe Ha OCTEOCUHTETUYHUSA MPOAYKT. Bbrpeky ue nexkapsaT s3ema
OKOHUATENIHOTO pelUeHue 3a TOBa KOra Aa OTCTPAHI UMMSIAHTa, NPENOPbUNTESNHO € — aKo
€ Bb3MOXHO ¥ NOAXOAALIO 3@ KOHKPETHWA MaLyeHT — NPOAyKTUTE 3a ¢puKcauua aa ce
OTCTPaHABAT C/Iefl 3aBbPLIBAHETO Ha NPOLIECa Ha 3apacTaaHe. ToBa ce OTHaCA 0CO6eHO
33 MN1aAV W aKTVIBHM NaLMEHT.

6. CbBMecTUMOCT. Synthes rapaHTVpa CbBMECTUMOCTTa Ha PasfnyHUTE CU OPUrUHANHI
VMIANAHTA WM VHCTPYMEHTU Croper NpeaHasHaueHreTo um. Tpabsa fa ce crnassat
cneunduuHMTe 3a NMPOAYKTa MHCTPYKUMM 3a ynoTpeba, onucaHn ot Synthes. Ako He e
YMNOMEHaTO APYro, He Ce MPenopbyBa Aa Ce CMeCBaT NPOoAYKTITe Ha Synthes ¢ Te3n Ha Apyr
NPOM3BOAWTENV, T4 KAaTO AM3aMHBT, MaTepUaniTe, MexaHnkata 1 KOHCTPYKUMUTE He ca
XapMOHW3VPaHu. Synthes He Moema OTFOBOPHOCT 3a YCNIOKHEHWA, Bb3HUKHANM nopaan
CMeCBaHe Ha KOMMOHEHTU VNV Nopazy V3Mon3eaHe Ha U3fenvia oT ApYr1 NPOU3BOAUTENN.

AKO He ce CMOMeHaBa [pyro, He e MPenopbuMTeNHO Aa Ce CMecBaT VIMMNaHTX OT
pasnuuHn MeTanu. CMecBaHeTo Ha MeTanu Moxe fa AoBefe A0 ralBaHWuYHa KOpo3na 1
ocBobox/aBaHe Ha MOHW. ToBa MOXe fla NMPUUMHY Bb3NanuTeneH oTroBop, PeakLmy Ha
YyBCTBUTENIHOCT KbM METaUTe U/MAn AbArOCPOYHU BPEAHW CUCTeMHU edpekTn. OcseH
TOBa KOPO3VIOHHMAT MPOLIEC MOXE [ia HaMan MexaH1uHaTa U3AbPKAMBOCT Ha MMMaHTa.
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7. Undopmauna n KBanndmkauma. 34pasHrTe Creumanucti Tpaosa ga 6baar
NOAPOOHO MHPOPMMPaHM 33 MpefHasHa4YeHVeTo Ha MNPOAYKTUTE W NPUIOKMMKTE
XUPYPrUUHM TEXHUKI U TPAGBA Aa Ca KBandMLUMPaHM Ype3 CbOTBETHOTO 00yUeH/e.

8. MoTeHUManHM HeXenaHW CbOUTUA, HeXKeNaHU CTPaHNYHN edeKkTU un

OCTaTbYHU pUCKOBe

- lMoBpena Ha vMNNaHTa BCNEACTBME HAa M300P Ha HEMOAXOAAL, WUMMNAHT W/unv
npeToBapBaHe Ha OCTeOCMHTE3aTa

- VHbekuma

— YBpexzaHe Ha MeKaTa TbKaH

— AnepruuHm peakLmm oT HECbBMECTUMOCT Ha MaTepuanmTe

— 3abaBeHo 3apacTBaHe OT CbAOBM HapyLeHns

- borika, NprumHeHa oT MnaHTa

CbOTBETHUTE MHCTPYKUMM 3@ yNoTpeba onmceaT nogpobHO NOTEHUMANTHATE HEXEeNaHW

CHOUTUSA, HEXENAHWTE CTPAHNYHM €PEKTH 1 OCTATbUHW PUCKOBE, KO Ca NPUNOKMMU.

9. AMP - ippeHo-MarHnTeH pe3soHaHC

Korato pageHo v3genve e oueHeHo 3a ynotpeba 8 MP cpepa, nHdopmauwmaTta 3a AMP
MOe [ia Ce Hamepy B UHCTPYKLMUTe 3a ynoTpeba Ha www.depuysynthes.com/ifu and/nnu
www.e-ifu.com.

MpoaykTn 3a eHOKpaTHa ynoTpe6a

MpomyKTW, NpeaHas3HauyeHn 3a efgHoKpaTHa ynoTpeba, He TpAbGBa fa ce M3non3eat
NOBTOPHO (BVXTe CeLMGUUHITE 33 NPOAYKTa MHCTPYKLMM 1 "OBACHEHE Ha C1MBONNUTE”).
[MOBTOPHOTO M3MON3BaHe WM KAUHWYHATa NOBTOPHa 0bpaboTka MoraT fa Hapylat
CTPYKTypHaTa UANoCT Ha U3AeNVeTo 1/vni Aa AoBeAaT A0 NOBPEXAAHETO My. TOBa MOXe
na [osefle O HapaHABaHe, 3abonABaHe wnW O CMBPT Ha nauymeHta. OcBeH ToBa
noBTOpHaTa ynotpeba unu 0b6paboTka Ha M3[4enus, KOMTO Ca npefHasHayeHu 3a
e[HOKpaTHa ynoTpeba, MOXe fja Cb3Aazie PUCK OT 3aMbpCABAHE, HaNpUMep BCeACTBIE
Ha npeHacAHe Ha MHdEKLMO3eH MaTepuran OT eavH NauneHT Ha Apyr. Tosa bu mMorno Aa
[OBefe 1O HapaHABaHe 1NV CMbPT Ha NalWeHTa iy notpebutens.

He obpaboTsaiiTe NOBTOPHO 3aMbpPCEHW UMMAAHTV W MHCTPYMEHTW 3a efHOKpaTHa
ynotpe6a. VIMnnaHTu 1 MHCTPYMEHTK 3a efHOKpaTHa ynoTpeba Ha Synthes, Konto ca
3aMbPCEHN C KPbBB, ThKaH /WK TeNecHN TeUHOCT/MATePUK, HIKOra He TpAbBa Aa ce
13M0N3BaT NOBTOPHO M C TAX TPAGBa Aa ce 60PaBM CbIMACHO C BOMHUYHMA NPOTOKON.
Bbnpekn ye 13nonsBaHUTe MU 3aMbPCEHNTE UMMNAHTU U MHCTPYMEHTU 3a eHOKpaTHa
ynotpeba moxe Aa M3rnexaar HenospefeHu, Te MoOXe fAa MMmaT Manku gedektu
1 BBTPELWHIN HaNPEXeHNS, KOUTO MOXeE a NPUUMHAT yMOopa Ha MaTepuana.

CTepuaHn NpoAyKTH

MpoAyKTH, [OCTaBAHM B CTEPUIHO CbCTOAHWME, Ca 0603HaueHn cbe "STERILE” (CrepunHo)
(BuxTE "ObACHEHWE Ha cumBonwTe”). M3BaxAaiTe NpoAyKTUTE OT OMakoBKaTa Mo
acenTuueH HauuH. [poM3BOAMTENAT HE MOXeE Aa rapaHTMpa CTEPUIHOCT, ako nnombata
Ha OnakoBKaTa e cyyneHa, NoBpeAeHa WiKn ako OrnakoBKaTa e OTBOPEeHa HenpaBuiHo, 1
He noema OTrOBOPHOCT B NOAOOHM Ciyyau.

Hectepunuu npoayktn

MpoayKTnTe Ha Synthes, [OCTaBAHM B HECTEPUIIHO CbCTOAHKE, TPAOBA Aa Ce MouncTeat
1 CTEPUAV3MPAT C Napa NPeAn XMpypriiHa ynotpeba. lNpean NouncTsaHe, oTCTpaHeTe 1
13XBbPIETE BCUYKM OPUTMHASHK OMakoBbYHM MaTepuany 3a eAHOKpaTHa ynotpeba
(Hanp. CYAVKOHOBW FyMeHM NpeAnasuTeny, NPeanasuTenn Ha BbpxoBeTe, 3alluTHU
Kanaukw, 6nucTepy, NakeTy, MIMKOBE, ONAKOBbYHA MAHA, KAPTOH W T.H.). MouncTeanTe
npoayKTVTe NpeAn NbpBaTa v NPy BCAKa Cnefsallia ynotpeda, KakTo U npeam BpbliaHeTo
3a noaApbKka M nonpaska. [lpean napHa cTepwnusauva nocTaBeTe MPOAyKTa B
ofobpeHa 06BMBKa VN KOHTEHEP 3a CTepunmn3mpaHe.

[TbpBaTa 1 Hali-BaxHaTa CTbIKa NpU NOBTOPHaTa 06paboTKa Ha BCUYKM UHCTPYMEHTM 3a
MHOroKpaTHa ynoTpeba e WaTenHoTO (PbYHO 1/M MEXaHUYHO) MOYNCTBAHE V1 M3NNaKkBaHe.
LLlatenHoTo NouncTBaHe e KoMnaeKceH NPOLEC, YMITO YCnex 3aBMUCh OT MHOTO B3aMHO
CBbp3aHK dakTopy: KauecTBo Ha BOAATa, KOMMUECTBO W BUA Ha MOUMCTBALUMA Npenapar,
METOZ Ha NouMcTBaHe (PbYHO, yNTPas3ByKoBa 6aHA, yCTPOMCTBO 3a U3MMBaHE/Ae3UHPEKLMA),
LjaTeNHo M3MnakeaHe W MOACYLaBaHe, MPaBWIHa MOATOTOBKa Ha MPOAYKTa, Bpewme,
Temneparypa v CTapaHue Ha N1LEeTO, OTrOBapALLO 33 NOYUCTBAHETO.

OcTaTbyHa OpraHyyHa Matepua U/vnv ronam 6poi MUKPOOPraHWU3MK MoraT fla HamanaT
edpeKTMBHOCTTa Ha NpoLeca Ha CTepuim3saLya.

HamupaHe Ha MHCTPYMeHTa Unu Ha pparmeHTN OT UHCTPYMEHTH
MHcTpymeHTUTE Ha Synthes ca npoekTupaHu W npowvssefeHn Aa GyHKUMOHMPAT
6e30MacHo B pamKuTe Ha NpefHa3HauyeHneTo cu.

Bbnpekn TOBa, ako fafeH MeTaneH MHCTPYMEHT (Hanp. OT CTOMaHa, anyMUHWIA, TUTaH 1
HeroBa CM/ias W T.H.) Ce CUynu No Bpeme Ha ynoTtpeba, HaMMpaHEeTO Ha dparmeHTHTe 1/
NN KOMNOHEHTUTE Ha MHCTPYMeHTa MOXe Aa ce NOANOMOrHe OT MeAVLMHCKM anapar 3a
0bpa3sHv n3cneasaHna (Hanp. KT, peHTreHoBM anapatvi U TH.).

N3xBbpAsiHe Ha MeANLMHCKA n3aenns
AKO He e yrnomeHato Apyro, vsgenviara Tpabsa fa ce M3XBbPAAT KaTo MEAULIMHCKO
13[€71e CbIACHO NPOLEAYPHTE Ha 3aBEAEHNETO.

Cepuno3eH NHUNAEHT

Bceku ceproseH MHUMAEHT, Bb3HMKHAN BbB BPb3Ka C U3Aen1eTo, Tpabea aa ce cbobum
Ha MPOW3BOAWTENA M Ha KOMMETEHTHUTE OpraHu B AbpKaBaTa-ufieHKa, KbeTo ca
YCTaHOBEHW NOTPEOUTENAT U/MNN NALMEHTBT.
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MoBTOpHO 06paboTBaHe Ha N3A4eNnA 3a MHOroKpaTHa ynortpe6a
Ha Synthes - UHCTPYMeHTK, Ta6nM 1 KyTUM 32 UHCTPYMEHTI

Te3w NpenopbKy ca 3a 06paboTBaHe Ha MU3aenusa 3a MHOroKpaTHa ynotpeba Ha Synthes.
V3penunaTta 3a MHOrOKpaTHa ynotpeba Ha Synthes BkNlouBaT ONpeAeneHn Xupypriyxu
WHCTPYMEHTY, Tabnn 1 KyTun 3a UHCTPymeHTW. [pefocTaBeHaTa UHGOpMaUmnsa He ce
OTHacA 3a MMNNaHTK Ha Synthes. Te3n npenopbku TpAGBa Aa Ce CNeABaT, OCBEH ako He e
MOCOUEHO APYTO B IMCTOBKMUTE Ha CreLnGUUHITE NPOSYKTH.

BHumaHune

Bcvukm n3penwia TpabBsa Aa ce NoYMCTBAT WaTeNHO v ja Ce NPOBEPABAT Npeav CTepunmsvipare. Ibarute, TeCHU TyMeHU, FyxuTe OTBOPH,
MOABVIKHUTE W CIIOKHUTE YaCTW MMAT Hy/a OT 0COOEHO BHUMaHVe Mo Bpeme Ha NoYMCTBaHE 1 NPOBEePKa. 3a MOUYNCTBAHETO U3MNon3BaiiTe
CaMO NOYMCTBALLM NPEnapaTk, Ha YMIATO ETUKET e MOCOUEHO, Ye Ca 3a MeAVNLMHCKY U3AeNNA, 1 CNa3BaiTe MHCTPYKUMIUTE Ha NPOU3BOAUTENA
(Hanp. TemnepaTtypa, Bpeme 3a KOHTAKT 1 Bpeme 3a U3MniakBaHe). [penopbyusat ce MoYMCTBALLM NPenapaTy C pH Ha pa3TBopa B AvanasoHa
7 = 9,5. CunHo ankanHuTe ycnoswua (pH >11) MoraT Aa fJOBeAaT O NOBPeAa B KOMMOHEHTUTe/M3AennaATa, KaTo Hanpumep anyMuHeBw
maTepvanu. He u3nonseaite GU3MONOrMyeH pasTBOp, AE3VHGEKTAHTM 3a OKOMHa cpefa (BKIIOUMTENHO XNOPHW Pa3TBOPW) WK
XVPYPIUYHM QHTUCENTULUM (KaTO MPOAYKTH, ChbAbPKaLM MO VAW XIOPXEKCUAMH). He U3non3BaiiTe MOMOLY NP NOUYMCTBAHE, KOATO MOXKeE
[la NoBpeau NOBbPXHOCTTA Ha MHCTPYMEHTUTE, KaTo CTOMaHeHa Bb/iHa, abpa3nBHM NOYMCTBALYM NPenapaTn unu TeneHa yeTka.
MocTasainTe n3penuaTa Ha Synthes B ynTpa3syKkoBa 6aHa camo 3aefiHO C MPOAYKTM C NOAOGEH MeTaneH CbCTas.

3aMbPCEHN UK M3MON3BaHN M3aenua Ha Synthes He TpAGBa fja Ce 3apeXAaT B KYTUA 3a NOYMCTBAHE B MEXaHWYeH yollep. 3aMbpceHunTe
m3nenva Ha Synthes TpabBa Aa ce obpabotsaT oTAenHO OT Tabnute u KyTumTe. KyTumte Ha Synthes ca npensuaeHn Aa 6vaat
OpraHu3auvoHeH MHCTPYMEHT 3a NpoLieca Ha napHa CTepunmn3auma, MHCTPYMEHT 3a CbXPaHEeHWe 3a BCUUKM MeAMUMHCKA U3Aenva 1
OpraHM3aUMoHeH NHCTPYMEHT 3a XMPYPrMYHI HaMecu.

MapameTpwuTe 3a CTepuM3aLma ca BaNMaHM Camo 3a M3AeNus, KOMTO Ca afjeKBAaTHO MOUNCTEHMN.

1136poeHunTe napameTpy ca BanuaH1 CaMo 3a NPaBWIHO MHCTANMPAaHO, MOAABbPKAHO, KanMOpKPaHO 1 CbOTBETCTBALLO Ha CTaHAApTUTE
ISO 15883 11 1SO 17665 060pyABaHe 3a NOBTOPHa 06paboTKa.

PBbKOXBATKMTE M NPUCTABKMTE Ha €NeKTPUUYECKIUTE MHCTPYMEHTU He TPADBa [la Ce NOTanAT BbB BOAA UV NOYMCTBALLY Pa3TBOP 33 KNMHUYHO
obpaboTaHe. He nouucTBaiTe enekTpuuecko obopyaBaHe C ynTpasByk. BukTe cneumduyHata 3a npogykTa nwTepatypa 3a
eNeKTpUUeCKnTE MHCTPYMEHTH.

XUPYPrvyH1Te NaumMeHTn, MAeHTUGULMPAHN KaTo PUCKOBM NO OTHOLWeHKWe Ha 6onecTTa Ha Kpoiudena-Aikob (CJD) n cBbp3aHu ¢ Hed
nHdekumm, TpABBa fia ce nekyBaT C MHCTPYMEHTHM 3a eAHOKpaTHa ynoTpeba. Cnea xMpypriuyHa Hameca 13xBbpnanTe MHCTPYMEHTUTE,
M3MON3BaHW VAV 33 KOMTO MMa CbMHEHVe, Ye ca 13non3sanu npu nauveHT ¢ CJD, u/vnv cnefBaiTe akTyanHuTe HaLVoHanHM NPenopPbKi.
3a fjonbaHUTENHa MHGOPMaLMA HanpaBeTe CNpaBka C HaUMoHanH1Te pasnopendu 1 Npaswmna. M3nckea ce v CbOTBETCTBME C BBTPELUHUTE
6ONHUYHM NOAUTHKM 1 NPOLIeyPU, KaKTO 1 C TPENOPbKMTE Ha NPOU3BOAUTENMTE Ha MOYMCTBALLM NPenapaTy 1 BCAKAKBO 000pyaBaHe 3a
KIMHWYHO 06paboTBaHe.

OrpaHny4eHunA 3a NOBTOPHO
o6pab6oTBaHe

LInknuTe Ha noBTOPHa 06paboTKa, KaKTO Ca ONUCaHN B Te3U MHCTPYKLMM, MMAT MUHUMANHU eeKTH BbPXY XUPYPruyecKuTe MHCTPYMEHTM
Ha Synthes.

KpaaT Ha 1BOTa Ha AafleHO U3AeNve HOPMAHO Ce OMPeAENA OT M3HOCBAHETO U MOBPEXAAHETO NO BPeMe Ha ynoTpeba. MpusHauuTe Ha
noBpexjaHe 1 13HOCBaHe Ha [aAeHO M3[enne MoraT fia BK/IOUBAT, HO He Ce OorpaHnyaBar o Kopo3ua (Hanp. pbx/aa, obpasyBaHe Ha
AYNKK), NPOMAHA B LiBETa, NPEKOMEPHO HaAPaCKBaHe, JIIOLLEHE, M3HOCBAHE 1 HanWuMe Ha NMyKHaTUHW. HempaBunHo ¢yHKUMOHMpaLymTe
YCTPOICTBA, yCTPOWCTBATA C Hepa3no3HaBaemMa MapKMPOBKa, NIMMNCBALLM UK NPeMaxHaTh (3aM4YeHn) HOMepa Ha YacTuTe, MOBPeAEeHM 1
NPeKOMEPHO N3HOCEHM YCTPOCTBA He TPADBA Aa ce U3non3gar.

MoBeye NOAPOBHOCTM 3a MOKa3aTeNNTe 3a KPas Ha KMBOT MOTaT Aa Ce HaMepAT NP BalumA THProBCKM NPeAcTaBUTeN UK fia CE U3TErIAT
oT yebcaiita www.depuysynthes.com/ifu u/vnm www.e-ifu.com.

VIHCTpYMEHTUTE MOXe fla M3KCKBAT TecTBaHe npean CTepunmsvpaHe C Len Aa ce oCurypu NpasunHo GyHKUMoHMpaHe. MeToabT 3a
GYHKUMOHANHOTO TeCTBaHe, KOrato € MPUIOKMMO 33 WHCTPYMEHTA, € NPeAoCTaBeH B CreunduyHuTe 3a NPOAYKTa MHCTPYKUMM 3a
ynoTpe6a 11 B JOKyMeHTa 3a QyHKLMOHaNeH KOHTPON Ha agpec www.depuysynthes.com/ifu u/vnn www.e-ifu.com.

F'puKa Ha MACTOTO Ha leyeHne

M3TpurBaiite KpbBTa /MK OCTaTbLMTE OT M3LENNETO NO BPEMe Ha LAnaTta XxupypriiHa npoueaypa, 3a a NpefoTBpaTuTe 3aCbxBaHeTO
MM MO NOBBPXHOCTTA.

[MpomyiBaiTe KaHioIMpaHUTe M3AENUA CbC CTEPWNHA MW NPedncTeHa BOAA, 3a Aa NPefoTBPATUTE 3aCHXBAHETO Ha 3aMbpCABAHUATA
/WA OCTaTbUMTe NO BbTPeLIHaTa MOBbPXHOCT.

3ambpceHnTe n3nenva Tpabea Aa GbhaT OTAeNeHN OT He3aMbpCeHuTe MU3Lenns, 3a Aa ce n3berHe KOHTaMMHaLMA Ha NepcoHana wmm
OKOnHaTa cpepa.

M3nenvaTta TpA6Ba la ce NOKPMBAT C Kbpra, HanoeHa CbC CTEPUIHA MW NpeYrcTeHa BOAQ, 3a a Ce NpejoTBPATK 3aCbXBaHETO Ha KPbBTa
n/vnu octatbumTe.

3awmTHa ONakoBKa u
TpaHcnopTupaHe

V3aenvaTa, U3MNoN3BaHN B XMPYPruATa, MOxe fja ce CMATAT 33 OMONOrMYHO OnacHW 1 TpAbBa Aa Ce TpaHCropT1paT B CbOTBETCTBYE
C MeCTHUTe NpaBsWna A0 30HaTa 3a 06paboTKa.

MoaroroBKa 3a nouncreaHe (3a
BCUYKMN METOAMN Ha NOYNCTBaHe)

[penopbunTenHo e n3aenvaTa fa ce 06paboTsaT KONKOTO € NPAKTUUECKHM Bb3MOXKHO NO-CKOPO cief ynoTpeba.

Pa3srnobeTe n3penveTo,ako Moxe Aa ce pasrnobu, npeav nosTopHOTo 0bpaboTaaHe. JombAHUTENHM NOAPOOHN MHCTPYKLMM 3a pa3rnobasaHe
Ha MHCTPYMEHTUTE MoraT fa ce MonyyaT OT MECTHUA TbProBCKW MPeACTaBUTEN Wnu fa ce usTernat or www.depuysynthes.com/ifu
n/vnnm www.e-ifu.com.

OTBOpETE U3AENMATA CbC 3BOHM KONENa, 3aKkNoYBaLLM MexaHu3mmn TMn box lock nnu wapHmupw.

TpAbBa fa ce BHMMaBa Npuv 60paBEHETO 1 MOUMCTBAHETO Ha OCTPY M3aenua. [penopbysa ce Te ja Ce NOUMCTBAT OTAESHO, 33 Aa Ce Hamanu
pyCKa OT HapaHABaHe.

JlymeHwvTe/KaHionuTe Ha v3fenuata Tpabsa fa ce obpaboTBaT pbuHO MPeAn NouncTBaHe. JlymeHuTe/KaHoNKTe TpAbBa NbPBO Aa Ce
MPOUNCTAT OT OCTaTbLW. JlyMeHWTe/KaHionnTe TpAbBa fa Ce NOUNCTAT LWATENHO C YeTKa C MeKM BNakHa C NOAXOAALL Pasmep C BbPTENMBO
LBUXeHVe, YeTKnTe TpAGBa la CbOTBETCTBAT MJIBTHO Ha SlymeHa. Pa3mMepsT Ha YeTkaTta TpA6Ba fa e C NPHONM3NTENHO Chlyna AMaMeTbp
KaTo NymeHa/KaHionaumaTa, KoATo e ce nouncTsa. py 13non3BaHe Ha YeTka, KOATO e NpeKaneHo rofAma vnv NpekaneHo Manka 3a
IVameTbpa Ha NiymeHa/KaHionaumnata, MoxXe fja He ce MouncTy epeKTUBHO MOBBPXHOCTTA Ha AafeH lyMeH/KaHonaumsa.

HakucHeTe n/vnu n3nnakHeTe CUIHO 3aMbPCEHNTE U KaHIONMPaHWTe U3AeNNa Npean NoYnCTaHe, 3a Aa ce 0CBOOOAMN BCAKO 3aCbXHAN0
3aMbpCABaHe WK OCTaTbK. VI3non3gaiTe pasTBop Ha HeyTpaneH WA Mek ankaneH nouncTaaly npenapat. CneggaTe MHCTPYKUMUTE 3a
ynoTpeba Ha NPOU3BOANTENA HA MOUMCTBALLMA Npenapat 3a U3MOo3BaHe Ha MPaBUIIHO BpeMe Ha eKCMo3nLVA, TeMnepaTypa, KauecTso Ha
BOfaTa v KOHLeHTpauwma. M3non3eaiTe CTyaeHa YelMAHa BOAA 3a M3MaKeaHe Ha U3aenuaTa.

M3nenuaTta Ha Synthes TpAbBa fa ce NoYMCTBAT OTAENHO OT TabnuTe C MHCTPYMEHTH Ha Synthes 1 KyTunTe Ha Synthes. Mpu npoueca Ha
MoYMCTBaHe KanauuTe TpAbBa fja Ce CBaNAT OT KyTHWTe, aKo € MPUNOXKMIMO.
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MouncrBaHe - pbueH meToa 1. 3nnakHeTe 3aMbpPCeHOTO M3AeNMe C Teualla CTyAeHa YelMAHa BOAa Hali-Manko 3a ABe MUHYTW. /I13non3saiTe YeTka C MeKM BnakHa, 3a ia

MOAMOMOrHeTe OTCTPAHABAHETO Ha rpy6OTO 3aMbPCABAHE U OCTATbLUMTE.

HakuncHeTe n3genveTo B pa3TBOP Ha HeyTpaneH Wan MeK ankaneH NnoyncTBaly npenapat B NPOAb/IKEHNE Ha MUHUMYM ieCeT MUHYTU.

CnepgaiiTe MHCTPYKUMMTE 3@ ynoTpeba Ha NPON3BOAMTENA Ha NMOUYMCTBALLMA NPenapaT 3a M3Mnon3BaHe Ha NPaBUIHO BpeMe Ha eKCrnosnuwms,

TemnepaTtypa, Ka4ecTBO Ha BofaTa U KOHLEHTpauua.

13nnakHeTe U3AenmeTo CbC CTyAeHa BOAA Hai-Manko 3a fiBe M1HYTW. V3non3Baiite CNprHLOBKA, N1neTa Uy BoAHa CTPYA 3a NpOMMBaHe

Ha NyMEeHWTe, KaHanuTe 1 Apyri TpYAHM 3a 4oCTUraHe obnacTu.

MouncTteTe pbUYHO M3AENMETO Hal-ManKo 3a NeT MUHYTV B MPACHO NPUrOTBEH Pa3TBOP Ha HeyTpaneH VAU MeK ankaneH noyvcTealy

npenapar. M3non3gaiTe yeTka C MeKM BNakHa, 3a Aa OTCTPaHWTE 3aMbPCABAHETO M OCTaTbuuTe. 3afAeNCTBaiTe NOABVKHIUTE CBBP3BAHNA,

OPBKKATE W APYrUTe MOABMMKHM YacTM Ha W3LAENVETO, 33 Aa M3MOXKUTE BCMUKM 30HM Ha [AefiCTBMETO Ha pa3TBOpa Ha MOYMCTBALLMA

npenapart, ako e NPUIoX1MO. MouncTeTe U3AeNMETO Moy BOAA, 33 Aa NPEAOTBPATUTE aePO30NMPAHETO Ha 3amMbpcuTennTe. 3abenexka:

CBEXMAT Pa3TBOP € NPACHO HanpaseH, NOYMCTBALY Pa3TBOP.

V3nnakHeTe 13genmneTo WaTenHo C YelMaAHa Bofa CbC CTaliHa Temnepatypa (< 40 °C) 3a Haii-Manko ABe MHy T, 13non3saiiTe CNpuHLUOBKa,

nMneTa WM BOAHa CTPyA 3a NPOMMBAHE Ha NlyMeHWTe 1 KaHanuTe. 3afe/iCTBaiTe NOABUXHUTE CBbP3BaHWA, APBXKKUTE W Apyrute
MOABVIKHM YaCTW Ha U3AENMeTO, 3a Aa U3NNakHeTe WaTeaHo Nog Tevalla BOAA, ako € NPUNoXKKMO.
. OrnexpaHe Ha nsgenwveto. MNosTopeTe CTbMNKM 2—6, 4OKATO NO U34ENMETO He OCTaHe BUAMMO 3aMbpCABaHE.
Yntpa3ykoe npouec: CTbnku 1-6 OT NpeABapUTENHOTO NOYMCTBAHE Ce M3BBbPLIBAT NPV Tasn CTbrKa.
lMoaroTeeTe HOB Pa3TBOP Ha NOYMCTBALLMA NPenapaT 3a yNTpa3ByKoBaTa BaHa, KaTo M3MNo/3BaTe HeyTpaneH UM Mek ankaneH pa3TeBop Ha
npenapata. CneagaiTe MHCTPYKUMMTE 33 ynoTpeba Ha NPOW3BOAMTENA Ha MOUMCTBALLMA NPenapar 3a M3Mno3BaHe Ha NPaBUIHO Bpeme Ha
eKCnosnLmA, TeMnepaTtypa, KaueCTBO Ha BOAATA U KOHLIeHTpaLMA. 3abenexKa: CBeXMAT pa3TBOpP € NPACHO HanpaseH, NOUYKCTBALL PasTBoOp.
8. MouncreTe n3genneto Ha Synthes C ynTpassyk Hai-Manko 3a 15 MUHYTH, KaTo 13non3eate MHWManHa Yyectota 38 KHz.
9. V13nnakHeTe n3genneTo WatenHo ¢ AeroHmsrpana (DI) nnn npeunctera (PURW) Boaa cbe cTaiiHa Temnepatypa (< 40 °C) 3a Haii-manko ase
MWUHYTW. V3non3gaiiTe CNpUHLOBKa, N1NeTa WM BOAHA CTPyA 3a NPOMMBAHE Ha NyMeHUTe 1 KaHanute. 3afercTBaiiTe MOABVKHUTE
CBbP3BAHWUA, APBKKUTE U 1PYrUTe MOABVKHYM YaCTW Ha M3AeN1eTo, 3a Aa U3NnakHeTe LWaTeHO Noj Tevalla BOAa, ako e MPUIOKMMO.
10. OrnexpaaHe Ha nsgenvieto. MosTopeTe CTbNKK 2—10, LOKATO MO M3AENNETO He OCTaHe BUAKMO 3aMbpCABaHe.
11. V3BbpLueTe NOCNeAHO M3NNakBaHe Ha 13nenveTo, kato nnonssate DI vinu PURW Bofa cbe cTaliHa Temnepatypa (< 40 °C) 3a Hait-Manko
15 cekyHan.

12. MoacylweTe 13aenveTo C NOMOLWTA Ha YMCTa, MeKa Kbpra 3a efHOKpaTHa ynoTpeba 6e3 BnacuHKM UK MeAUUMHCKA KOMMpecupaH
Bb3AyX. YBEPETE Ce, Ye BCUYKM TYMEHU 1 CbUNeHEeHM YaCTu Ca U3CYLIeHN C KOMNPEeCHpaH Bb3ayX.

13. Cnefigalte HacoKMTe B paszena 3a je3nHdeKUMA Ha Te31 BaxXHU MHGOPMALIMOHHM MHCTPYKLMM 38 aBTOMaTUYHA TepMUYHa Ae3nHdeKLMA,
TbIA KaTo pPbuHaTa Ae3vHGeKUMA He e NnpenopbumnTesHa.
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MouncrBaHe - aBTOMaTN3NpaH 1. M3nnakHeTe 3aMbpCeHoTOo U3fenve C Tevalla CTyaeHa YellMAHa BOAA Hal-Manko 3a eaHa MHyTa. OTCTpaHeTe rpy60oTo 3aMbpCABaHe, Kato
meTof Ha Ae3nHpeKyns 113M0n3BaTe YeTka C MeKM BlakHa UM MeKa Kbpna 6e3 BNacuHKK.
2.Tlounctete PbUHO U3AENMETO Ha-MafKo 33 ABE MUHYTW B MPACHO NPUroTBEH Pa3TBOP Ha HeyTpaneH Wian MeK ankaneH nouvcrealy

npenapat. CneaganTe ykasaHuATa Ha MPOWM3BOAMTENA Ha MOYMCTBAWMA MpernapaT 3a W3Mof3BaHe Ha MPaBWIHOTO paspexpaaHe,

TemnepaTtypa, KauecTBO Ha BOfaTa U Bpeme Ha ekCcno3vuma. M3nonsgaiTe yeTka C MekM BNakHa, 3a fja OTCTPaHUTe 3aMbpCABaHETO 1

ocTaTbyMTe. 3aAenCTBanTe NOABMKHITE CBBP3BAHNA, APBKKUTE VI APYrHTE NOABVXKHI YaCTW Ha M3AENMETO, 3a fa U3NOXNUTE BCUYKM 30HM

Ha [eMCTBMETO Ha pa3TBOPAa Ha MOYMCTBALUMA Mpenapart, ako e NpUAoXnmMo. MNouncrterte nsgenveTo nog BoAa, 3a Aa Npeforspatute

Aepo30/IMPAHETO Ha 3ambpcuTenTe, 3abenexKa: CBEXMAT Pa3TBOP e NPACHO HanpaBeH, NOYMCTBaLLY Pa3TBOP.

13nnakHeTe n3genuneTo C yelmMAHa BOAa CbC CTaliHa Temnepatypa (< 40 °C) 3a Hall-Manko eAHa MHyTa. V3non3BaiiTe CnpuHUoBKa, n1neTa

WAV BOAHA CTPYA 3a NPOMMBAHE Ha IyMEHNTE 1 KaHanwvTe. 3afencTeanTe NOABVKHITE CBbP3BAHVIA, APBXKKUTE U APYrMTe MOABUKHM YacTu

Ha 13AenneTo, 3a Aa U3nnakHeTe WaTeaHO Moy Tevalla BOAA, ako € NPUNOXKMMO.

4. ofroTseTe HOB Pa3TBOP Ha NOYUCTBALLMA NPEenaparT 3a yTpa3ByKoBaTa BaHa, KaTo 13Mon3saTe HeyTpaneH Uav MeK ankaneH pasteop Ha

npenapata. CneAsante ykasaHvATa Ha NPOW3BOAWTENA Ha MOYMCTBALLMA MpenapaT 3a M3MoM3BaHe Ha MPaBWAHOTO paspexiaHe,

TemnepaTtypa, KauecTBO Ha BOAATa M BpeMe Ha eKCro3numna. 3abenexka: HoB Pa3TBOP O3HauaBa HOBOMPUIOTBEH, YACT PasTBOP.

MouwncTeTe n3genuaTa Ha Synthes C ynTpasByk Hait-Manko 3a 15 MUHYTH, KaTo 13non3saTe MUHKMMaNHa Yyectota 38 KHz.

M3nnakHeTe M3AENMETO, KaTo M3Non3BaTe AeMOHM3MPaHa W NPeuncTeHa Bofa CbC CTalHa Temnepatypa (< 40 °C) 3a Hai-manko ase

MUHYTW. /13non3BalTe CNprHLOBKa, N NeTa 1y BOAHA CTPYA 38 MPOMYMBaHE Ha JlyMeHUTe 1 KaHanuTe. 3a NocnefHOTO 13MnakBaHe Tpabdsa

na ce nsnon3ea DI vnn PURW Bopa.

7.0rnexpaaHe Ha nsgenvieto. [oBTopeTe CTbKKM 2—7, AOKATO MO U3AENMETO He OCTaHe BUAMMO 3aMbpCABaHe.

. ABTOMATV3MpaHo M3mMrBaHe TpAGBa Aa Ce VM3BbPLIBA BbB Ba/MAMPAH yollep-Ae3nHOeKTop B cboTBeTCTBMe C ISO 15883-1 1 -2, nnn ¢
eKBVBaNeHTeH CTaHAapT. 3apefere KOMMOHEHTUTE Ha W3AenveTo B yowep-Ae3viHPekTopa B CbOTBETCTBME C WMHCTPYKUMWTE Ha
NpoW3BOANTENSA, KAaTO Ce YBEpUTe, Ye U3LeNVATa U lyMEHWTe MOraT CBOGOAHO Aa Ce APeHMpaT. ABTOMAT3MPaHOTO M3MUBAHE MOXE [la ce
BK/IOYM KaTO 4acT OT BaNMAMPAH LMKbA Ha M3MMBaHe, Ae3vHbekumAa 1u/unn noacylwaBaHe, B CbOTBETCTBME C WHCTPYKUMUTE Ha
npounssoautens. lMpumep 3a BanMAvIPaH LMKBA, M3NON3BaH 3a BaNuAMPaHe Ha NOYMCTBAHETO, BKTIIOYBA:
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Lnkbn Bpeme Ha peunpkynaumna KauecTso/Temnepatypa Bua nouncreare
(MUHYTVI) Ha BoaaTa

[peasapuTenHO 13mmBaHe 2 CryneHa yelwmaAHa Boaa < 40 °C Henpwunoxumo

Vi3mmBaHe | 2 CryneHa yelwmaAHa Boga < 40 °C [MouncTaallo cpeacTso™

M3muiBaHre Il 5 Tonna YyewmsaHa Boaa > 40 °C lMouncTeallo cpeacTso®

V3nnakeaHe 2 Tonna DI v PURW Bopga > 40 °C Henpunoxumo

TepmuuHa ae3viHbeKUma 5 KputnuHa soga (RO, DI unm Henpwnoxmnmo

fectunnpana soga) = 93 °C

[Mofcywasaxe 40 >90°C Henpwnoxunmo

* gupKTe pasgen “fonbaHutenHa nHdopmaumna”

TepmuuHa gesnHpeKyns 3a aBTOMATM3MPAHO MOYMCTBaHEe-Ae3nHGEeKUNA: Ae3MHPEKTIPANTE TePMUYHO Hal-Manko npu 93 °C Hal-Manko 3a 5 MUHYTW (BUXKTe
“MouncTBaHe - aBTOMaTN3MPAH METOA Ha Ae3nHPeKUMA" BKIIOUYMTENHO U3UCKBAHMATA 3a KaYeCTBO Ha BOAaTa). 3a M3AeunA C KaHionaumum vam
NYMeHV, OpVeHTVpaiiTe YacTuTe Taka, de IyMeHbT MW KaHioNalmATa fia Ca BbB BEPTUKANHO NONoXeHWe. AKO TOBa He € Bb3MOXHO nopaan
orpaH1yeHunsa B NPOCTPaHCTBOTO B PaMKMTE Ha aBTOMATU3MPaHA/MEXaHVUYEH yoLlep, M3Mos3BaiiTe puripalla CToka/HocuTen 3a ToBap
CbC CBBP3BAHWA, KOMTO € MPOEeKTVpaH fa OCUrypu afeKkBaTeH MOTOK Ha 06PabOoTBALLM TEYHOCTM KbM JIyMeHa WM KaHionauvATa Ha
N3eNeTo, ako € HeOOXOAMMO.

Mopcywasaxe AKO B MEXaHWYHUA yoLep He e BKMIOUEH LMKb/1 Ha NOACYLIaBaHe:
— [MoACyLeTe BCAKO M3feNVie WaTeHO OTBBTPE M OTBBH, 33 la NPEAOTBPATUTE PBKAACBAHE W HEMNPABUIIHO GYHKLMOHMPAHE.
- V13non3gatite uncTa, MeKa Kbpna 3a ejHoKpaTHa ynotpeba 6e3 BnacvHki, 3a fia u3berHeTe noBpexjaHe Ha MOBbPXHOCTTa.
ObbpHeTe cneyranto BHUMaHVe Ha pe3buTe, 3bOHNTE KOoNena v LWapHUpKTe 1nmn obnactute, KbATO MOXe fla ce Cbbepe TeyHocT. OTBapanTe
11 3aTBapANTe MU3AENUATa, Taka Ye Aa Ce [OCTWUIHAT BCUYKM obnacTu. MofcyleTe KyxuTe YacTu (NymMeHw, KaHionaumm), Kato vu3nonssate
Bb3AylHaTa CTPYA C MEANLIMHCKI KOMMPeCcrpaH Bb3ayX.
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Ornep

MHcTpymeHTUTE Ha Synthes Tpabsa fa ce orneaat cnen o6paboTBaHe, Npeav CTepunv3auys, 3a NoKasaTenn 3a Kpal Ha )1BOTa UM, KaTo:

— YncToTa, ako No BPeme Ha Orefia ce OTKpKe KakBOTO 1 la GUI0 OCTaTBbUYHO 3aMbpCABaHE, MOBTOPETE CTBMKUTE 3a MOYMCTBAHE NpU Te3n
V3Aenns, AOKaTO BCAKO BUAVMO 3aMbpCABaHe Ce OTCTPaHM OT TAX.

— bes Bnara, orneganTe BHAMATENHO JyMEHWTE 1 MOABWKHUTE YacTy Ha M3genveTo. AKO ce OTKpue Bnara, Tpbea Aa Ce U3BbPLWM PbUHO

NOACYLIaBaHe.

[oBpex/aHe, BKIOUMTENHO, HO 6€3 fla Ce OrpaHmyaBa 40 KOPo3wA (Hanp. pbkaa, 06pasysaHe Ha AynKku), NPOMAHa B LIBETa, TPEKOMEPHO

Ha[packBaHe, MMOLIEHE, HanMuMe Ha MyKHATVHWI 1 U3HOCBAHE.

— [NpaBunHa GyHKUMA, BKIIOUNTENHO, HO 63 Aa Ce OrpaHm1yaBa O OCTPOTa Ha PEXeLLUTE MHCTPYMEHTU, OrbBaHE Ha MbBKaBUTE M3genus,
[IBVKEHVE Ha WAPHMPWTE/NOABVIKHITE CBbP3BaHWMA/3aKMouBaLMTe MexaHn3mm Tin “box lock” 1 NoaBMMKHWTE YacTK, KaTo Hanprmep
LPBXKM, 3bOHM KOMena u KynayHri. oBpeaeHn Uim N3HOCEHM 13aennsa He TpA6Ba Aa ce U3Mon3gar.

NoBeye NOAPOOGHOCTY 33 KOHTPONA Ha GYHKLMOHUPAHETO 1 MOKa3aTennTe 3a Kpas Ha »KMBOT MOraT Aa Ce HaMepAT Npu Balunte TbproBcku

NpeACTaBUTENV UM [la Ce U3TErNAT OT yebcaita www.depuysynthes.com/ifu n/unu www.e-ifu.com.

CmaxeTe WNHCTPYMEHTUTE C NOABWXKHW YaCTW, KaTO Hanpumep WapHUPW U NOABMXHM CBBbP3BAHNA, MPYXNHHW narepn n 4actu C pe36a.
[penopbuntenHo e VHCTPYMEHTUTE Ha Synthes Aa ce CMa3Bat 1 nogabpxat Camo CbC CneuranHoTo Macsio Ha Synthes.

PasrnobewTe 13genva TpA6Ba a ce CrIobAT OTHOBO NPeay CTEPUM3aLIMA, OCBEH aKo e OTOENA3AHO APYTO UM Ky TUATA He € KOHOUryprpaHa
3a crnobeHoTo nsdenve. JONbAHUTENHY NOAPOGHN MHCTPYKLWM 3a pa3rnobABaHe Ha VHCTPYMEHTWTE MoraT A Cce Monyyat OT MeCTHUA
TbProBCKV NPeACTaBUTEN WAV fa Ce n3TernAaT oT www.depuysynthes.com/ifu n/unm www.e-ifu.com.

OnakoBaHe

MNocTaBeTe MOUMCTEHWTE, CyX1 U3AENUA B MPABUIHOTO MECTOMONOKEHNE B KyTUATa Ha Synthes. B gonbnHeHve 13nonssaiite nogxoaaLa
00BUBKa 3a CTepUIn3aumna (eauH1YHa Ny ABOHA 06BMBKa) UV TBbPAA KOHTEHEPHa C1CTeMa 3a CTEPMNM3ALIMA 33 MHOrOKpaTHa ynoTpe6a,
KaTo HanpumMep cuctema CbC cTepunHa bapviepa cbrnacHo 1SO 11607, 1 TexHrKM 3a 06BKBaHe kaTo onvcaHute B ANSI/AAMI ST79. Mpumep
3a opobpeH onakosbueH Matepuan e obsrekata HALYARD® KIMGUARD® ONE-STEP®. TpsabBa Aa ce BHVMMaBa MMMNAHTUTE U 3a0CTPEHU U
OCTPU MHCTPYMEHTV fla Ce NPeANasAT OT KOHTAKT C APYrv NPeAMeTH, KOUTO MoraT Aa NoBPeAAT MOBbPXHOCTTA.

CrepunusmpaHe

TpAbBa Aia Ce 13BbPLUBA NAPHO CTEPUAM3MPaHE (C BNaXHa TOMMHA) B IOKaNHO OA06PEH LVKbA C NPeABapUTENHO BakyymmupaHe (popcrpaHo
OTCTpaHABaHe Ha Bb3Ayxa). [1apHUAT cTepunmsatop TpAbBa Aa e BaAuAMpaH CbIMacHO M3MCKBAHMATA Ha BCUUKM MECTHM CTaHAapTV 1
yKasaHwa, Kato Hanpumep EN 285 nnn AAMI/ANSI ST8, BKNIOUMTENHO COTBETCTBME C U3MCKBaHMATA Ha ISO 17665. [apHUAT cTepunmnzatop
TpAGBa fa € MHCTaNVpPaH 1 Aa ce NOAAbPKa CbINACHO MHCTPYKLMMTE Ha NPOW3BOANTENA 1 MECTHUTE U3UCKBaHVIA. YBepeTe ce, ue e 130paH
LUMKDBITBT Ha MapHWA CTepUM3aTop, NPOeKTpaH 3a OTCTpaHABaHe Ha Bb3fdyxa OT M3AenuA C Mopu WnM JyMeHW, B CbOTBETCTBME C
VHCTPYKLMWTE Ha NPOV3BOAWTENS, 11 Ue He Ce MPEBWLLABAT KPUTEPUIMTE 33 MaKCMMAJHO HAaTOBapBaHe Ha CTepunv3aTopa.

CneaHvTe UMKAM Ha NapHa CTepunrn3aumna ca npymep 3a BannavpaHn UMKu:
Tvn uvkbn [Mpunoxumoct Bpeme Ha ekcnosnuma Temnepatypa Ha Bpeme Ha

npv cTepunv3aumna ekcnosuuma NoAcyLasaHe
(MUHYTV)* npu ctepunmuaumns™ (MARYTH)**

OTCTpaHABaHe Ha Bb3Ayxa C HacuTeHa napa USA 4 132°C 20 po 60
upe3s NpeaBapuTeNHO BaKyyMvpaHe
(NpeaBapuTeNHO BakyymmnpaHe, Tpv UMnynca) n3ebH CALL 3 134°C 20 po 60

* 3a cnasBaHe Ha MecTHUTE pasnopeadu (13sbH CALL) Moxe Aa ce 13non3Ba yAbIKEH LIMKBI 3a eKCMO3WLMA Ha MapHa CTepUAr3aLma, Hanp.
134 °C 33 18 MUHYyTW.

** KoraTo ce npunarat BpeMeHata 3a NoOACYLWaBaHe 3a KyTu Ha Synthes 1 TeXHWTe NPUHaANEeXHOCTH, MOXeE [ja Ca HEOOXOAVMM BPeMEHa 3a
nofCylaBaHe U3BbH CTaHAAPTHMTE NapameTpy 3a CTEPUAM3aLMA C NPeaBapUTeNHO BakyymM1paHe. Toa e 0CODEHO BaxHO 3a KyTun/Tabnu
Ha OCHOBaTa Ha NonvMepH (MNacTMaca), 3non3BaHu CbBMECTHO C MHOTO YCTOMUMBI HETbKaHM 0OBYBKM 3a CTepunm3auma. [penopbysaHnTe
KbM MOMEHTa BpemMeHa 3a MoAcyliaBaHe 3a KyTuu Ha Synthes moraT fa ca B AMamnasoH OT CTaHgapTHWTe 20 MWHYTW [O yAbSKeHa
NPOABMAKUTENHOCT OT 60 MUHYTW. BpemeTo 3a NOACYLIaBaHe Hal-uyecTo ce BAVAe OT HANVMYMETO Ha MaTepuanyt Ha OCHOBaTa Ha NoavMepu
(NnacTmaca); Mo Tasn NPUUMHa NPOMEHN, KaTO eNVMUHUPAHETO Ha CUAVMKOHOBW NOANOXKM W/UNK NPOMAHATa Ha CTepuiHaTa bapviepHa
cucTemMa (Hamp. MHOTO YCTOMUMBA KbM MO-Manko YCTOMUMBA OOBMBKA), MOXE [a HamanAT HeoOXOAMMOTO Bpeme 3a MOACyLiaBaHe.
MoTpebutenaT TpAbsa Aa V3MON3Ba METOAM, KOWUTO MOraT [a Ce MOTBbPAAT (Hamp. BW3yanHW Orneaw), 3a fa MoTBbPAK aAeKBaTHOTO
nofcywasaHe. BpemeHata 3a noacywasaHe no nNpuHUMN sapupat ot 20 4o 60 MUHYTU NOPaan Pa3nKi B ONakoBbYHUTE MaTepuanu
(cTepunHa 6apuepHa cucTema, Hanp. O6BMBKM UM TBBPAV KOHTEMHEPHM CUCTEMM 3a MHOTOKpaTHa ynoTpeba), kauecTBoTO Ha naparta,
maTepvaniTe Ha u3fenveTo, obliata Maca, GyHKLMOHMPAHETO Ha CTepPUNMN3aTOPa 1 BapupalloTo Bpeme 3a oxnaxaaHe. He npesyiwasaiite
140 °C no Bpeme Ha CyLieHeTo.

CbxpaHeHmne

OnakoBaHWTe NPOAYKTU TpABBa Aa Ce CbXPaHABAT B CyXa, UNCTa CPeAa, 3alUMTEHN OT NpsAKa CbHUEBa CBETNVHA, BPEAWTENM 1 eKCTPEMHI
TemnepaTtypa v BNaKHOCT. BUxTe MHCTPYKUMMTE 33 ynoTpeba Ha NPOW3BOAUTENA Ha OOBMBKATA 3a CTEPUNM3ALMA UV TBBPANA KOHTENHEP
33 OrpaH1yeHnATa No OTHOLEHME Ha BPEMETO 3a CbXPaHeHe Ha CTePUIHUA NPOAYKT W U3UCKBAHKATa 3a CbXpaHeHvie 3a TeMnepaTypa v
BNaXKHOCT.

AonbnHutenHa unpopmauns

[onbnHutenHa nHoopMauma 3a ynotpebata Ha cneumduyHM MOYMCTBALLM MpenapaTy, YNTpa3BykoBK yollepu, yolwep-ae3rHOeKTop,
ONaKOBBYHM MaTepuanu vnun CTepPUAN3aToOpy No Bpeme Ha BanuaMpalynTe U3NUTBaHUA, € HannyHa Npu nouckeaHe. Synthes ca nnonssanu
cnefHMTe NOYMCTBaWM NPenapaT No Bpeme Ha BanvanpaHeTo Ha Te3u NpenopbKiM 3a NOBTOPHa 0bpaboTka:

— PbuHO nouncTBaHe: PbUYHO NPeaBapUTENHO NOUNCTBAHE C eH3MMEH NpenapaT Enzol® 8 mL/L npu 16-17 °C, deconex® POWER ZYME 3 mL/L
npu 19-21 °C, Endozime® 6,24 g/L npu 33-34 °C 1 ynTpa3ByKkoBO NOYMCTBaHeE C eH3nmeH npenapat Enzol® 8 mL/L npu 18-25 °C.

- ABTOMAaTMYHO noyucTBaHe: PbUYHO npeasapuTenHo nouncrsare ¢ Enzol® ensumeH aetepreHt 8 mL/L npu 16-17 °C 1 ynTpa3BykoBO
nouncTeaHe ¢ Enzol® eH3umeH petepreHT 8 mL/L npu 18-25 °C. MouncTBaHe C BoAeH AM3MHOEKTaHT ¢ (M3mmBaHe 1) Prolystica® 2X
KOHL|eHTPpaT Ha eH31MeH nouncTsealy npenapat ot 1 mL/L npu 23-26 °C n (n3mmBaHe 2) Prolystica® 2X HeyTpaneH noyncTsaly npenapart
1 mL/L npu 44-46 °C, NpH Klenz® 0,78 g/L npu 41-42 °C, neodisher® MediZym 5 mL/L npwu 45 °C.

— Kbpna 6e3 BnacvHku: Berkshire Durx 670.

O6BviBKa 3a cTepunimsauma: HALYARD® KIMGUARD® ONE-STEP nonvnponuneHosa o6srieka KC600 (eksrBaneHTHa Ha 2 cnos obsmeka ot CSR).

[lapeHnTe no-rope NpenopbKy Ca BanvampaHy OT NMPOW3BOAUTENA HA MEAUUMHCKOTO M3AenMe KaTo [OCTaTbyHM 3a MOAroTOBKATa Ha
HeCTepWHO MeAULIMHCKO 13aenune Ha Synthes. Tesu MHCTPYKLMM 3a ynoTpeba ca NpoBepeHy 1 BannanpaHu B CboTseTcTame C ISO 17664,
AAMI TIR 12, ANSI/AAMI/ISO 17665-1, ANSI/AAMI ST79 1 ANSI/AAMI ST77. OcTaBa OTrOBOPHOCT Ha 0bpaboTsalimna Aa rapaHTupa, ye
0bpaboTkaTta peanHo e M3BbpLIEHa C M3Mon3BaHe Ha 060pPyaABaHe, MaTepuani 1 NepcoHan B yUpexxaeHreTo 3a NoBTOpHa 06paboTka, v ve
NOCTNra KenaHvA pesynTat. ToBa WU3MCKBa BannanpaHe 1 PyTUHHO HabnofgeHvie Ha npoleca. Mo NogobeH HaumH, BCAKO OTKIOHEHMe OT
CTpaHa Ha 06paboTBaLLMA OT JafieHNTE NPENOPbKM TPAGBA CbOTBETHO [ja Ce OLeHN 3a eHeKTUBHOCT M NMOTEHLMANHN HEXeNaHV NoCNeCTBUA.
XUMMYHOTO KayeCTBO Ha BOAATA, M3M0J3BaHa No Bpeme Ha NoBTopHaTta 06paboTka, Moxe Aa NoBnvsAe Bbpxy 6e30MacHOCTTa Ha 13AenmeTo.
JleyebHuTe 3aBeaeHNA TpAOBA [ M3MON3BAT NPENOPbUNTENHITE U3UCKBAHWA 33 KAYeCTBO Ha BOAATA 3a MOBTOPHa 06paboTKa Ha v3fenmeTo
B CbOTBETCTBME C MECTHUTE YKasaHuA (kato AAMITIR 34, Bopa 3a noBTopHa 06paboTka Ha MeANLIMHCKI U3LeNNA) U HACTOALMTE UHCTPYKLM
3a ynotpeba.

KoHTaKT c npoussoputensa

3a joNbAHUTEeNHA VIHd)OpMaLU/IH Ce CBbpXKeTe C MeCTHVA TbProBCKM NpeacTaBuTeN Ha Symhes.
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O6paboTBaHe Ha HECTEPWIHN UMMAHTU Y UHCTPYMEHTI
3a efHOKpaTHa ynoTpe6a Ha Synthes

Te3u npenopbku ca 3a 06paboTBaHe Ha HECTEPWAHW MMMNAHTH 1 UHCTPYMEHTU 3a
efiHOKpaTHa ynotpeba Ha Synthes. MpepocTtaBeHata vHbOpMaLMA ce OTHaCA camo 3a
HEU3MON3BaHW N HE3aMbPCEHW MMMNAHTU 1 MHCTPYMEHTU 33 eAHOKpaTHa ynotpeba Ha
Synthes. EKCnnaHTVpaHnTe UMNNaHTK Ha Synthes HuKora He TpA6Ba Aa ce obpaboTeat
MOBTOPHO ¥ NPW 13BaXAaHe C TAX TpAbBa Aa ce 60paBn CbrNacHoO HOMHUYHMA NPOTOKOS.
C BCEKM UMMMIAHT UV MHCTPYMEHT 3a eJHOKpaTHa yrnoTpe6a, KOUTO He e U3MOM3BaH, HO
e 6un 3ambpceH, Tpabaa fla ce 6opasy CbrnacHo 60NHNYHMA NPOTOKON. He 0bpaboTeaiiTe
MOBTOPHO 3aMbPCEHN MMMNAHTUA WM UHCTPYMEHTW 33 eAHOKpaTHa ynotpeba. Te3n
npenopbki TPAGBA Aa Ce CiefiBaT, OCBEH aKo HE e MOCOYEHO APYro B JIMCTOBKUTE Ha
cneuneuUHITE MPOIYKTH.

BHumaHue — C BCEKM UMMNAHT 1 UHCTPYMEHT 3a eHOKpaTHa ynoTtpeba, KOMTO He e W3MoM3BaH, HO e 61l 3aMbPCeH C KPbB, TbKaH U/WUin TenecHu
TeyHocTU/Matepu, Tpabea Aa ce GOpaBy CbracHO GOMHMYHMA MPOTOKOM. Synthes He nmpenopbusa MOBTOPHO 06paboTBaHe Ha
3aMbPCeHWTE VMMNAHTL UM MHCTPYMEHTU 3@ ejHOKpaTHa ynotpeba.

— He vn3non3garite MMNAAHT UK UHCTPYMEHT 3a efHOKPaTHa ynoTpeba Ha Synthes, ako NOBBbPXHOCTTa My € NoBpeaeHa.

— VIMNnaHTuTe U MHCTPYMEHTU 3a ejHOKpaTHa yroTpeba Ha Synthes He Tpabea Aa ce 06paboTBaT UM TPAHCMOPTMPAT C KaKBITO 1 Aa 61io
3aMbPCEeHM N KOHTAMUHMPAHU MaTepwiany.

- Bcunukm uzfenua TpAbtsa Aa ce NOUNCTBAT WATENHO W Aa Ce NPOBEePABAT Npeamn cTepuinsnpate. Mo Bpeme Ha NoYMCTBaHETO K3non3BaiiTe
Camo NOYMCTBALLM NpenapaTu, KOUTO ca NPeAHasHaueHn 3a ynoTtpeba Bbpxy MeANLMHCKI U3AENNA 11 B CbOTBETCTBME C MHCTPYKLMMUTE Ha
npowssoauTena. Mo Bpeme Ha NOYUCTBaHe K3MNOM3BaliTe CaMo AeTepreHTyH, Ha YMITO eTUKeT e 0bOo3HaueHo, Ye ca 3a ynotpeba npu
MEAVNLMHCKM U3AENNA 1 B CHbOTBETCTBYE C UHCTPYKLMWTE Ha Npou3BoanTens. [penopbysaT ce NouncTBalyy npenapatu ¢ n3nonssaHo pH
Ha paspexjaHe B pamkuTe Ha 7-9,5. Mo-BMCOKaTa ankanHa KoHueHTpauma (pH >11) Moxe Aa NoBpean KOMMOHEHTW/13fenus, Kato
anyMUHVEBU MaTepuani. He v3nonseaite GuanonormyeH pasteop, Ae3vHEeKTaHTV 3a OKOHa cpefa (BKIIOUNTENHO XJIOPHU Pa3TBOpPK)
WAV XMPYPrUUHK aHTUCENTUUM (KaTO MPOAYKTY, ChAbPKALLM AOA UM XOPXEKCUANH). He 13non3saiiTe NOMOLY MpuW NOYNCTBaHe, KOATO
MOeE [ MOBPEAV NOBbPXHOCTTA Ha UMMIAHTIUTE, KaTO CTOMAHeHa BbJiHa, abpasyBHM MOUMCTBALYM NPENapaTh 1 TefleHa YeTka. Buxre
"CbBMECTUMOCT Ha MaTePUaNMTe Ha MHCTPYMEHTHTE U MMINAHTUTE Ha Synthes Npu KIMHWYHO NOBTOPHa 06paboTKa'.

- VImnnaHTtuTe Ha Synthes He TpAGBa Aa ce cma3Bgart.

- VIMnnaHTuTe 1 MHCTPYMEHTMTE 3a eAHOKpaTHa ynoTpeba Ha Synthes ca n3genns oT KpUTUUHA BaXKHOCT 1 TpAbBsa Aa 6baaT OKOHUATENHO
CTePUNN3NPaHX Npean ynoTpeba.

- [MapameTpwTe 3a CTepUIN3aLMA Ca BalMAHU CaMO 3a U3EIUA, KOWTO Ca afAeKBATHO MOUYNCTEHM.

— Camo TBbPAM KOHTEMHepW 3a CTepun3aums, ofobpeHn 3a CTepun3aums C BnaxHa TOMIMHA, MOraT fa Ce W3ron3gat C U3fenuaTa u
3apefeHuTe KyTum (KyTua C BCUYKM UM YacT OT ONpefiefieHTe 3a Hes KOMMOHeHTH) Ha Synthes.

- M36poeHnTe napameTpy ca BaaMAHM Camo 3a MPaBUIHO MHCTANMPAHO, MOAABPKAHO, KaNMOPUPAHO 1 CHOTBETCTBALLO Ha CTaHAapThTe
1ISO 15883 1 ISO 17665 o6opyasaHe 3a NoBTOpHa 06paboTka.

Bb3MOXHOCTHTE NPU U3MOS3BaHe Ha TBbPAN KOHTEMHEPW 3a CTEPUNM3ALMA C U3AENMA M 3apefeHn KyTum Ha Synthes ca cneaHuTe:

- He noseue ot egHa (1) HaMBAHO 3apeAeHa KyTnA MOXe Aa Ce NOCTaBW ANPEKTHO B TBBP/A KOHTEMHED 3a CTepuAn3aLmA.

- Tabnu C UHCTPYMEHTU OT He noseue oT efHa (1) 3apefieHa KyTvs MOraT fja ce MOCTaBAT B TBbPANA KOHTEMHEP 3a CTepuam3aums.

— CaMOCTOATENHN MOLYNN/CTOMKA UW eAVHIYHNA V3[enna TpAbBa fa ce NocTasAT, b6e3 HapekaaHe efHu BbpXy APYTY, B KOWHMUA Ha
KOHTeWHep, 3a Aa Ce OCUTypy ONTUMANHa BEHTUNALMA.

— TBbPAVAT KOHTEMHEP 3a CTepWM3aLma TPAGBA Aa MMa MAKCUMANHO CbOTHOLWEHE Ha 06emM KbM BEHTU/ALMOHHA MO, He MO-TOAMO OT
322 cm3/cm?.

— Camo TBbPAN KOHTEHEPY 33 CTEPUAM3aLMA, 0A00PEHN 3a CTepun3aLma C napa ¢ NPeABaprTenHO Bakyym1paHe, Morart ja ce M3non3sat

C M3aenvATa v 3apegeHuTe KyTun Ha Synthes.

3a jonbaHMTeNHa HGOPMaLIMA HanNpaBeTe CNpaBka C HaLMOHanHWTe pasnopeatu 1 npasuna. M3ucksa ce n CbOTBETCTBUE C BbTPELIHUTE

6ONHNYHY MOMUTIKI U TPOLIEAYPH, KAKTO 11 C MPENOPBKUTE Ha MPOM3BOAWTENNTE Ha MOUMCTBALLM NPenapaTu 1 BCAKAKBO 0bopy/ABaHe 3a

KNMHWYHO 06paboTBaHe.

OrpaHunyeHus 3a NOBTOPHO — LvknuTe Ha noBTopHa 06paboTKa, KAaKTO Ca OMUCaHM B TE3W MHCTPYKLMM, UMAT MUHUMANHK €DEKTU BbPXY UMMNIAHTUTE VM UHCTPYMEHTUTE
ob6paboTBaHe 3a efiHOKpaTHa ynoTpeba Ha Synthes.
— VIMnnaHTuTe 1N MHCTPYMEHTUTE 33 eHOKpaTHa ynoTpeba MoXe Aa W3WCKBAT TeCTBaHE MPean CTepunampaHe C Uen aa ce ocurypu
NPaBWIHO GYHKLMOHVPaHe. MeToabT 3a GyHKUMOHANHOTO TECTBAHE, KOraTo € NPUNOXKMMO 3a UMMNAaHTa MW MHCTPYMEHTa, € NpefoCTaBeH
B CreynduuHmTe 33 NPOAYKTa MHCTPYKLMY 3a ynoTpeba 1 B JOKYMeHTa 3a GyHKLUMOHaNeH KOHTPOA Ha agpec www.depuysynthes.com/ifu
n/nnm www.e-ifu.com.
— VIMNNaHTUTe 1 MHCTPYMEHTUTE 3a eiHOKpaTHa ynoTpeba Ha Synthes Tpabga fa ce NpoBepsABaT 3a KOPO3us, MOBPEAN KaTo Hanpumep
HafpacKBaH/A v BAMBOHATUHYM, GparMeHTV, NPOMAHA B LiBETa MM OCTaTbLM.
— lNpomsaHaTa B UBeTa HAMa HeXeNaH eheKT BbPXy UMMIAHTY OT TUTaH UM TUTAHOBA CM/IAB. 3aWWTHUAT OKCUAEH CION CE 3ana3Ba Hamb/Ho.
— BCeKM UMNNAHT 1 MHCTPYMEHT 3a eAHOKpaTHa ynoTpeba ¢ Kopo3us, HaaPaCcKBaHWs, BANBOHATVHW, OCTaTbUM UK dparmeHTV TpabBa Aa
Ce V3XBBPIN.

TpuKa Ha MACTOTO Ha NleYeHune — VIMNnaHTUTe 1 UHCTPYMEHTUTE 3a eHOKpaTHa yroTpeba Tpsabea Aa OCTaHaT MOKPUTU, JOKATO CTaHaT Heobxoaumu, 3a Aa ce usberHe
3aMbPCABAHETO UMV KOHTaMUHMPaHETo um. Tpsibea fa ce 60paBum Camo C TakyBa, KOUTO We GbaaT MMIAHTUPAHU UK U3MON3BaHM.
— Heobxoavmo e M1HUManHo 6opaseHe C UMNIaHTKTe, 3a f1a Ce NPeAoTBPaTU NOBPEXAAHe Ha NOBbPXHOCTTA.

3awnTHa onakoBKa 1 — VMIMnnaHTuTe 1 MHCTPYMEHTHTE 3a eiHOKPaTHa ynoTpeba He TpAGBa Aia BAV3aT B JOMMP CbC 3aMbPCEHN 13enna n/unu obopyasaHe.
TpaHcnopTupaHe — W136arBaiiTe KPbCTOCAHO 3aMbPCABAHE Ha UMMIAHTATE 1 UHCTPYMEHTUTE 33 eHOKPaTHa ynoTpeba CbC 3aMbPCeHN MHCTPYMEHTH MO
BpeMe Ha TpaHCNopTUpaHe.

MoaroToBKa 3a o6pa6oTka Synthes He npenopbyYBa NOBTOPHO 06pPabOoTBaHe Ha 3aMbpPCEHUTE UMMNAHTI MAN MHCTPYMEHTU 3a eiHOKpaTHa ynoTpeoa.
MouncrBaHe - pbyeH meTon 1. M3nnakHeTe n3genmneTo C Tevalla CTyAeHa YelMAHa BOAA 3a Hall-Masko fBe MUHYTH. V3non3sanTe yeTka ¢ MeK KOCbM, 3a fja noynctute
n3aenveTo.
2. HaKkncHeTe v3fenveTo B pa3TBOP Ha HeyTpaneH vy MeK ankaneH nouncTBaly npenapat B NPOABIIKEHWE Ha MUHUMYM AECET MUHYTU.

CnepBalite yKasaHWATa Ha NPOW3BOAMTENA Ha MOYMCTBALUMA MpPenapaTt 3a M3Mon3BaHe Ha NPaBWHOTO paspexiaHe, TemnepaTypa,

KauyecTBO Ha BOAATa ¥ BpemMe Ha eKCrnosunuyms.

V3nnakHeTe U3aenmeTo CbC CTyAeHa BOAA Haii-Manko 3a ABe MUHYTW. VI3non3BaiTe CNpuHLOBKa, MUNneTa Unv BofgHa CTPyA 3a NpoMuBaHe

Ha nyMeHuTe, KaHanuTe 1 Apyrvi TpYAHW 3a AOCTHUraHe obnacTu.

. HakncHeTe n3uano vapgenuaTa B pa3TBopa Ha NOYMCTBAWMA NPEnapart, KaTo ce YBEpUTE, Ue BCUYKM NYMEHU VAW MOABVKHM YacTh ca

NPOMWTK, 3a ia C€ OCUTYPY KOHTaKT. PbUHO NouvcTeTe 13AenuATa 3a Haii-Manko neT MUHYTU B HOBOMPUrOTBEHUA HeYTPaneH v mMek

ankaneH pasTBOp Ha NOYMCTBALLMA NPenapar, KaTo M3Mnon3BaTe yeTka C Mek KoCbM. [louncTeTe U3nenvaTa Noa BoAa, 3a ja npefoTepaTuTe

aepo30/IMPaAHETO Ha 3ambpcuTennTe. 3abenexka: HOBOMPUIOTBEH PA3TBOP O3HaUaBa YMCT PA3TBOP, MPUrOTBEH HAHOBO.

M3nnakHeTe v3penneTo WaTenHo C YelWMAHa BOAA CbC CTalHa Temnepatypa (< 40 °C) 3a Hali-manko fBe MUHYTW. M3nonsgaiite

CNPUHLOBKA, NMMNETa MK BOAHA CTPYA 3a MPOMMBAHE Ha IYMEHWTE U KaHanuTe.

.lNoaroTeeTe HOB Pa3TBOP Ha NOYMCTBALMA NPEenapar 3a yNTpa3ByKoBaTa BaHa, KaTo 13Mon3eaTe HeyTpaneH Wi MeK ankaneH pastsop

Ha npenapata. CneAaiiTe yKasaHWATa Ha NPOW3BOAMTENA Ha MOYMCTBALUMA NpenapaT 3a V3Mnon3BaHe Ha NPaBWIHOTO pa3pex/jaHe,

TemnepaTtypa, KauecTso Ha BofaTa U BPeME Ha eKCno3numa. 3abenexka: CBeXMAT Pa3TBOP € NPACHO HanpaseH, NoYMCTBaLL Pa3TBOP.

lMouwncTeTe U3nenuaTa Ha Synthes ¢ ynTpassyK 3a Hali-Manko 15 MUHYTK C 4ecToTa Ha BaHaTa MUHUMYM 38 kHz.

V3nnakHeTe M3fenveTo WwaTtenHo C YelMAHa Bofda CbC CTaliHa Temnepatypa (< 40 °C) 3a Hail-mManko ABe MWHYTW. 3afeicTBaiiTe

NOABWKHMTE CBBP3BAHWA, APBKKMTE 1 APYTUTE NOABVKHM YAaCTV Ha U3AENMETO, 3a Aa M3NNaKHEeTE WATeHO, ako e NPUAoKMMO. YBepeTe

Ce, Ye BCMUKM NIyMEeHW Ca NPOMUTI. 3a NOCNeAHOTO M3MnnakBaHe TpA6Ba fa ce M3MoM3Ba AeroH13npaHa nn NpeyncTeHa Boaa.

MoAcyLeTe 13enmeTo C NOMOLLTa Ha YMCTa, MeKa Kbpra 3a eAHOKpaTHa ynoTpeba 6e3 BNaCUHKN UK MeAULIMHCKA KOMMPECUPaH Bb3ayX.

BCrukmM nymMeHr 1 NOABMXHM YacTv TPAGBA Aa 6bAaT U3CYWeHN CbC CrbCTEH Bb3AYX.

10. CnepBaiiTe HacOKMTe B pa3aena 3a Ae3nHdEeKLMA Ha Te3n BaxkHW MHGOPMAUNOHHY MHCTPYKLUMM 3@ aBTOMATUYHa TepMIYHA Ae3nHbeKLMs,
TbHIA KaTo pbyHaTa Ae3nHPeKLMA He e npenopbunTenHa.
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MouncrBaHe - aBTOMaTN3NpPaH 1. M3annakHeTe n3genunATa C Teyalla CTyAeHa YelumAHa BOAA Hal-Manko 3a eAHa MUHyTa. VI3non3ganTe YeTka C MeKM BNakHa u/unv meka

meToj Ha Ae3nHpeKyna Kbpna 6e3 BNacuHKK, 3a Aa NOUYUCTUTE V3LeNneTo.

MoaroTeeTe HOB Pa3TBOP Ha NOYMCTBALLMA NPenapaT 3a yNTpasBykoBaTa BaHa, KaTo 13Mos3BaTe HeyTpaneH Unv MeK ankaneH pastBop Ha

npenapata. CneAgaiiTe yka3aHWATa Ha MPOWM3BOAMTENA Ha MOUMCTBALLMA MpenapaTt 3a W3Moi3BaHe Ha MPaBWHOTO paspexpaaHe,

TemnepaTtypa, KauecTBO Ha BOAATa M BpEME Ha eKCro3numa. 3abenexka: CBEXMAT Pa3TBOP € NPACHO HanpaBeH, MOYMCTBALL PasTBOP.

HakuncHeTe v3UANO M3AenMATa B pa3TBopa Ha NOYMCTBALUMA NPenapar, KaTo ce yBepuTe, Ye BCUYKW NyMEeHM MM NOABUXHM YacTu ca

NPOMMTY, 33 la CE OCUTYPU KOHTAKT. [ouncTeTe n3genuaTa Ha Synthes C yntpassyk Hall-Manko 3a 15 MUHYTW, KaTo 13non3BaTe MUHUManHa

yectoTa 38 KHz.

4. V3nnakHeTe 13[enneTo, KaTo 13non3BaTte AeloHV3npaHa Unm NpeuncTeHa Boga CbC CTaiiHa Temnepatypa (< 40 °C) 3a Hai-Manko fse

MUHYTW. /I3non3saiTe CNpYHLOBKA, NNeTa v BOAHA CTPYA 3@ NPOMMBAHE Ha NyMeHWTE 1 KaHanuTe. 3a NoCNeAHOTO U3nnakBaHe Tpabdea

na ce nsnonsea DI unn PURW Bopa.

OrnexpaaHe Ha v3aenuneto. [NoBTapaiiTe CTbNKK 2-5, LOKATO M3AeNnATa CTaHaT BUAUMO YNCTU.

. ABTOMaTV3MpaHo v3mm1BaHe TpAbBa [a ce V3BbPLIBA BbB BanuavpaH yolwep-ae3vHdpekTop B cbotetcTare ¢ ISO 15883-1 1 -2, unm ¢
eKBMBAJIEHTEH CTaHAapT. 3apefeTe KOMMOHEHTUTE Ha W3AENMETO B yolep-Ae3nHPeKTopa B CbOTBETCTBME C WHCTPYKUMMTE Ha
NpoV3BOANTENA, KAaTO Ce YBEpUTe, Ye U3AeNVATa U IyMeHWTe MoraT CBOOOAHO Aa Ce ApeHupaT. ABTOMAT3MPaHOTO M3MUBAHE MOXe fla ce
BKJIIOUM KaTO uYacT OT BanMAMPaH LMKbA Ha M3MMBaHe, Ae3viHbeKuma 1u/unv NoacywasaHe, B CbOTBETCTBME C WHCTPYKUMWUTE Ha
npowssoantens. [prmep 3a BaNMAMPaH LvKb, U3NoN3BaH 3a BanuanpaHe Ha NOYNCTBAHETO, BKMIOYBA:

[

w
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Lnkbn Bpeme Ha peuvpkynauma KauecTso/Temnepatypa Bva nouncreane
(MUHYTV) Ha BojaTa

[pensapuTenHo 13mmBaHe 2 CryneHa yelwmaHa Bofa < 40 °C Henpwvnoxumo

M3mmBaHe | 2 CryneHa yelwmAHa Boga < 40 °C lMouncTeallo cpeacTso®

V3mmBaHe Il 5 Tonna YyewmsaHa Boaa > 40 °C MoymncTealo cpencTeo®

Vi3nnakeaHe 2 Tonna DI vnn PURW Bopga > 40 °C Henpunoxumo

TepmmnyHa fesvHbekuma 5 Kpwutruna Bopa (RO, DI unm Henpwunoxumo

nectunnpana soga) = 93 °C

MopcywasaHe 40 >90°C Henpwunoxmnmo

* gupkTe pasgen “JonbaHutenHa nHdopmaumna”

TepmuuHa gesuHdpekuyus 3a aBTOMATM3MPAHO NOYMCTBaHe-Ae3nHGeKUNA: Ae3MHPEKTIPANTE TePMUYHO Hai-Manko npu 93 °C Hal-Manko 3a 5 MUHYTW (BVXKTe
“ToyncTBaHe - aBTOMaTU3MPaH METOA Ha Ae3nHOEKLMA" BKNIOUYMTENHO M3UCKBAHWATA 3a KaUeCTBO Ha BOAATa). 3a U3AeNMA C KaHionaumum nm
NYMEHV, OpVeHTVpaiiTe YacTuTe Taka, de NyMeHbT UAv KaHIoNaluMATa fia Ca BbB BEPTUKAHO NONoXeHWe. AKO TOBa He € Bb3MOXHO nopaan
orpaH1yeHuna B NPOCTPaHCTBOTO B PaMKMTE Ha aBTOMATU3MPaHA/MeXaHVUYeH yollep, M3Mon3BaiiTe puripalla CToka/HocuTten 3a ToBap
CbC CBBP3BaHWA, KOMTO e MPOEeKTVpaH fia OCUrypu afeKkBaTeH MOTOK Ha 06PabOoTBALLM TEYHOCTM KbM JyMeHa WM KaHionauvATa Ha
N3AeMeTo, ako € HeoOXoAMMO.

Ornep VIMNNaHTHTe M MHCTPYMEHTUTE 3a efHOKpaTHa ynoTpeba Ha Synthes Tpabga Aa ObaaT orneaaHu B uncTa cpena nof 4obpo ocseteHve, cnep
06paboTKa, Npeay CTepuM3aLns, 3a 1a Ce YBePUTE, Ue M3[enmnsTa HAMAT ACHO Hanyme Ha 3aMbpCABAHIS, NOBPEeAV UK Briara.

OrnexpaiTe n3gennsTa 3a:

— bes Bnara, ornefaiTe BH/MATENHO IyMEHWTE ¥ NOABUXHUTE YacTW Ha M3aenveTo. AKO ce OTKpue Bnara, TpAbBa Aa ce U3BbPLWM PbUHO
nofcylasaHe.

- YwncToTa, ako No Bpeme Ha ornefa ce OTKpMe KakBOTO 1 ia 610 OCTaTbUHO 3aMbpCABaHe, MOBTOPETE CTBMKMTE 33 MOYMCTBAHE NPU Tesu

130envis, 4OKaTO BCAKO BUAVMO 3aMbPCABAHE Ce OTCTPAHM OT TAX.

[oBpex/aHe, BKIOUMTENHO, HO 6€3 Aa Ce OrpaHmnyuaBa 10 Kopo3na (Hanp. pbxaa, 06pasysaHe Ha AynKu), TPOMAHA B LiBETa, HaipackBaHus,

NIOLLEHe, Hannuve Ha NyKHATUHU 1 M3HOCBaHE.

— MpaBunHa GyHKUKMA, BKIIOYMTENHO, HO 63 Aa ce orpaHvyaBa A0 OCTPOTa Ha PEXKELLMTE MHCTPYMEHTI, Or'bBaHEe Ha MbBKaBWTe MU3enus,
[IB/XKEHVE Ha WapHUPUTE/NOABMKHUTE CBBP3BaHMA/3aKMNOUBALMTE MEXaHU3MI TN “box lock” 1 NOABMXKHMTE YacTW, KaTo Hanpumep
3bOHW KONena 1 KyniayHr v IUNCBaLLy Uam oTCTPaHeH HoOMepa Ha YacTu.

HenpasunHo (byHKLWIOHVIpaLLWITe n3aenva, nsgenna C HepasnosHagallla Ceé MapKMPOBKa, NMUNCBaLL UK NpemMaxHaT (3annyern) HOMepa Ha
4acTuTe, NoOBPeAeHn 1 N3HOCEHW U3L4ENNA Tpﬂ6Ba Aa Ce U3XBBbPIAT.

OnakoBaHe [ocTaBeTe NOYMCTEHUTE CYXV UMMNAHTW WM UHCTPYMEHTW 3a eHOKpaTHa ynotpeba B MpaBWAHOTO MECTOMONOXEHME B KyTUATA Ha
Synthes. B fonbiHeHve 13non3eante noaxoasiua o6BMBKa 3a CTepunvsaumns (eaMH1YHa unn ABoHa 06BMBKa) MM TBbPAA KOHTENHEPHA
cucTemMa 3a CTepunm3aumna 3a MHOrokpaTtHa ynotpeba, kato Hanpumep cuctema Cbe cTepunHa bapviepa cbriacHo ISO 11607, 1 TexHWKM 3a
o6BMBaHe kaTo onvcaruTe 8 ANSI/AAMI ST79. Mpumep 3a ogobpeH onakosbueH mMaTepran e o6smnskata HALYARD® KIMGUARD® ONE-STEP®.
Tpnb6Ba fa ce BHMMAaBa MMMNAHTUTE 1 330CTPEHN 1 OCTPU MHCTPYMEHTH [la He BNA3AT B KOHTAKT C APYr1 NPeAMETY, KOUTO MOraT Aia MmoBpeasaT
NOBBPXHOCTTA.
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Crepunmnsunpaxe

TpabBa Aa ce 13BbPLBA NAPHO CTEPUNM3MPaHE (C BNaxHa TOMMMHA) B IOKaNHO 0A06peH LMKBA C NpeABapUTENHO BakyymmpaHe (GopcrpaHo
OTCTpaHABaHe Ha Bb3Ayxa). [1apHUAT CTepunmsatop TpAabdBa fa e BanuAMpaH CbMacHO W3KMCKBAHMATA Ha BCUUKM MECTHM CTaHZapTV U
yKasaHwA, kato Hanpumep EN 285 nnn AAMI/ANSI ST8, BKNIOUYMTENHO CHOTBETCTBME C U3WCKBaHMATA Ha ISO 17665. MapHUAT CTepunmnzatop
TpAbGBa [ja e MHCTaNMpaH 1 Aa ce NOAAbPXKA CbITACHO MHCTPYKUMUTE Ha MPOU3BOAWTENA 1 MECTHUTE M3UCKBaHWA. YBepeTe ce, ye e n3bpaH
LUMKBABT Ha MapHWA CTEPUNM3aTOP, NPOEKTUPaH 3a OTCTpaHABaHe Ha Bb3fyxa OT M3Lenua C Nopu WM NymMeHW, B CbOTBETCTBME C
MHCTPYKLUMWTE Ha NPOU3BOANUTENA, 1 Ye He Ce NMPEeBWLIABAT KPUTEPUMTE 3a MaKCMMANHO HaTOBapBaHe Ha CTepuim3aTtopa.

CnepHviTe UMKAM Ha NapHa CTepUAM3aumna ca Nnpyrmep 3a BannAMPaHn LMKK:
Tun unksn Mpunoxmmoct Bpeme Ha ekcnosnuma Temnepatypa Ha Bpeme Ha

npu cTepunmsaLma eKkcnosnumA noAcyLasaHe
(MUHYTV)* npw crepunmsaumns™ (MUHYT)**

OTCTpaHABaHe Ha Bb3flyxa C HacKTeHa napa USA 4 132°C 20 no 60
upe3 Npe/BapuUTeNHO BakyymMmpaHe
(NpenBapuTENHO BakyymMMpaHe, Tpv UMMysnca) n3sbH CALY 3 134°C 20 po 60

* 3a cnasBaHe Ha mecTHUTe pa3nopenbu (13sbH CALL) MOXe Aa ce 13non3Ba yABb/IKEH LMK/ 33 eKCMO3WUMA Ha NMapHa CTepunmn3auma, Hamnp.
134 °C 3a 18 MUHYTH.

** KoraTo ce npunarat BpemeHata 3a NofcyliaBaHe 3a KyTnu Ha Synthes v TeXHWTe NprHaANexHOCTH, MoXe Aa ca HeobXoaVMM BpeMeHa 3a
NOACYLWABAHE V3BbH CTaHAAPTHWTE NapameTpu 3a CTepMUM3aLmA C NPeABapUTENHO BakyyMmpaHe. ToBa e 0COBeHO BaxkHO 3a KyTun/Tabnm
Ha OCHOBATa Ha NonvMepH (MNacTMaca), 13non3BaHu CbBMECTHO C MHOTO YCTOMUMBY HETbKaHM OOBYMBKM 3a CTepunm3auma. [penopbysaHuTe
KbM MOMEHTa BpemeHa 3a MOoACylWaBaHe 3a KyTuv Ha Synthes moraT fa ca B AManasoH OT CTaHAapTHUTe 20 MUHYTW A0 YABIKEHa
NPOABMKUTENHOCT OT 60 MVHYTU. BpemeTo 3a NofCyllaBaHe Hai-4ecTo Ce BAviAe OT HaMUMETO Ha MaTepuani Ha OCHOBATa Ha NOAVMEPH
(NnacTmaca); Mo Tasn NPUUMHA NPOMEHN, KaTO EVMUHUPAHETO Ha CUAMKOHOBW MOANOXKM W/ NPOMAHATa Ha CTepuHaTa 6apviepHa
cucTema (Hanp. MHOTO YCTOMUMBA KbM NO-MasKo YCTONUMBa 0OBVBKA), MOXeE fla HaManAT HeoHbXoAMMOTO Bpeme 3a NoACYLIaBaHe. BpemeHata
3a nofcylaBaHe MoraT fla BapypaT CUIHO NOpaAn Pas3nviky B ONakoBbuYHMTE MaTepuani (Hanp. HeTbKaHW 0OBMBKM), OKONIHUTE YCNOBUA,
KaueCTBOTO Ha MapaTa, MaTepuanvTe Ha W3nenueTo, obliata Maca, YHKLUVMOHMPAHETO Ha CTepunmMsatopa W Bapypawoto Bpeme 3a
oxnaxnaaHe. MoTpedunTtenAaT TpA6GBa Aa M3N0N3Ba METOAW, KOWTO MOTaT Aia ce MOTBBPAAT (Hanp. B13yanHu orneam), 3a ja NOTBbPAN aleKBaTHOTO
nofcywasare. He npesuwwasante 140 °C no Bpeme Ha CylweHeTo.

— 3a NPOAYKTH, KOWTO Ce NpofaBaT CTEPUIHW, BUXKTE NIMCTOBKATa 3@ KOHKPETHOTO V3/enne 3a NOBTOpHa CTepunmnsauma.

— VIHCTpYKUMM 1 CbObpakeHnA Npuy 13non3saHe Ha TBbPAM KOHTEMHepU 3a CTepunmnaumns

3a fa ce rapaHTMpa NpaBuaHa CTEPUM3aUNA Ha UMMIAHTUTE U MHCTPYMEHTUTE 3a eiHOKpaTHa ynoTpeba Ha Synthes, koraTo ce 13non3sa

TBbPA KOHTENHEP 3a CTepununauma, TpAbea Aa ce B3emMe NpeaBus CNefHoTo:
— TpAbBa fa ce cneaBaTt MHCTPYKUMMTE 3a ynoTpeba Ha NPOM3BOAMTENA Ha TBBPANA KOHTEMHEP 3a CTepUn3auma. AKO Bb3HKKHAT BbMNPOCK
No OTHOWeHME Ha ynoTpebaTa Ha TBbPAUA KOHTelHep 3a CTepunu3aums, Synthes npenopbysa Aa ce CBbPXKETE C NPOV3BOAWTENS Ha
KOHKPETHWA KOHTEMHep 3a HaCOKM.

— Bb3MOXKHOCTUTE NPU M3NON3BaHe Ha TBBbPAM KOHTEMHEPY 33 CTEPUAM3aLMA C M3AeNUA 1 3apefeHu KyTun Ha Synthes ca cnegHuTe:

— He noseue oT efiHa (1) HANBAHO 3apefieHa Ky TVA MOXeE Aia Ce NOCTaBM AUPEKTHO B TBbP/ KOHTEMHED 3a CTepum3auma.

- Tabnu C HCTPYMEHTW OT He noBeve OT efHa (1) 3apefeHa KyTvA MoraT a ce NOCTaBAT B TBbPANA KOHTENHEP 3a CTepuan3auma.

— CaMOCTOATENHW MOAYNN/CTONKN MU eAVHUYHM 13aenva TpAbBa fa ce NocTaBAT, 6e3 HapexaaHe eaHn BbpXy APYri, B KOWHWLA Ha
KOHTelHep, 3a fla Ce OCUrypU ONTUMaHa BEHTUNAUMA.

Korato n3bupare TBbP/ KOHTENHEP 3a CTEPUIN3ALIVA 33 U3AENWA 1 3apefjeHn KyTum Ha Synthes, TBbpAWAT KOHTelHep 3a CTepunm3auma

TpAbBa Aa MMa MaKCMManHO CbOTHOLWEHME Ha 06em KbM BEHTUIALMOHHA NOLL, He NO-rofaMo oT 322 cm3/cm?. 3a BCAKAKBM BbMNPOCK

OTHOCHO CbOTHOLIEHMETO Ha 06eM KbM BEHTUNALIMOHHA MOLL, MONSA, CBbPXETE Ce C MPOU3BOANTENA Ha KOHTEMHEPa.

— Camo TBbpAN KOHTENHePU 3a CTepuAr3aLmna, ofobpeHu 3a CTepunmn3aumna C napa C NpeaBapuTenHo BakyymvupaHe, MoraT Aa ce 13nonsgar
C U30envATa 1 3apefeHunTe KyTum Ha Synthes, KaTo ce cnefjBaT napameTpuTe, NocoUYeHy B Tabnumuata no-rope.

CbxpaHeHune

OnakoBaHuTe npoayKTn TpH6Ba Aa Ce CbXpaHABaT B CyxXa, Y1CTa CpeAa, 3almTeHn OT NpAKa C/TbHYEeBa CBET/INHA, BpeaNTeNn n eKCTpeMHM
Temneparypa n BNaxxHOCT. BuxTe VHCTPYKLUWUTE 3a ynorpe6a Ha NPOV3BOANTENA Ha obByBKaTa 3a CTepunv3aumna Un TBbPAVA KOHTeHep
3a OrpaHn4yeHnATa No OTHOWeEHME Ha BPEMETO 3a CbXpaHeHne Ha CTEPUIHKA NPOAYKT M M3NCKBAHWATA 3a CbxXpaHeHne 3a Temnepartypa n
BJTAaXKHOCT.

AonbnHutenHa unpopmauns

[onbnHutenHa nHPopmaLma 3a ynotpebara Ha cneunduyHu NouMCTBalM MpenapaTy, ynTpa3syKoBM YoOLIEpK, yollep-Ae3nHOEKTOp,
OMakoBbYHM MaTeprani 1y CTEPUAK3ATOPH NO BPEME Ha BaNMAMpaLLMTe M3NUTBAHWA, € HallMyHa Npwv NoMCKBaHe. Synthes ca u3nonssanu
CNefHVTe NOYMCTBALLM NpenapaT No Bpeme Ha BanuavpaHeTo Ha Te3n Npenopbki 3a NOBTOPHa 06paboTka:
— PBUHO nouncTBaHe: PbUHO NPeABaPHTENHO NoUMCTBaHe C Prolystica® 2X KOHLEHTpaT Ha eH3VMeH NoumncTBaly npenapat ot 1 mL/L npu
14-16 °C, deconex® POWER ZYME 3 mL/L npu 19-21 °C, Endozime® 6,24 g/L npu 33-34 °C 1 ynTpa3BykoBO nouncteaHe c Prolystica® 2X
KOHLIEHTPAT Ha eH31MMeH NouncTeal, npenapar ot 1 mL/L npun 12-21 °C.
— ABTOMATMUYHO MOYMCTBAHE: PbUHO NPEABAPUTENHO NouncTaaHe ¢ Prolystica® 2X KOHLEHTPaAT Ha eH3MMeH NouncTealy npenapar ot 1 mL/L
npu 14-16 °C, NpH Klenz® 0,78 g/L npu 41-42 °C, neodisher® MediZym 5 mL/L npw 45 °C. MouncTeaHe ¢ BofieH Ae3nHeKTaHT ¢ (M3MrBaHe 1)
Prolystica® 2X KOHLeHTpaT Ha eH3KMeH nouncTBaly npenapat oT 1 mL/L npu 23-26 °C n (3mmBaHe 2) Prolystica® 2X HeyTpaneH nouncTsaaty
npenapat ot 1 mL/L npu 44-46 °C.
Kbpna 6e3 snacuHku: Berkshire Durx 670.
— 0O6suBKa 3a ctepunusauma: HALYARD® KIMGUARD® ONE-STEP nonvnponuneHosa ob6sviska KC600 (eksrBaneHTHa Ha 2 cnosa o6smeka ot CSR).

[lapeHvTe no-rope NpPenopbKy Ca BanuaMpaHy OT NPOV3BOAUTENA HA MEAULMHCKOTO M3Aenve KaTo [OCTaTbyHM 3a NOAroToBKaTa Ha
HECTePUNHO MeANUMHCKO m3genve Ha Synthes. Tesv MHCTPYKUMKM 3a ynoTpeba ca NpoBepeHn 1 BanuanpaHu B cboteeTctame ¢ ISO 17664,
AAMI TIR 12, ANSI/AAMI/ISO 17665-1, ANSI/AAMI ST79 1 ANSI/AAMI ST77. OcTaBa OTrOBOPHOCT Ha 0bpaboTBalwma Aa rapaHtnpa, ye
0bpaboTkaTta peanHo e U3BbpLIEHa C M3Non3BaHe Ha 0bopyaABaHe, MaTepuani 1 NepCcoHan B yUpexaeHreTo 3a NoBTopHa 06paboTka, v ye
NoCTWra enaHvA pesyntat. ToBa WU3KCKBa BanManpaHe 1 PyTUHHO HabniogeHvie Ha npoleca. Mo NoAobeH HaurH, BCAKO OTKNOHEHMe OT
CTpaHa Ha 06paboTBaLLMA OT AafeHNTe NPENOPbKY TPAOBA CbOTBETHO fja Ce OLIEHN 33 eDEKTUBHOCT U NOTEHLMASHM HEXENaHV NOCNeACTBUA.

XVMMWYHOTO KaueCTBO Ha BOAATa, 13M0oM3BaHa No Bpeme Ha NoBTOpHaTa 06paboTka, MoXe fja NoBansAe Bbpxy 6€30MacHOCTTa Ha U3AenneTo.
JleyebHuTe 3aBeaeHNA TpAOBA 4a M3MON3BAT NPENOPBUNTENHITE U3MCKBAHWA 33 KAYeCTBO Ha BOAATA 3a NOBTOPHa 06paboTKa Ha v3fenmeTo
B CbOTBETCTBYME C MECTHWTE yKasaHwA (kato AAMITIR 34, Boga 3a noBTOpHa 06paboTKa).

KoHTaKkT c npoussopurensa

3a fonbaHUTENHA VIHdJODMaLlMH Ce CBbpXKeTe C MeCTHWA TbProBCKM NpeacTaBuTeN Ha Synthes.
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CbBMeCTMMOCT Ha MaTepuanuTe Ha UHCTPYMEHTUTE U
mmnaaHTUTe Ha Synthes npu KnuHNyHa o6paboTKa

[Mo3HaBaHeTo Ha M3N0M3BaHNTE MaTEPUANN U TEXHUTE CBOMCTBA € OT OCHOBHA BaXXHOCT
3a TOBa fla Ce rapaHTMpa, 4ye NHCTPpyMeHTUTe ce O6pa6OTBaT M nogabpXat npasuiHoO.

Hepbxpaemn ctomann

VIHCTpymMeHTUTe Ha Synthes ce npowi3sexnaT NPeaMMHO OT CTOMaHW, YCTOWMUMBM Ha

KOpPO3WA, KOMTO MOraT fla Ce Pa3no3HaAT Mo TEXHUA TbCKaB WK MaToB MeTaneH LBAT. B

pe3ynTar OT BUCOKOTO VM CbAbPXKAHVE Ha XPOM W HUKEN, YCTOMUMBUTE Ha KOPO3MA

CTOMaHW 0bpa3yBaT NpeAnaseH OKCWAEH CIOW, M3BECTEH KaTo MacvBEeH CIIOW, BbpXy

MeTanHata NoBbPXHOCT. TO3K MacMBeH CIOW 3allMTaBa WHCTPYMEHTa OT KOpO3WA W

pbxaa. HenpasunHo unn HebpexHo OopaBeHe C NpoaykTa (Hamp. nospefda Ha

NOBBPXHOCTTA) 1 aTaku OT XMMUUHO, eNEKTPOXMMUUHO UM GU3MUHO eCTeCTBO, MOTaT fja

NOB/MAAT OTPULLATE/IHO BbPXY YCTONUYMBOCTTA Ha KOPO3WA.

/13non3BaHM ca ABa BMAA HEPBLXAAEMU CTOMaHW, AudepeHLMpaHM Bb3 OCHOBA Ha

CbCTaBa v CBOMCTBATa UM:

— MapTeH3nUTHUTE CTOMaHW, KOUTO Ca YCTOMUMBM Ha KOPO3WA 1 YWATO BUCOKa TBBPAOCT
MOXe Aa Ce NOBVAE v perynmpa Ypes TpeTvipaHe C TOMNHA, UMaT BUCOKa yCTONYMBOCT
Ha M3HOCBaHe M BWCOKa CTeMeH Ha 3arnassaHe Ha pexelwmsa pvb. Tesn cTomaHn ce
M3M03BaT 3a PEXELUM U 3a0CTPEHV UHCTPYMEHTH, Hanp. CBPeAeN, PUMMPALLN raBK,
wrna, bopepu Unn pexelu prooBe Ha KneLyy.

— AyCTEHWUTHWUTE CTOMaHK, KOUTO He MOraT Aa ce BTBBbPAAT Ypes TpeTupaHe C TOonanHa,
MMaT BWCOKa YCTOMUMBOCT Ha KOPO3WA, €NacTUYHOCT W AKOCT W MO MPUHLMN Ca
HEeMarHUTHW. Tesn CTOMaHu ce U3MNON3BaT 3a HepexeLly NHCTPYMEHTV, Hanp. BOAaun
3a CBPEAENV, U3MEPUTENN U HAaCOYBALLVW U3LenunA.

- Synthes npenopbusa Ae3VHPEKTaHTM, MOYMCTBALUM MNpenapaT Wnv AeTepreHTn C
pH 7-11 3a BCMUKM HepbKAaeMn CTOMaHW.

ANyMNHWUIA, TUTAH N HEroBUTE CNNaBuU

Tl KaTo aNyMUHUAT € NIeK MaTepuarn, TOW ce W3MNoN3Ba, HanpUMep, 3a rpaduyHN KyTuu,
APBAKKM Ha UHCTPYMEHTU W HAKOW [PYrK HacTU Ha WHCTPYMEHTU. ENekTpoxvmmyHo
TpeTupaHe Ha NMOBbPXHOCTTA (aHoAMpaHe, “Ematal” unu TBbPAO aHoAMpPaHe) Cb3zasa
YCTOMYMB OKCWAEH CNOV BbPXY anyMUHIA, KOVTO MOXe Aa Ce OLBETH.

TUTaHBT M TUTAHOBUTE CM/aBM Ce U3MOAM3BAT WIMPOKO KaTo MaTepuani 3a mnnanHTu. Mpu
VIHCTPYMEHTUTE TUTaHBT Ce M3M0M3Ba CaMo 3a ManKo NPUIOXKEHNA, OCHOBHO 3a LIBETOBO
KofvpaHe Ha MHCTpyMeHTUTe. MOBBbPXHOCTTa Ha TUTAHOBWTE CM/aBK CbLUO Ce TpeTnpa
€NeKTPOXMMMYHO (aHOAMPaHe), KaTo Ce Cb3faBa YCTOWUMB OKCMAEH croi. Kato ce
113M0M3Ba TO3M CNOK MOraT Aa Ce HaHecaT Pas3NNUHM LIBETHU HI0aHCU.

Bbnpekn ve aHoAMPaHWTe anyMVUHIIA, TUTaH VW HErOBWTE CM/aBy MaT 0Opa yCTOMUMBOCT
Ha KOPO3WA, KOHTAKTBT CbC CUTHO ankanHu jeTepreHTv vnv ie3nHeKTaHTU U pa3TBopy,
CbAbPKALLM MOA VAW HAKOWM METalHW COMM, MOXe fa [oBede A0 XMMWUHA aTaka v
pa3TBapAHe Ha NOBBPXHOCTTA B 3aBMCHMOCT OT CNeUnPUYHUA CbCTaB Ha AeTepreHTa.
ETo 3aL0 Synthes npenopbysa Ae3vHEKTaHTK, NOUMCTBaLLY NPenapaT UK AeTepreHTu
¢ pH 6-9,5. MpoayKT\ C No-BMCOKa CTOMHOCT Ha pH, ocobero Haa pH 11, TpAbea aa ce
13MON3BaT CaMO B CbOTBETCTBME C W3MCKBaHMATA 33 CbBMECTUMOCT Ha maTepuanute,
NocoyeH B cneLnuKaLnmnTe Um 1 Apyra MHGOPMaLMA OT NPOU3BOAWTENA Ha AeTEPreHTa.

Mnactmacu

3a onpefeneHu YacTu Ha UHCTPYMEHTUTE, Hamnp. APBKKY, PEHTTEHONPO3PayUHK YacTy, ce
13M0N3BaT Pa3HOOOPa3HW MNacTMack. B AoMbiHEHNE KbM UMCTUTE MAacTMacK, B HAKOM
Chlyyan ce U3Mon3BaT v KOMMO3UTHY MaTepuany, Hanp. NofacineHa C TbkaH GpeHonHa
CMona C ibPBECEH BIA 33 APBHKKM Ha OTBEPTKM, pacnaTopy, Pe3LM v T.H., U1 yCUNeHn ¢
BbINIePOAHM BNakHa NiacTMacK 3a HacouBalln pameHa. Bcuyku n3nonseaHy nnactmacu
MOraT fla M3fbpxaT npasuiHata obpaboTka. HAkou nnactmacy moxe fla oMeKHaT no
BpeMe Ha MapHa CTepunM3auva, HO He Mosy4yaBaT MOCTOAHHa Aedopmauna npu
HOPManHW CTepunm3alroHHn Temnepatypu nog 140 °C. U Bce nak mMaTepuantst Moxe fa
Ce NoBPeAW, HanNpyMep Ype3 MHOFOKPATHO NoTanAHe B e3MHOEKTaHTU M3BbH 0bXBaTa
Ha pH oT 4-9,5 1 upe3 npekomepHO HaToBapBaHe. OCBEH TOBa, HAKOW W3MNaKBalM
CpeAcTBa MoraT fla AoBefaT A0 NPOMAHA B LiBeTa WAV NOBYLWAaBaHe Ha KPeXKoCTTa Ha
nnacTMacuTe U KOMMO3UTUTE NPV MHOFOKPaTHa ynotpeba.

MpenopbunTenHu TemnepaTtypu U HMBa Ha pH

Matepuan Temnepatypa* pH
Hepbxaaema cTomaHa no 149 °C 7-11
AnyMUHWI no 150 °C 6-95
TuTaHOBK CNNasm no 150 °C 6-95
[Mnactmacn no 140 °C 4-95
HutHon no 149 °C 6-95

* [penopbunTenHute TemnepaTtypy Ha o6paboTka B3emaT npeaBwi CBOWCTBATa Ha
maTtepumannTe 1 BbTpewHo BannanpaH1Te napameTpu 3a obpaboTka.

MpnynHK 3a KOPO3NA N NPOMAHA NN NOBPEAa Ha NOBbPXHOCTTA
MOBBPXHOCTTa Ha MHCTPYMEHTUTE MOXe Aa Obje aTakyBaHa v NOBPeAeHa BCeACTBME
Ha HeNpaBwWIHO 6GOpPaBEeHe C TAX WM KOHTAKT C pasHoobpa3Hn BelyecTga. Mo3HaBaHeTo
Ha CNefHnTe Bb3MOXHM MPUUMHM 33 KOPO3WA W MoBpefa Ha MmaTepuana Moxe fja
NOMOTHe fa ce V3berHe Bb3HUKBAHETO UM.

Kp®bB, rHoi1, ceKpeTu 1 T.H.

[oBeyeTo YOBELWKM TEeNeCHM TEYHOCTU W OCTaTbUM CbAbPKAT XNOPHU NOHW, KOUTO
MoraT fla AOBe/aT [J0 KOPO3WA, ako Ce OCTaBAT Aa 3afienHar No MHCTPYMeHTa vnv Aa
3aCbxHaT BbpXy Hero 3a AbAru nepuoan oT speme. ClefoBaTENHO MHCTPYMEHTUTE
TpAbBa f1a ce NoYNCTBaT M NOACYLIaBaT He3abaBHO Cnef BCAKa ynoTpeba.

DuU3noNornyHn pasTBopm, NOAHN TUHKTYpPU, BoAa

XNopHUTE Y NOAHUTE MOHW B TE3W PA3TBOPY NPUUMHABAT KOPO3WA C 0OpasyBaHe Ha [ynKu.
[MoaabpXKanTe Ha MUHUMYM KOHTaKTa € Te3u NOHW. V3nnaksainTe WaTtenHo MHCTPYMEHTUTe
C [ecTunvpaHa Boaa* 3a OTCTPaHABaHe Ha BCUYKM OCTaTbLUM. HopmanHaTa ueliMaHa Boaa
YeCTO ChAbpKa ¥ XI0pUaAN, KaKTO 1 APYrA MAHEPaNK BbB BUCOKM KOHLEHTPALMKM, KOUTO
moraT fa obpasyBaT MeTHa C OCTPO OTrpaHMuyeHV pbboBe MO MOBBPXHOCTTA Ha
MHCTPYMeHTa. Te 0O6MKHOBEHO MOTraT [la Ce OTCTPAHAT C AeCTUAVPaHa Bofa® 1 HeabpasunsHu
MOYMCTBALLYM NpenapaTk 3a HepbXAaema CToOMaHa. Hkora He ocTaBAiTe MHCTPYMEHTUTe
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MOKPV 33 Ab/TbT NEPVOA; BYHAMM M1 NOACYLIaBalTe He3abaBHO. BNaHOCTTa BCIEACTBIE Ha
KOHOEH3aLuWA MO Bpeme Ha CTepunM3aums Moxe Aa ce u3berHe Upes yobixaBaHe Ha
(bazata Ha noacywasaHe.

* 3a pecTunupaHata BoAa ce npenopbysa NpoBoanMocT < 0,5 uS.

fleTepreHTu, AesnH$peKTaHTHN, U3NNAKBaLLM CPEACTBa U APYrY afuTBK
[pekaneHo BUCOKMTE KOHLEHTPALMM Ha Te3u NPOAYKTW VAW CUHO KACEAVMHHU WK
anKanHy feTepreHTy MoraT Aa aTakyBaT NpefnasHuA OKCUAEH C/I0M Ha HepbxAaemaTa
CTOMaHa, TWTaHa W anyMUHWA ¥ [a AOBEAAT A0 KOPO3MA, MPOMAHA B LBETa Unn Apyrv
MPOMEHV Ha MaTepuanuTe, CBOWCTBATa MM 1 YCNOBMATA Ha MOBBbPXHOCTTA. Korato
13Mon3BaTe TakMea NPOAYKTY, BUHArM Cnefgaite NpenopbK1Te Ha NPOU3BOAUTENA MO
OTHOWEHVEe Ha  KOHLEHTPaLWWTe, BPEMETO Ha KOHTaKT, Temneparypute W
CbBMECTMMOCTTa Ha MaTepuanuTte. Mpenopbysat ce NPOAYKTU C HKBa Ha pH mexay 7 v
95. Mo Bpeme Ha MHOTOKpaTHa W MPOABMKMTENHa YnoTpeba HAKOM W3Mnaksaly
CpeAcTBa MoraT Aia aTtakyBaT HAKOM NnacTMack 1 ja AoBefaT A0 NPOMAHA B LBeTa 1
MOBULIABAHE Ha KPEeXKOCTTa. AKO WHCTPYMEeHTWTe ce MOoYMCcTBaT B aBTOMAaTM3MpaH
yolwep-Ae3vHPeKTop, CNneasaiTe HacoKWTe Ha NPOW3BOAWTENUTE Ha  Yyollep-
nie3nHdeKTOPa, ieTePreHTHTe, U3NNakBalluTe CPeCcTBa U ApyruTe aanTMBL.

CTomaHeHa BbJ/iHa, CTOMaHeHM YeTKN, NUAn n apyrn abpasneHuU noYncream
VHCTPYMEHTH

Hwvkora He m3nonsgaiTe MHOTO GUHA MM HOPManHa CTOMaHeHa BbfiHA, CTOMAHEHM
YETKM, MUV UK APYTW NMOYNCTBALLM MHCTPYMEHTU C abpasvBeH edeKT Bbpxy MeTanute
33 NOUNCTBAHE Ha XUPYPTUYHUTE MHCTPYMEHTU, ThIA KaTo TOBA LLe JOBefe 1O MEXaHWUYHO
noBpex/jaHe Ha NacMBHMA COK, BOAEIKM 1O KOPO3UA 1 HapyweHa GyHKUWA.

KOHTaKT MeXAy MHCTPYMEHTH, HanpaBeH! OT PasNNYHN MeTann

AKO MHCTPYMEHTH OT HEpPbKAaema CTOMaHa Ce OCTaBAT B KOHTAKT 3a Ab/INW Nepuoawn ot
Bpeme C MHCTPYMEHTU C NOBpefeHa MOBbPXHOCT W €AHOBPEMEHHO Ce HaBNAXHAT C
enekTpoNnT, MoXe Aa ce obpasyBa pbkAa Ha MecTaTa Ha KOHTakT. [lapaTa, BojaTa,
pa3TBOPUTE 3a YNTPa3ByKOBO MOYMCTBAHE WM APYrv TEUHOCTU W Pa3TBOPU MoraT fia
[eCTBAT KaTo eNekTpoNnTY. TakmBa deHoMeHr ce HabnioaasaT NoHAKora no Bpeme Ha
aBTOMATV3MPaHO NoYMCTBaHe. KOPO3MOHHMTE MPOAYKTH, KOUTO Beue ca ce 0bpasyBany,
MOraT fia Ce NPEXBbPAAT 1 BbPXY APY MM MHCTPYMEHTY UPE3 eN1eKTPONMTUTE, 06pa3yBaliku
M0 TO3M HAYMH PBXAA MO NOBBPXHOCTTA. AKO € Bb3MOXHO, MHCTPYMEHTUTE, HanpaseHu
OT PasnnyHu MmaTepwany, TpAbBa fAa Ce MOYMCTBAT M CTEPUIM3MPAT OTAENHO.
CnenoBatenHoO MHCTPYMEHTW C KOPO3UA WAW PBbXAMBM MEeTHa Tpabsa BUHArM da ce
M3KMIOYBAT W MOAMEHAT C HEenospeaeHn. VIHCTpymeHTUTe TpAGBa Aa ce nouucTear 8
OTBOPEHO ¥ Pa3riobeHo CbCToAHME, 3a fAa Ce u3berHe He Camo HEAOCTaTbUHOTO
MOUNCTBaHE, HO M 06PA3yBaHETO Ha MYKHATMHW 1 pa3saxalla Kopo3us. [acuBHWAT CoM
B MpoLEenuTe WA OTBOPWTE Ha MOABWMXHWTE CBBP3BAHUA MOXe [a Ce MOBpPeau OT
XUMUYHO UM MEXaHNUHO Bb3AENCTBIE, BOAELLO A0 KOPO3WA.

HepoctatbyHo cMa3BaHe

[OABVKHMTE YacTW Ha WHCTPYMEHTMTE, Hanp. CBbP3BaHMA, Mb3raly ce uacTy,
pa3srnobaemn Bpb3KK C pe3ba 1 T.H, TpAGBa fa Ce CMa3BaT pefoBHO. oCToAHHaTa
MeTasHa abpasua yBenryasa NoBpexjaHeTo Ha NaCKBHYA CION 1 Taka NoByLWaBa CUHO
pucKa OT Kopo3ua. IMnnaHTuTe Ha Synthes He TpAbGBa Aa ce cma3Bar.

OCTaTbLM OT fleTEPreHT B ONaKOBbYHUTE Kbpnu

KbpruTe, 13n0N3BaHM 3a OMakoBaHe Ha M3[enuaTa 3a CTepunM3auns, He Tpabga fAa
CbAbPXKaT AeTepreHT unun Apyry ocTaTblUy. TakMBa OCTaTbLy MoraT fa ce NpexsbpiaT
BbPXY MOBBbPXHOCTTA Ha M34ENMETO upe3 Mnapata M MoraT Aa B3aUMOAEMCTBAT C
NOBbPXHOCTTA.

ﬂpeKaneHo HaToBapBaHe HAa NHCTPYMeHTUTe

MHCTD)/MGHTMTG Ca NPOeKTNPaHK Camo 3a KOHKpeTHa Len un Tpﬂ6Ba Aa ce n3non3eat B
CbOTBETCTBME C TOBa. HeﬂpanmHaTa yHOTpe6a MOXe [Oa fosefge OO MexaHW4HO
npetoBapsaHe, HapylweHa (byHKLLI/Iﬂ n TpaMHa nospena Ha NHCTPYMEHTUTE U TOBa Ha
CBOW pef NoBuLWaBa NOAATAMBOCTTa MM Ha KOPO3UA.

3abenexka 3a natekca
Tbll KaTo MHCTPYMeHTUTE Ha Synthes He CbAbpKaT HMKAKbB NaTekc, Te MoraT Aa ce
13M0on3BaT 6€30MacHO NPU NaLWEHTU C aneprua Kbm naTekc.

3a6enexkKa 3a cneyManHoOTO Macno Ha Synthes

CrneumnanHoTo Macno Ha Synthes € CUHTETUYHO Macs1o 1 € HETOKCMYHO. [TpenopbUnTENHO
€ UHCTPYMEHTHTE Ha Synthes fa ce cMa3BaT v MOoAABPXKAT Camo CbC CMeUManHoTO Macio
Ha Synthes.

NonpaBKa Ha MHCTpyMeHTUTE Ha Synthes n nopbuBaHe Ha
pe3epBHU YacTn

JledeKTH MHCTPYMEHTU MOraT Aa Ce M3npallaT 3a NompaBka Ha MECTHUA OTAen 3a
06cnyKBaHe Ha KnveHTW Ha Synthes. OTaensT 3a 06C/yXBaHe Ha KJAMEHTH Le OLeHN
[ann MHCTPYMEHTBT MOXKe fla Ce nonpasu. He 3abpasanTe fa BKlouyMTe KbM AePeKTHUA
MHCTPYMEHT Benexka 3a JOCTaBKa, KOATO CbAbpsKa CeaHaTa nHdopmaLmna:

- Appec Ha 6onHMLaTa, NMLE 33 KOHTAKT v TenedpoHeH Homep

- Homep Ha apTuKyn Ha fedeKTHUA MHCTPYMEHT, KOMTO Ce Bpbla

- OnwcaHvie Ha Nnpobnema

AKO M3Mpaliate enekTpUYeCK MHCTPYMEHTM 3a MOMpaska, MoraT Aa ce OoCUrypsaT
MaLLMHW NOJ Haem (ako ca Hanuue), KouTo Aa Bi No3BONAT Aa NPOABLIKMTE fa Ornepuparte.
KoHcynTupaite ce ¢ MeCTHUA OTAen 3a O6CAYKBaHE Ha KMMEHTW 3a UHpopmaLmA
OTHOCHO HafMYHOCTTA Ha MaLLMHI NOZ HaeM.

MecTHWAT oTAen 3a obCNyKBaHe Ha KAWEHTU MOXe Aa AOCTaBW Pe3epBHM YacTu 3a
AeGeKTH UK IMNCBALLM KOMMOHEHTU Ha NPOCTW MHCTPYMEHTH, CbCTaBEHM OT MHOTO
uacTu (Hamp. 3mepuTeny 3a 4bnboumrHa, pbkasy 3a Npobrisaxe). KoHcynTupaiite ce ¢
MECTHWA OTAEN 3a 0OCNYXBaHE Ha KNVEHTH 33 MHGOPMALMA OTHOCHO HaNMUHOCTTa Ha
pe3epBHM YacTy.
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MAeHTVId)I/IKaTOp 3a onacHoO BeLecTBo:

Tyk e nocoyeHa MHGOPMAUMA 33 apTUKYAWTE, YMIATO eTMKeT NoCoYBa HanMuMeTo Ha
OnacHo BellecTso (noseue ot 0,1 TernoseH NpoLeHT). Homeparta, nocoueHn noa cmBona
Ha eTMKeTa, yKa3BaT HaJMuMeTo Ha matepuanu, u3bpoeHn B Tabnuuata no-gony.
MHOXEeCTBO HOMEPa NMOKa3BaT, ue MMa Nnoseuye OT e1HO ONacHO BELLECTBO.

@ Hanuuyen matepmnan OcTaTbyeH puck

#
Kobant ToBa V3fenvie WA eAuH WKW NoBeue OT KOMMOHEHTUTE My CbAbpPXKaT CNIeAHOTO BelecTso, AeduHupaHo kato CMR 1B
CAS Homep 7440-48-4 B KOHUeHTpauma Haa 0,1 TernoseH NpoueHT. HacToAwmTe HayuHn AoKasaTenctsa NOAKPENAT TesaTa, Ye npovsseaeHuTe

1 EC Homep 231-158-0 OT KOBANT MeANUMHCKY V3LeNVA He NPUYMHABAT NOBULIEH PUCK OT PaK UM HEXeNaHW PENPOLYKTUBHY edeKTU.
[MbyTUNTUH Annaypat ToBa M3fenvie WA eAuH WKW NoBeue OT KOMMOHEHTUTE My CbAbpPKaT CNIeAHOTO BelecTso, AeduHupaHo kato CMR 1B
CAS Homep 77-58-7 B KOHUeHTpauma Hag 0,1 TernoseH npoueHT. 3a nosede uHPopmauma nocetete yebcaita Ha ECHA Ha appec

2 EC Homep 201-039-8 https://echa.europa.eu.
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0O6sACHeHne Ha CcMMBONINTE

PedepeHTeH Homep

4|

CepvieH Homep

YnbAHOMOLLEH NpeacTasuTen

g 2008-12

CpokK Ha rogHocT

STERILE

CrepunHo

StenLER

CTepramanpaHo C eTUNEHOB OKCUZ

SEIED

CrepunusmnpaHo ¢ obnbyBaHe

2

[la He ce n3non3ea NOBTOPHO

®

[la He ce cTepun3vpa NoBTOPHO

®

=]

a He Ce 1M3MNO0JI3Ba, KOraTto ONakoBKata e nospefeHa

F

Cbm:pmaHme VNN Hann4yne Ha eCTeCTBeH Kay4yKOoB flaTekc

SSt TiCP

Matepuan Hepbxaaema cTomMaHa YncT TutaH

TAN
(Ti6AI7Nb)

Matepuan Cnnas OT TWTaH, anyMUHWIA 1 HNOOWIA

TAV
(Ti6AI4V)

Matepwvian Cnnas OT TWTaH, aNyMUHWIA 1 BaHaguM
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LOT

Homep Ha napTnaa

o

MpowvzsoanTen

[laTa Ha Npor3BOACTBO

Hectepunto

Cce

Esponelicko cvoteeTcTBME

A\

BHUMaHVe, BVXKTe MHCTPYKUMMTE 33 ynoTpeba

%
S
=

3¢

TemnepaTypeH NHANKaTop

X

OrpaHuueHyie 3a TemnepaTypa

A

[lonHa rpaHuUa Ha Temnepatypata

'

[opHa rpaHuLa Ha Temneparypara

e
T~
2D

[la ce na3u oT cibHYEBa CBET/IMHA

HoTndnumnpan opraH

(13

HanpaseTe cnpagka B MHCTPYKLMNTe 33 ynoTtpeba
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MH,DVIKaTOp 3a cTepunmsauna
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[la ce nasu Ha Cyxo MACTO
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CbemecTmvo ¢ MP npw onpefenenun ycnoswua

)

HebesonacHo 3a MP

MeanumHcko nsnenve

L

= =2
EE
S |m
S
B

[lBoiiHa cTepunHa bapriepHa cnuctema

By

CbabpaHue Ha onakoBKaTa

G

Cbabpra onacHo BelecTso

P!

3a MHOroKpaTHa ynoTpeba npwv efnH nauveHT

(SN

9

EnvHmuHa cTepuiHa baprepHa crcTema

Cb/:l'bp}Ka neKkapCTBeHoO BelecTso

Synthes GmbH
Eimattstrasse 3

4436 Oberdorf

Switzerland

Tel: +41 61 965 61 11
www.jnjmedicaldevices.com
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