Tl Instruments ca npeaHasHayeHM 3a
XUPYPru4HM npoueaypvu 3a NoCTaBAHE Ha
3bOHM wMMNNaHTH, KouTo TpsAbGBa pa ce
M3BbpLUBAT oT KBanudpuumpaHm
cneunanuctu. Ms3nonsBa ce HAYUMHBT Ha
M3nonsBaHe Ha nNpoAyKTa U XUPYPruyHuTe
TeXHUKU ca MNpUCHbLM Ha OOy4YeHMeTo Ha
cneuvanucta. Ynotpebata Ha npoaykrta
TpsAbBa Aa ce U3BbLPLUBA B XMPYpPruvHa cpena
M Npu ycrnoBusi, NOAXOAsALIM 3a 34paBeTo U
Oe3onacHOCTTa Ha nauueHTa.

OMUCAHUE HA NPOOYKTA

Tl Instruments ce npousBexaaT OT TUTaH Knac 5 1 ca npegHasHa4yeHn ga ce U3nonasaT Npu xopa
3a nognomMaraHe Ha MNOCTABSAHETO Ha MMMMAAHTU W OPYrM XUPYPryUYHW npouenypu cnepg
NnoaxoAsaLLM CTOMaTONOrMYHN TEXHUKM.

NOKA3AHUA 3A YIIOTPEBA

Xupypruyeckn Knewm: Msnonssa ce 3a ynecHsiBaHe Ha OOpaBEHETO C KOMMOHEHTU M
UMNNaHTK NpY XMpypruyHaTta npoueaypa.

NPEOHA3HAYEHUWE U NPUHUWN HA OEUCTBUE

TI Instruments 6a3unpa npuHuMna cn Ha paboTa Ha MexaHW4YHO AencTBMe. BCMYKM MHCTPYMEHTM
ca nokasaHu 3a MOCTaBsHE Ha UMNNaHTU K1 TpsabBa ga ce M3Non3BaT CblNacHO NOAXOASALM
CTOMATONOMMYHUN TEXHUKN.

KAK A U3MOJIBBATE UHCTPYMEHTA

1. OTBOpeTe opurnHanHata onakoBka 1 U3BageTe UHCTPYMEHTA.
MNpean nbpBaTta ynotpeba wnu cnep kato ce U3NOM3Ba Mpu XMPYPruYHW Npoueaypu,
u3BbpLleTe npouedypuTe 3a NoYMCTBaHe WM CTepunusauus, CbabpXaliM ce B Tasu
WHCTPYKUMA 3a ynoTtpeba.

3. Cnep ctepunusaums MHCTPYMEHTBT We 6bae rotos 3a ynotpeba.

A\ BHUMAHUE

Tl Instruments ca npegHasHayeHu 3a cneunanuavpaHu npouenypu, kouto TpsibBa ga ce
M3BbpLUBAT OT KBanMuUMpaHM cneumanucti no umnnadHtonorus. Ynotpebata Ha npoaykra
TpsibBa ga ce M3BbPLUBA B XMPYprudHa cpega u npu nogxodsiyn ycnosus 3a 34paBeTo U
6e3onacHoCTTa Ha NauMeHTa.
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NPEOMNA3HU MEPKU

Tl Instruments n3nckBa cneumanuapaHn XMpypruyHn npoueaypu, Tpsdsa ga ce n3nonssa caMmo
OT KBanUMUUUPaAHW [eHTanHW XWUpYp3W, BKMKOYUTENHO: AMarHocTuKa, npeaonepaTMBHO
nnaHupaHe 1 XMpypruydeH NpoTokon. MianonssaHeTo Ha npoaykTa 6e3 no3HaBaHe Ha NpaBUHUTE
TEXHUKA U/MNN Npoueaypu U Hemnoaxoasiy YCroBUS MOXe Aa BIOWW KpalHus pesynTaTt oT
neyYyeHneTo 1 NaumeHTa, KOeTo Aa AoBeAe A0 HEe3a40BONUTENHMN pe3ynTaTt. He nenete eTukeTu,
He 3anenBaiTe C TUKCO, He MULLETE N He pasrpaHMYaBanTe NOBbPXHOCTTA Ha NpoaykKTa.

NMPEMNOPBHKU

Mpeon pa wusnonseate Tl Instruments, cneunanucTbT TpsbBa ga ro crepunusanpa B
CbOTBETCTBME C MNPENoOpbKATE, CbAbpXalyM Cce B TasuM WHCTPyKuMst 3a ynotpeba.
MpenopbuntenHo e cneq ynotpeba KOMNNEKTbT M HEroBUTE KOMMOHEHTW Aa ce U3MUSAT U
cTepunuauvpar BegHara.

NPOTUBOMOKA3AHUA

Tl Instruments HAMa NpoTMBOMNOKAa3aHUs, CTUra HEroBMUTE NMPENOPBLKM Aa Ce crneasat NpaBuITHO
M oa ce M3nonseaTt oT creuvanvavpaH npogecnoHanuncT, KOWTO We OTroBapsl 3a NpaBUHOTO
nnaHupaHe Ha Xxupypruyeckarta npoieaypa, B KOSTO Le ce U3MOoNn3BaT MHCTPYMEHTUTE.

CTPAHUYHU EDPEKTU

Tl Instruments ce u3non3ea 3a noAnomMaraHe Ha WHCTaNMpPaHETO Ha WMMMaHTa, Taka 4e
HebnaronpusiTHM edpeKTn e Bb3HMKHAT caMo ako M360opbT HA MHCTPYMEHT € Hernoaxoasi,.

NPEOYNPEXOEHUE

He w3nonseanTe WHCTPYMEHTa, ako 3abenexuTe NyKHaTUHW, WM3HOCBAHE WNM neTtHa oT
okucnsBaHe/koposms. ToBa Moxe ga npuyunHM npobnemn B paboTata Ha MHCTPYMEHTUTE.
Bcuukn enemeHT moraT fa nposiBiBaT €CTECTBEHO U3HOCBAaHE U TpsibBa Aa 6baaT 3ameHeHw,
KoraTo npodeCUoHannCTbT yCTaHOBM 3aryba Ha npunaraHe unm TOYHOCT Ha Te3u NPOAYKTU, Thi
KaTo Te MoraT fa nonpeyart Ha KpalHusa pesynTtaTt oT paboTara.

NPOCINEOABAHE

Beunukn npoayktn Ha S.I.N. nmaTt nocnegosaTtenHu naptTuam, KOMTo No3BonseaT Npocneammoct,
KaTo Nno TO3M Ha4yMH HacbpyaBaT no-ronsiMa 6e3onacHoOCT 3a NpPodecHMoHanuUCTUTe,
KBanuduuupaHu 3a npouenyparta. Ypes To3u napTnaeH HoMep € Bb3MOXHO [a ce 3Hae udnarta
NCTOPMS Ha NPOoAYKTa OT NPOU3BOACTBEHUSA NPOLEC A0 MOMEHTA Ha Pa3npoCTpaHeHMe.
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CbXPAHEHUE

TI Instruments TpsiGBa Aa ce cbxpaHsaBa Ha XNlagHO U CyXo MACTO Npu Temnepatypa oT 15°C go
35°C u 3aliMTEHO OT MNpsika CIbHYEBA CBETNIMHA B OpUrMHanHaTa MM HEOTBOPEHA OMakoBKa u
He TpsibBa ga ce nospexaa.

OBPABOTKA

Cnepg kato 6bgaT cTepunuanpaHin, MHCTPyMeHTUTe TpsibBa Aa ce obpaboTeaT B CTEpUIHa cpeda
OT Noaxoasilo obrneyeHn cneunanucTi 1 B nogxoasawo obnekno no Bpeme Ha onepaumsita 3a
nocTaBsiHe Ha UMNNAHTW. [JpackoTUHM UM NPOPE3N Ha MHCTPYMeHTUTe Tpsbea Aa ce usbarear,
TbW KaTo TakmBa hakTopu MoraT fa yBenMyaTt Bb3MOXXHOCTTa 3a KOPO3Wsi Ha NPOAYKTUTE.

U3IXBBPINAHE HA MATEPUAII

|/|3XB'pr'IFIHeTO Ha mMatepuanum Tpﬂ6Ba Aa oTroBapa Ha MeCTHUTe OOMHNYHK pa3nopen6m n
npUNoOXNMMnTe MEeCTHM 3aKOHN.

TPAHCMOPT

Tl Instruments TpsibBa ga ce TpaHcnopTupa agekeaTHO, 3a ga ce msberHe nagaHe M ga ce
CbXxpaHsiBa Npu MakcumanHa Temnepatypa oT 35°C, 3awuTeH OT TonnuHa W Bhara.
TpaHcnopTupaHeTo TpsAbBa Aa ce U3BbpLLBA B OpUrMHanHata My onakoBka.

AOMBIAHUTENHA NHPOPMALIUA

MpoaykT 3a MHorokpaTtHa ynotpeba. EkcknysmBHO 3a cTomaTtonornyHa ynotpeba. Paspeluena e
noBTOpHa obpaboTka. BuxTe ycnoBusita 3a Nno4nCcTBaHe 1 CTepunm3aums, CbabpXallim ce B Tasm
MHCTPYKUMS 3a ynoTpeba. Bcekn cepnoseH MHUMOEHT, Bb3HWKHAI BbB BPb3Ka C YCTPOWCTBOTO,
Tpsbea Aa 6bae AoknagBaH Ha NPOM3BOAMTENS U KOMNETEHTHUSA OpraH Ha cTpaHaTa, B KOATO €
yCTaHOBEeH 3b0onekapst u/unu nauneHTbT. AKO MMaTe HyxXaa OT nevaTHaTa Bepcus Ha Taswu
MHCTPYKUMSt 3a nonssBaHe, 06e3 HukakBM pas3xogn, Mons 3asBete Mo MMeWn Ao
sin@sinimplantsystem.com unu ce obagete Ha 0800 770 8290 we nonyuyute OO 7-OHEBEH
KaneHgap.

UHCTPYKLWK 3A NOYUCTBAHE

1. lMpuroTBeTe €eH3MMHUS npenapaT Ccrnopes MpPenopbkuTe Ha NpPou3BOAUTENS Ha
npenapara.

2. [loToneTe BCMYKM YaCTW Ha NpoAyKTa B MPUroTBEHMSI pa3TBOP Ha npenapaTta 1 ocTaBeTe
3a 5 muHyTU. Crie ToBa, KaTo M3Mon3BaTe YeTka C MEK KOCbM, M3TbpKalTe napyetaTa
3a NMoHe 2 MMWHYTW, OOKaTO OopraHuyHaTa MaTepusi 6bAe Hamb/HO OTCTpaHeHa oT
npoaykTuTe.

3. OTcTpaHeTe YyacTuTe OT pa3TBOpa Ha Mpenapara v u3nnakHeTe nof Tevalla Bofa 3a 1
MUHYTa, AOKaTO ocTaTbuuUTe GbAaT Hamb/HO OTCTPaHeHW. MMoBTOpeTe M3NiakBaHETO
oLle ABa MbTHU.
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BuayanHo npoBepeTe BCsKa 4YacT, 3a Aa NMpoOBepuTe 3a ocTaTbUM OT mpoueca wunu
opraHu4HM ocTaTbLUM OT ynoTpebarta Ha NpoaykTa.

5. AKo ce NOTBbpAM HanNMYMETO Ha OCTaTbLM BbpXy NPOAYKTa, MOBTOPETE npoueca Ha
noyYncTBaHe, 4oKaTo ocTaTbunTe 6bAaT HAMbIIHO OTCTPAHEHU.

6. lNMopcyweTte Cc Meka, YMCTa, Cyxa XapTust UNu Kbpna 3a eaHokpaTHa ynoTtpeba.

7. TllpucTbneTe KbM npoueca Ha cTepunmsauus.

NMPENOPBKU

a. Hocete nogxogsiwo obnekno (pbkaBuUKW, Macky, oumna, warnku n gp.).

b. 3ano4HeTe NnouncTBaHeTO BeAHara crnea xupypruyecka ynortpebda.

C. Hukora He ocTaBanTe MHCTPYMEHTa Aa U3CbXHEe, CbAbpXKall, OpraHnYyHN ocTaTbuM cneq
Xupypruyecka ynotpeba.

d. Hwukora He ocTaBsiiTe MHCTPyMEHTa Aa U3CbXHE eCTECTBEHO crnea noYncTeaHe.

e. Hwukora He mn3nonseanTe PU3NONMOTMYHN Pa3TBOPKU, OCOBEHO HATPUEB XUMOXIIOPUT U
dusnonornyeH pasTeop, Ae3VH(EeKTaHTW, BOAOPOAEH MNEPOKCUMA WM ankoxon 3a
NOYUCTBAHE UIM M3NNAaKBaHEe Ha XMPYPruyeckn MHCTPYMEHTU U KOMMSEKTH.

f.  Hukora He nanonaeanTe CTOMaHeHN Criamku unm reom n abpasmeHn NpoaykTu, 3a ga He
noBpeauTe NHCTPYMEHTUTE.

g. He HaTpynBanTe MHCTPYMEHTU B roniemMun KonmMyecTBa eauH BbpXy Apyr, 3a Aa usberHete
aedopmaums Ha No-Marnkm n genukaTHN nap4yeTa.

CTEPUITNU3ALINA

MpoayKT 3a MHOrokpaTHa ynotpeba un ce gocTaBs HecTepuneH n Tpsabea ga 6bae NoYMcTeH m
cTepunuaupaH npegu ynotpeba.

1.

I/IscyLueTe BCUYKN MHCTPYMEHTU Npedn unKblia Ha ctepunm3auma ¢ napa.

2. WNanonaBanTe onakoBka, CbBMECTUMA C NpoLieca Ha napHa ctepunmsaumsi.

3. CrepunusmpanTte ¢ napa B uuknm ot 121°C npu Handarade 1 ATM 3a 30 MuHyT1 unum npu
134°C npwu HanaraHe 2 ATM 3a 20 muHyTn. OcTaBeTe Aa n3cbxHe 3a 30 MUHYTW.

4. BuHaru nocrtaBganTe KyTUATa B aBTOKMNaBa BbpXy paBHa MOBBLPXHOCT W Janeye oOT
CTEHUTE Ha YCTPOWUCTBOTO.

5. Hukora He npunokpuBanTe 06eKkT! nnu Aopv Apyru crny4vaw.

NPEMOPBKU

a. CrepuwnusnpanTe B AeHS Npean Uin B AeHs Ha npoueaypaTa.

b. He ce npenopbyBa XxvmMuyecka cTepunusaums, TbW KaTo HAKOW NPOAYKTM moraT na
NpUYMHAT obes3uBeTsBaHe 1 noBpeaa Ha KyTuaTa.

c. He usnonssante temnepatypu Hag 60°C 3a cylleHe Ha NpoayKTw.

d. Hwukora He nsnonssanTe NeLwm CbC cyxa TOMMMHa 3a CTepUnNU3npaHe Ha UHCTPYMEHTU U

komnnektu S.I.N.
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XUBOT

Tl Instruments Moxe ga ce M3nNon3Ba KakTo No-4osy B 3aBUCMMOCT OT NpaBuiHOTO BGopaBeHe,
NOYUCTBaHE M CTepUnm3aums.

Xupypruyecku Knewm: Msnonsearte go 250 nbTu.
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NAO ESTERIL NON-ESTERILE HE CTEPUNEH

[T Sousumaras CONSULT INSTRUCTIONS priseitiedliey e
INSTRUGOES DE USO FOR USE it

C€ MARCAGAO CE CE MARK CE MAPKA
MANTENHA SECO KEEP DRY MAGETE CYXV

MANTENHA AO ABRIGO DO
SOL

KEEP AWAY FROM SUNLIGHT

MA3ETE oT
CBETJIMHA

CITbHYEBA

NAO UTILIZAR SE A

DO NOT USE IF PACKAGE IS HE  W3MOM3BAMTE,  AKO
@ EMBALAGEM ESTIVER DAMAGED OMAKOBKATA E MOBPE[IEHA
VIOLADA
A ATENCAO CAUTION NPELMA3NMBOCT
REPRESENTANTE AUTHORIZED YIBHHOMOLLEH
EU |REP| AUTORIZADO NA  REPRESENTATIVE IN THE MPENCTABVTEN B
COMUNIDADE EUROPEIA EUROPEAN COMMUNITY EBPOMEMCKA OBLIHOCT
) 4 LIMITE DE TEMPERATURA TEMPERATURE LIMIT TEMMEPATYPHA FPAHMLIA
15~/
ATENCAO: A LEI FEDERAL , BHUMAHVE:  GELAEPANHVSAT
(EUA) LIMITA A VENDA géglggfg?ﬁg“b'é@%é“?g 3AKOH (CALL) OFPAHWYABA
Rx onl DESTE DISPOSITIVOPOROU  ReoTRicTS THIS DEVICE 'TO mpopaxGATA’ HA  TOBA
y YCTPOMCTBO OT WM MO

POR ORDEM DE UM
PROFISSIONAL DE SAUDE

OF A LICENSED HEALTHCARE
PRACTITIONER.

MOPBYKA HA TJMLIEH3VPAH

LICENCIADO. MEOVLINHCKWM CMEUNANNCT.
FABRICANTE MANUFACTURER NPON3BOANTEN
DATA DE FABRICAGAO DATE OF MANUFACTURE OATA HA TTPOM3BOACTBO

CODIGO DE REFERENCIA

REFERENCE CODE

PE®EPEHTEH KO

DISPOSITIVO MEDICO

MEDICAL DEVICE

MEOVUNHCKO U3JENUE

IDENTIFICADOR UNICO DO

UNIQUE DEVICE IDENTIFIER

YHUKANIEH WOEHTUOUKATOP

uDI DISPOSITIVO HA YCTPOMCTBOTO
% IMPORTADOR IMPORTER BHOCUTEN

<

Pﬁﬁ DISTRIBUIDOR DESTRIBUTOR OVCTPUBYTOP

PAIS DE FABRICACAO COUNTRY OF MANUFACTURE ~ CTPAHA MPOW3BOAUTEN
LOT LOTE BATCH CODE NAPTUOEH KOO

EMBALAGEM RECICLAVEL

O
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NMPOU3BOOUTEN
S.LLN. Implant System LTDA.
CNPJ: 04.298.106/0001-74

Rua Soldado Ocimar Guimaraes da Silva, 421 - Vila Rio Branco

CEP: 03348-060 - S0 Paulo - SP - Brasil

EU |REP

OBELIS S.A. c E
Bd. Général Wahis 53

1030 Brussels, Belgium

NMPO®ECUOHAITHU YCIYTU
0800 770 8290 +55 (11) 2169-3000
www.sinimplantsystem.com

e-mail: sin@sinimplantsystem.com

TEXHUWYECKWU OTITOBOPEH
Alessio Di Risio
CREA-SP: 5061207169

NPOAYKT
Tl Instruments
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