U UHCTPYMEHTWU
@ s.IN.

Instruments ca npegHasHayeHU 3a
cneuvanusupaHu npoueaypu, KouTo

TpsibBa pQOa ce  wu3BbpwBaAT  OT ‘
KBanuduumupaHu cneuunanucTu.

HauMHbLT Ha u3nonsBaHe Ha NpoAykKTa U

XUPYPru4yHUTE TEXHUKUA Ca NPUCHLLUN Ha
obyueHuneTo Ha cneumwanucra.
MpoaykTbLT TpAGBa Aa ce M3BLPLIBA B
XUpypruyHa cpega v npu noaxoasium

ycnoBusa 3a 3gpaBeTo U 6e3onacHocTTa
Ha naygueHTa.

OMUCAHUE HA NMPOAOYKTA

Instruments OT BMCOKOSAKOCTHa HepbXOaema CTOMaHa, npegHa3HadyeHa 3a nogrnomaraHe Ha
NnoCTaBAHETO Ha UMMNMAHTU, KOMMOHEHTU, nNnacCtuHU WU Opyrn XUpyprudHun npouenypun cnen
noaxogdwm CToMmaToNIorM4YHnN TEXHUKN.

NOKA3AHUA 3A YIIOTPEBA

Instruments ce npenopbvyBa 3a nognomMmaraHe Ha noctaBAHETO Ha MMMIaHTU, KOMMOHEHTUN "
Apyrn XxmpyprndHm npouenypu B CbOTBETCTBUE C NOAXOAALLNTE CTOMATONMOMMYHN TEXHUKN.

¢I/IKcaTOp: Te nomarat npu MHCTanMpaHeTo Ui OTCTpaHABaHETO Ha KOMMNOHEHTU U UMINITAHTU.

NPEOHA3HAYEHUE U NPUHUWN HA OEUCTBUE

Bcuykn geHTanHuM MHCTPYMEHTUM Ce OCHOBaBaT Ha MEXaHW4HM MPUHUMNKM Ha npedaBaHe Ha
MOLLIHOCTTa, 33 aKTUBUpPaHe Ha BTOPUYHU eneMeHTU (KaTo apaiiBep).

KAK A U3MOJIBBATE UHCTPYMEHTA

-

OTBOpeTe opurnHanHaTa onakoBKa 1 n3BageTe NHCTPYMEHTA.

2. lNpegn nbpBaTta ynotpeba wnu crneg kaTto ce M3Non3Ba Npy XMPYPrudHuM Npoueaypw,
M3BbpLUETE MpouedypuTe 3a NMOYMCTBAHE U CTepunM3auusi, CbabpXalm ce B Tasu
WHCTPYKUMA 3a ynoTpeba.

3. Cnep ctepunusaumnsa MHCTPYMEHTBT LWwe 6bae rotos 3a ynotpeba.

A BHUMAHUE

Instruments ca npegHasHayeHn 3a cneumanuavMpaHu npoueaypu, Kouto TpsibBa Oa ce
M3BbPLUBAT OT KBaAnNUUUMPaHU cneumanuctu no umnnaHtonorus. Ynotpebarta Ha npoaykTa
TpsbBa Oa ce M3BbLPLUBA B XMPypruyHa cpeda v Npu NoaxoAsiy YCroBUS 3a 30paBeTo U
B6e3onacHoCcTTa Ha naumeHTa.
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NPEOMNA3HU MEPKU

Instruments nsunckea cneunanuanpaH XMpypruyHu npoueaypu, Tpsioea aa ce manornssa camo
OT KBanUMUUPaHW [EHTanHW XUPYp3W, BKMHOYUTENHO: AMarHocTuka, MpeaonepaTMBHO
nnaHupaHe 1 XMpypruydeH NpoTokon. MianonssaHeTo Ha npoaykTa 6e3 no3HaBaHe Ha NpPaBUHUTE
TEXHUKM U/MNN Npoueaypu U Hemnoaxoasiy YCroBUS MOXEe Aa BIOWW KpalHus pesynTaTt oT
neyYyeHneTo 1 NaumeHTa, KOeTo Aa AoBeAe A0 HE3a40BONUTENHMN pe3ynTaT. He nenete eTukeTy,
He 3anenBaiTe C TUKCO, He MULLETE N He pasrpaHMYaBanTe NOBbPXHOCTTA Ha NpoaykKTa.

NPEMNOPBHKH

Mpean aa nanonseate Instruments, cneunanucTsbT TPSIGBa Aa ro cTepunManpa B CbOTBETCTBUE
C NpenopbKUTe, CbObpPXKaluyM ce B Ta3n MHCTPyKUMs 3a ynoTtpeba. lNpenopbuntenHo e cneq
ynotpeba KOMNNEeKTbT U HEroBUTE KOMMOHEHTU Aa Ce U3MUAT U CTepunuanpaTt BeaHara.

NMPOTUBOMOKASAHUA

Instruments HSIMa NpoTMBOMOKAa3aHMs, CTUra HEroBUTE NPENOPbKU Aa ce crieasaT NpaBuiiHO U
[Aa ce uM3nonseaT oT creuuanuanpaH npodecuoHanucT, KOWTO LWe OTroBapsl 3a NpaBUITHOTO
nnaHuMpaHe Ha XMpyprudeckaTa npoienypa, B KOATO Lie Ce U3MNON3BaT MHCTPYMEHTUTE.

CTPAHUYHU EDEKTU

Instruments ce wn3non3ea 3a nognomaraHe Ha MHCTaMpaHeTo Ha WMNNaHTa, Taka 4Ye
He6J'IaFOI'IpI/IFlTHVI e(beKTI/I e Bb3HUKHAT CaMO aKo |/|360pr Ha MHCTPYMEHT € HenoaxoasL.

NPEAYNPEXOEHUE

He wusnonseaiiTe WHCTPyMeHTa, ako 3abenexuTe MyKHaTUHW, W3HOCBaHe Wnu neTHa oT
okucnsisaHe/kopo3usi. ToBa Moxe Aa NpuYMHM nNpobnemu B paboTata Ha WHCTPYMEHTUTE.
Bcuyku enemeHTn MoraT aa nposiBABaT eCTeCTBEHO M3HOCBaHe M TpsibBa Aa 6baaT 3amMeHeH!,
KoraTo NPOeCMOHaNUCTBLT YCTaHOBM 3aryba Ha NpunsraHe Unm TOYHOCT Ha Te3u NPOoayKTH, Thit
KaTo Te mMoraT Aa nonpeyar Ha KpalHusi pesynTar oT paboTara.

NMPOCNEOABAHE

Bcuuku npoayktn Ha S.I.N. umaT nocnegoBaTenHu napTuan, KOUTO No3BoNaBaT NPocneanMocT,
KaTo MO TO3M HauMH HacbpyaBaT no-ronama 6Ge3onacHocT 3a NPodEeCcUoHanuCTUTe,
KBanuduumpaHu 3a npoueaypaTta. YUpes To3m napTuaeH HoMep e Bb3MOXHO [a ce 3Hae usnaTta
MCTOPMS Ha NpoAyKTa OT NPOM3BOACTBEHUS NMPOLEC A0 MOMEHTA Ha pasnpocTpaHeHUe.

CbXPAHEHUE

Instruments TpsibBa ga ce CbxpaHsBa Ha XNagHO M CyxO MSCTO npu Temnepatypa ot 15°C go
35°C 1 3awwmTeHo OT Npsika CNbHYEBa CBET/IMHA B OpUrMHanHaTa UM HEOTBOPEHA OMakoBKa U
He TpsibBa Aa ce noBpexaa.
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OBPABOTKA

Cnep kaTo 6baat ctepunmampann, UHCTPyMeHTUTe TpsibBa fa ce obpaboTeaT B cTepunHa cpena
OT noaxoasilo obreyeHn cneunanucTi 1 B noaxoaswo obnekno no BpemMe Ha onepauusita 3a
NocTaBsiHE Ha UMMMaHTW. [JpackoTUHU UK NPOPEe3n Ha MHCTPYMEHTUTE TpsiOBa Aa ce n3bsArear,
TbW KaTo TakMBa hakTopu MoraT fa yBenmyaTt Bb3MOXXHOCTTa 3a KOpO3nsi Ha NPOAYKTUTE.

U3IXBBPNAHE HA MATEPUAI

M3xBbpnaHETO Ha matepuanun TpsibBa ga OTroBapsa Ha MeCcTHUTe OONHW4YHM pasnopendu n
NPUNOXUMNTE MECTHU 3aKOHMW.

TPAHCNOPT

Instruments TpsGBa Oa ce TpaHcnopTupa ageksaTHO, 3a Aa ce u3berHe nagaHe U ga ce
CbXpaHsiBa MpuW MakcumanHa Temnepatypa ot 35°C, sawuteH OT TOMMMHA M BRara.
TpaHcnopTupaHeTo TpsAGBa Aa ce U3BbPLUBA B OpUrMHanHaTa My onakoBka.

AOMBAHUTENHA NHPOPMALIUA

MpoaykT 3a MHOrokpaTHa ynotpeba. Ekckny3mBHO 3a cTomaTornormyHa ynotpeba. PaspelleHa e
noBTopHa o6paboTka. BuxTe ycnosumaTa 3a nounmcTBaHe 1 cTepunusaumsi, CbabpKallm ce B Ta3n
WHCTPYKUMs 3a ynoTpeba. Bcekn ceprmoseH MHUMAEHT, Bb3HMKHA BbB Bpb3Kka C YCTPOUCTBOTO,
TpabBa aa 6bae goknagsaH Ha NPOM3BOAUTENS U KOMNETEHTHUSA OpraH Ha CTpaHaTa, B KOATO €
yCTaHOBEH 3bbonekapat n/vnn naumeHTbT. AKO MMaTe Hyxaa OT neyaTHaTa Bepcus Ha Tasu
WHCTPYKUMS 3a nonsBaHe, ©0e3 HWMKakBM pas3xoaun, Mons 3asBeTe no  umenn ao
sin@sinimplantsystem.com nnun ce obagete Ha 0800 770 8290 we nonyunte Ao 7-OHEBEH
KaneHaap.

UHCTPYKLWK 3A NOYUCTBAHE

1. [lpuroTBeTe eH3MMHUA NpenapaT Ccnopes MpPenopbKUTE Ha NpPou3BOaUTENS Ha
npenapara.

2. lloToneTe BCMYKKM YacTu Ha NPOAYKTa B NPUrOTBEHUS pa3TBOP Ha npenaparta n octaBeTe
3a 5 muHyTK. Cnepg ToBa, KaTo U3Non3BaTe YeTka C MEK KOCbM, U3TbpKanTe napyerara
3a MOHe 2 MWHYTW, OOKaTO opraHuMyHata maTtepus 6bae HanmbMHO OTCTpaHeHa oOT
NpoayKTuTE.

3. OrTcTpaHeTe yacTuTe OT pa3TBOpa Ha npenaparta u u3nnakHeTe nog Tevawa Boga 3a 1
MUHYTa, JOKaTO ocTaTbuuTe ObAaT HanbMHO OTCTpaHeHu. [MoBTopeTe M3nnakBaHETO
owle ABa NbTu.

4. BwusyanHo npoBepeTe BCsiKa 4acT, 3a [a NpoBepuTe 3a OocTaTbuUM OT npoueca unv
OpraHuMYyHKM ocTaTbum OT ynoTpebarta Ha npoaykTa.

5. AKO ce NOTBbPAM HaNUUMETO Ha OCTaTbUM BbPXY NPoAyKTa, NOBTOpPETe Mnpoueca Ha
noymMcTBaHe, 4OKaToO ocTaTbumTe 6bAAT HAMbBHO OTCTPAHEHN.

6. lMogcyweTte ¢ Meka, YNCTa, Cyxa XapTusl UM Kbpna 3a egHokpaTHa ynoTtpeba.

7. TpucTbneTte KbM MpoLeca Ha cTepunusaums.
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NMPENOPBKH

a. Hocete nogxogsiio obnekno (pbkaBuumy, Macku, oumna, wanku n ap.).

b. 3anoyHeTe noumcTBaHETO BegHara crieg xmpyprivecka ynortpeba.

c. Hwukora He ocTaBanTe MHCTPYMEHTA A U3CbXHE, CbAbpXKall, OpraHMyYHN ocTaTbLUm cneg
Xupypruyecka ynotpeba.

d. Hwukora He ocTaBsnTe MHCTPYMEHTA a U3CbXHE eCTECTBEHO Cried NOYNCTBaHeE.

e. Hwukora He msnonseainte PU3NONMONMYHN Pa3TBOPKU, OCOBEHO HATPUEB XUMOXIOPUT U
dm3nonorniyeH pasTeBop, Ae3MHGEKTAHTW, BOOOPOAEH MNEPOKCUO WNU ankoxon 3a
NMoYMCcTBaHE UM N3NNakBaHe Ha XMPYPrnyeckn MHCTPYMEHTUN N KOMMNEKTW.

f. Hukora He nsnonasavite CTOMaHeHW Cnamku unu r.om n abpasveBHU NPOAYKTH, 3a Aa He
noBpeanTe NHCTPYMEHTUTE.

g. He HaTpynBanTe MHCTPYMEHTU B roniemMmn KOnmMyecTBa eauH BbpXy Apyr, 3a Aa usberHete
aedopmauns Ha No-Mankm u genukaTHUM napyeTa.

CTEPUITIN3ALIUA

MpoayKT 3a MHOrokpaTHa ynotpeba n ce gocTaBst HeCcTepuneH u Tpsbea ga 6bae NoYMcTeH n
CcTepunuanpaH npegu yrnortpeoba.

1. W3acyweTte BCUYKM UHCTPYMEHTU Npeaun LMKbIia Ha cTepunusauus ¢ napa.
2. WNanonaBanTe onakoBka, CbBMECTUMA C NpoLieca Ha napHa ctepunmsaumsi.
3. CrepunusmnpainTte ¢ napa B uuknm ot 121°C npu Handarade 1 ATM 3a 30 MuHyT1 unu npu
134°C npw HanaraHe 2 ATM 3a 20 muHyTn. OcTaBeTe Aa n3cbxHe 3a 30 MUHYTW.
4. BuHarm noctaBsanTe KyTUATa B aBTOKNaBa BbpXy paBHa MNOBBLPXHOCT M Janede oOT
CTEHUTE Ha YCTPOWUCTBOTO.
5. Hukora He npunokpuBanTe 06eKkT! nnu Aopv Apyru cry4vaw.
NMPEMOPBKU
a. CrepuwnusnpanTe B AeHS Npean Uin B AeHs Ha npoueaypaTa.
b. He ce npenopbyBa xumuyecka CTepunmsaums, Tbil KATO HAKOM MPOOYKTU MoraT Aa
NPUYNHAT o6e3uBeTaBaHe 1 NoBpeaa Ha KyTusaTa.
c. He usnonssante temnepatypu Hag 60°C 3a cylleHe Ha NpoayKTu.
d. Hwukora He nsnonssanTe NeLm CbC cyxa TOMMMHa 3a CTepUnNU3npaHe Ha UHCTPYMEHTU U
komnnektn S.1.N.
XNBOT

Instruments Moxe [da ce M3nons3Ba KakTo NO-A0NY B 3aBMCUMMOCT OT MpaBWUITHOTO GopaBeHe,
NnoYMcTBaHe 1 CTepunuaaLus.

®dukcarop: Msnonseante go 250 nbTL.
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NAO ESTERIL NON-ESTERILE HE CTEPVNEH

(& CONSULTAR AS CONSULT INSTRUCTIONS priseitiedliey e
INSTRUGOES DE USO FOR USE it

C€ MARCAGAO CE CE MARK CE MAPKA
MANTENHA SECO KEEP DRY MASETE CYXU

MANTENHA AO ABRIGO DO
SOL

KEEP AWAY FROM SUNLIGHT

MA3ETE oT
CBETJIMHA

CITbHYEBA

NAO UTILIZAR SE A
EMBALAGEM ESTIVER
VIOLADA

DO NOT USE IF PACKAGE IS
DAMAGED

HE W3MNON3BAWTE, AKO
OMNAKOBKATA E NOBPEJEHA

ATENCAO CAUTION MPEAMNA3NIMBOCT
REPRESENTANTE AUTHORIZED REPRESENTATIVE _ YIBIHOMOLLEH

EU |REP| AUTORIZADO NA  INTHE NPEOCTABUTEN B
COMUNIDADE EUROPEIA  EUROPEAN COMMUNITY EBPOMEMCKA OBLHOCT

) 4 LIMITE DE TEMPERATURA  TEMPERATURE LIMIT TEMMEPATYPHA IPAHVILIA

15~/
ATENCAO: A LEI FEDERAL _ BHUMAHWE:  ®ELEPANHVIST
(EUA) LIMITA A VENDA gégg&;@ﬁg“g@%éusfg 3AKOH (CALL) OFPAHWYABA

Rx onl DESTE DISPOSITIVO POR  o=o1RCTS THIS DEVIEE TO MPONAXBATA  HA  TOBA

Y  ou POR ORDEM DE UM YCTPOUCTBO OT WM MO

PROFISSIONAL DE SAUDE

A LICENSED HEALTHCARE

MOPBYKA HA JMLIEH3VPAH

LICENCIADO. PRACTITIONER. MEOVLMHCKY CMIELIMANICT.
N FABRICANTE MANUFACTURER NPOU3BOAUTEN
] DATA DE FABRICACAO DATE OF MANUFACTURE [ATA HA MPOV3BOACTBO

CODIGO DE REFERENCIA

REFERENCE CODE

PE®EPEHTEH KO

M D DISPOSITIVO MEDICO MEDICAL DEVICE MEOVWUNHCKO N3OENNE
PENTICADORUNCODO.  ue pevce et TSR, MIETHonATOR
IMPORTADOR IMPORTER BHOCWTEN
DISTRIBUIDOR DESTRIBUTOR OVNCTPUBYTOP
PAIS DE FABRICACAO COUNTRY OF MANUFACTURE CTPAHA NMPOU3BOOANTEN

LOTE

BATCH CODE

NAPTWIEH KOO,

DERE&K® S

EMBALAGEM RECICLAVEL
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nPON3BOAUTEN

S.LLN. Implant System LTDA.

CNPJ: 04.298.106/0001-74

Rua Soldado Ocimar Guimaraes da Silva, 421 - Vila Rio Branco
CEP: 03348-060 - S3ao Paulo - SP - Brasil

EU |REP

OBELIS S.A. c E
Bd. Général Wahis 53 2460

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
Instruments
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