Tl Instruments ca npeagHa3HayeHn 3a
XUPYPrM4yHM npoueaypyM 3a MocTaBsHE Ha
3bOHM uMNNaHTH, KOUTO TpAOBa pa ce
M3BbLpLUBAT oT KBanudpuumpaHm
cneuynanuctu. WM3nonsBa ce HAYMHBLT Ha
u3non3BaHe Ha NpoAayKTa U XUPYPruvHUTE
TEXHUKW Ca NpPUCHLLKM Ha OOyYeHMeTO Ha
cneuuanucrta. Ynorpebara Ha npoaykra
TpAbOBa Aa ce U3BbLPLUBA B XMPYpPruyHa cpeaa
M Npu ycrnoBus, NOAXOASALM 3a 34paBeTo U
6e3onacHOCTTa Ha NauMeHTa.

OMUCAHUE HA NPOOYKTA

Tl Instruments ce NnpousBexaar oT TUTaH knac 5 1 ca npegHasHa4YeHu Aa ce U3nonaear npu xopa
3a nognomMaraHe Ha MOCTaBSHETO Ha WMMMAHTX W APYrM XUPYPrudHW npoueaypu cneq
NOAXOAALLM CTOMaTONOTUYHU TEXHMKM.

NOKASAHUA 3A YINIOTPEBA

Acembnep: V3nonsea ce no BpemMe Ha npoLeca Ha TPaHCMNopTMpaHe M MHCTanMpaHe Ha
MUMMMaHTa B XMpypruyHarta anseona.

NPEOHA3HAYEHUE U MPUHLUMUN HA OEUCTBUE

Tl Instruments 6asmpa npuHUMNa cn Ha paboTa Ha MEXaHUYHO AeNCTBUE. BCMUYKM MHCTPYMEHTH
Ca MoKasaHu 3a MOCTaBsHE Ha MMMNMaHTM K TpAbBa Aa ce M3nons3BaT CbrNacHO NOAXOOALLM
CTOMATOSIOMMYHN TEXHUKM.

KAK OA U3IMNOJI3BATE UHCTPYMEHTA

—

OTBOpeTE OpurMHanHaTa onakoBka 1 n3BageTe MHCTPYMeEHTA.

2. Tpegun nbpBaTa ynotpeba wunu crneg kato ce M3Mon3Ba Npu XMPYprudHu npouenypw,
M3BbpLUETE NPOLeAypuUTe 3a MOYUCTBAHE M CTEPUNU3aUMs, CbAbpXawy ce B Tasu
WHCTPYKUMs 3a ynoTpeba.

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

A\ BHUMAHUE

Tl Instruments ca npegHasHadeHu 3a cneumanusvpaHu npouenypu, kouto Tpabsa ga ce
M3BBbPLUBAT OT KBanNMUUUPaHU Cneunanncti no mMmnnaHtonorusa. Ynorpebara Ha npoaykta
TpsbBa Oa ce M3BbpLIBA B XMPYyprudHa cpeda u npuv NOAXOAALUM YCMNOBMSA 3a 34paBeTO U
6e3onacHoCTTa Ha naumeHTa.
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NPEAONA3HU MEPKU

Tl Instruments nanckea cneymanmampaHn XMpyprvHun npouenypm, Tpsabea ga ce nsnonssa camo
OT KBanuuuMpaHn [eHTanHn XUpyp3u, BKIOYUTENHO: AMarHoCTUKa, npegonepaTuBHO
nnaHvpaHe n XxmpypruieH npoToKor. anon3saHeTo Ha NpoaykTa 6e3 no3HaBaHe Ha NpaBuUITHUTe
TEXHUKM W/MNn npoueaypy U HeNnoaXo4sALWM YCIOBUSE MOXE [a BrOWW KpanHWs pesyntart oT
neveHVeTo N NauueHTa, KoeTo Aa goBede 00 He3adoBonuTenHu pesyntatu. He nenete eTukeTu,
He 3anenBanTe C TUKCO, He NULLIETE U He pasrpaHn4yaBanTe NOBBbPXHOCTTA Ha NPOoAYKTa.

NMPEMOPBHLKU

Mpean pa wusnonseate Tl Instruments, cneuvanucTbT TpsibBa ga ro cTepunuaupa B
CbOTBETCTBME C TNpEernopbkuTe, CbAbpXKallM Cce B Tasu MHCTPYKUMs 3a ynotpeba.
MpenopbuutenHo e cnep ynotpeba KOMNNEKTbT M HErOBUTE KOMMOHEHTWU Aa Ce U3MUAT U
cTepunuaupar BegHara.

NMPOTUBOINOKA3AHUA

Tl Instruments HMa NPOTUBOMNOKA3aHUs, CTUra HEroBUTE NPENOPbKU Aa ce creasaT npaBuUIHO
M Oa ce usnonseat oT cneuunanuampaH NpoecroHanmcT, KOWTO e OTroBapsi 3a NPaBUITHOTO
nraHupaHe Ha XupyprudeckaTa npoueaypa, B KOATO LWe ce U3Mon3BaT MHCTPYMEHTUTE.

CTPAHUYHWU EDEKTU

Tl Instruments ce u3nonsea 3a nognomaraHe Ha WHCTaNMpPaHeETO Ha MMMNaHTa, Taka 4ve
HebraronpuaTHM ehekTu We Bb3HMKHAT caMo ako M3bopbT HA MHCTPYMEHT € HEMOAXOoAsLL,.

NPEOAYNPEXOEHWE

He wu3nonsBanTte WHCTpyMeEHTa, ako 3abenexuTe NyKHaTUHW, W3HOCBaHE WM MneTHa OT
okucnseaHe/kopo3us. ToBa MOXe Aa NpuvyuHM npobnemu B paboTata Ha MHCTPYMEHTUTE.
Bcuukn enemeHTn mMoraT fa nposiBsABaT €CTECTBEHO M3HOCBaHE M TpsabBa Aa 6baaTt 3aMeHeHw,
KoraTo NpodecroHanmCcTbT YyCTaHOBM 3aryba Ha npunsaraHe unm TOYHOCT Ha Te3U NPOaYKTU, Tbi
KaTo Te moraT fa nonpevar Ha KpavHusa pesyntar oT paboTtarta.

NMPOCNEAOABAHE

Bcuuku npoaykTy Ha S.1.N. umaT nocnegoBaTenHu napTuam, KOUTO NO3BoNaBaT NPocneanuMocT,
KaTo Mo TO3M HayMH HacbpyaBaT no-ronsMa GesonacHOCT 3a Npod)ecuoHanucTuTe,
KBanuduLumpaHu 3a npoueaypara. Ypes To3u napTuaeH HoOMep e Bb3MOXHO Aa ce 3Hae usanarta
UCTOPUSA Ha NPOAYKTa OT NMPOM3BOACTBEHUS MPOLEC 4O MOMEHTA Ha pa3npoCcTpaHeHue.
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CbXPAHEHUE

Tl Instruments TpsibBa ga ce cbxpaHsiBa Ha XflagHO M Cyx0 MSICTO npw Temnepatypa ot 15°C go
35°C u 3awwmMTEeHO OT Mpsika CNbHYEBA CBETIMHA B OpUrMHanHarta MM HEOTBOpPEHAa OnakoBKa U
He TpsibBa Aa ce noBpexaa.

OBPABOTKA

Cnieqn kaTo 6baart cTepunmanpaHn, MHCTPYMeHTUTe TpsibBa ga ce obpaboTBaT B CTepuriHa cpefa
OT NOAXOAALLO 06feyeHn cneunanmcTi 1 B Noaxoaswo obnekno no Bpeme Ha onepauusita 3a
nocTtaBsiHe Ha UMNNaHTU. [packoTMHU UNn Npopesn Ha MHCTPyMeHTuTe Tpsabea aa ce n3bsarear,
TbW KaTo TakmBa hakTopu MoraTt Aa yBennyaT Bb3MOXHOCTTA 3@ KOPO3Ms Ha NPOaYKTUTE.

U3XBBLPIAHE HA MATEPUAI

N3xBbpnaHeTo Ha MaTepuanu TpsabGBa fga oTroBapsi Ha MecTHuTe GOnHWYHWM pasnopenbu u
NPUNOXUMUTE MECTHUN 3aKOHM.

TPAHCIMOPT

Tl Instruments TpabBa ga ce TpaHcnopTupa agekBaTHO, 3a ga ce msberHe nagaHe v ga ce
CbXpaHsiBa Npuv MakcMmanHa Ttemnepatypa oT 35°C, 3awmteH oOT TomfuHa W Bhara.
TpaHcnopTupaHeTo TpsabBa Aa ce U3BbpLUBa B OpUrMHanHaTa My OrnakoBKa.

OONBbJIHUTENTHA NHPOPMALIUA

MpoaykT 3a MHOrokpaTtHa ynotpeba. EkcknyanBHO 3a ctomartonornyHa ynotpeba. PaspelueHa e
noBTopHa obpaboTka. BuxTe ycnoBusaTa 3a no4mcTBaHe 1 CTepunmaanms, CbaAbpKallm ce B Tasu
WHCTPYKUMS 3a ynotpeba. Bcekn ceprmoseH MHUMAEHT, Bb3HMKHAMN BbB Bpb3ka C YCTPONCTBOTO,
Tpsbea ga 6bae ooknagBaH Ha NPOU3BOAUTENS M KOMMNETEHTHUSI OpraH Ha cTpaHaTa, B KOATO e
YyCTaHOBEH 3bbonekapar u/unu naumeHTbT. AKO MmaTe Hyxga OT meyaTHaTa Bepcusi Ha Tasm
WHCTPYKUMS 3a non3BaHe, 0e3 HUKaKBM pasxogn, Mons 3asBeTe Mo  umenn go
sin@sinimplantsystem.com unu ce obagete Ha 0800 770 8290 we nonyyute OO 7-OAHEBEH
KaneHaap.

MHCTPYKLIMN 3A NOYNCTBAHE

1. lMpuroTBeTe eH3MMHMS npenapaT crnopes MNPenopbkuTe Ha Mpou3BOaUTENs Ha
npenapara.

2. ToToneTe BCUYKM YacTu Ha NpoAyKTa B MPUrOTBEHUsI pa3TBOP Ha Npenaparta u ocTaBeTe
3a 5 mmHyTW. Cnep ToBa, KaTo U3non3earte YeTka ¢ Mek KOCbM, M3TbpKalTe napyeTara
3a MoHe 2 MMWHYTW, OOKaTO OpraHuyHaTa matepusi 6bae HambiHO OTCTpaHeHa oT
NpoayKTuTe.

3. OrtcTtpaHeTe YactTuTe OT pa3TBOpa Ha npenapara U u3nnakHeTe nof Tevalla soga 3a 1
MWHYTa, AoKaTo ocTaTbuuTe 6baaT HambhHO OTCTpaHeHu. [oBTopeTe u3nnakBaHeTo
owle ABa NbTW.
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4. BusyanHo npoBepeTe BCHAKa 4acT, 3a Ja NpoBepuTe 3a ocTaTbUM OT Mpoueca wunu
OpraHu4HM ocTaTbLM OT ynoTpebata Ha NpoayKTa.

5. AKo ce NoTBbpPAWM HaNMMYMETO Ha OCTaTbLM BbPXy NPOAyKTa, NOBTOpPETE npoueca Ha
noYyncTBaHe, AOKATO ocTaTbuMTe 6bOaT HAMbBIIHO OTCTPAHEHMW.

6. [lMoacyweTe € MeKa, YMcTa, Cyxa XapTua unu Kkbpna 3a egHokpaTtHa ynotpeba.

7. TlpucTbneTe KbM npoleca Ha cTepunuaaumns.

NMPENOPBLKU

a. Hocete nogxogswo obnekno (pbkaBmuM, Macku, 04una, Wwanku un ap.).

b. 3ano4yHeTe nouncTBaHETO BeaHara crnep xvpyprudecka ynotpeba.

c. Hwukora He ocTaBsanTe MHCTPYMEHTA Aa U3CbXHE, CbAbpXKall, OpraHn4yHM ocTaTbLM cres
Xvpyprudecka ynotpeba.

d. Hwukora He ocTaBANTE MHCTPYMEHTAa a N3CbXHE €CTECTBEHO cnes NoYNCTBaHe.

e. Hwukora He manonseante U3NONOrMYHM Pa3TBOPU, OCOBEHO HATPUEB XUMOXIOPUT U
dmamonornvyeH pasTBop, Ae3vHEKTaHTW, BOOOPOAEH MEPOKCMA WINM arnkoxon 3a
NOYMCTBAHE UMK N3NNakBaHe Ha XMPYpPru4eckn MHCTPYMEHTU U KOMMEKTH.

f. Hwukora He usnonssanTe CTOMaHEHU CriaMku Unu room 1 abpasmeHM NPOAYKTH, 3a Aa He
NoBpeanTe MHCTPYMEHTUTE.

g. He HaTpynBanTe MHCTPYMEHTU B ronemMm Konmdectsa eauH BbpXxy Apyr, 3a Aa n3berHete
aedopmauus Ha No-Manku 1 genukaTHU nap4dera.

CTEPUITN3ALNA

MpoaykT 3a MHOrokpaTHa ynotpeba u ce gocTtaBs HecTepuneH n Tpsabea ga 6bae NOYNCTEH K
cTepunuanpaH npegu ynotpeba.

—_—

I/IscyUJeTe BCUYKN MHCTPYMEHTU Npeaun UuKblia Ha CTtepunn3adua ¢ napa.

2. WsnonsBanTe onakoBka, CbBMECTMMA C NpoLieca Ha napHa cTepunmaaums.

3. Crepunusupante ¢ napa B unknu ot 121°C npu HangradHe 1 ATM 3a 30 MuHyT1 unu npu
134°C npu HansaraHe 2 ATM 3a 20 myuHyTn. OcTaBeTe ga n3cbxHe 3a 30 MUHYTW.

4. BuHaru noctaBsNTe KyTMSTa B aBTOKMaBa BbpXYy pPaBHA MOBLPXHOCT M Aanede oT
CTEHUTEe Ha YCTPOUCTBOTO.

5. Hukora He npunokpuBanTe 00eKTN NN 4opw Apyru cny4vaw.

MPEMOPBKU

a. CrepvnuaupainTte B OeHs Npeaun unu B AeHsl Ha npoueaypara.

b. He ce npenopbyBa xvmuyecka cTepunusauums, Tbh KaTo HSAKOM MPOAYKTM MoraT ga
NpUYnHAT obesuBeTABaHe U NOBpeAa Ha KyTusaTa.

c. He mnsnonsearite Temnepatypu Hag 60°C 3a cylieHe Ha NPOAYKTMU.

d. Hwukora He nsnonaeanTe NeLm CbC Cyxa TonfmHa 3a CTepunmsanpaHe Ha MHCTPYMEHTU n
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XUBOT

Tl Instruments moxe ga ce n3nonsBa KakTo no-gony B 3aBUCUMOCT OT NPaBUITHOTO 6opaBeHe,
novymncrTeaHe 1 ctepunn3auung.

Acembnep: /13non3eanTte camo BeOHbX.
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NnPOU3BOOUTEN

S.L.N. Implant System LTDA.

CNPJ: 04.298.106/0001-74

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

EU |REP

OBELIS S.A. c €
Bd. Général Wahis 53

1030 Brussels, Belgium

2460

NMPOPECUOHAIHU YCNYTU
0800 770 8290 +55 (11) 2169-3000
www.sinimplantsystem.com

e-mail: sin@sinimplantsystem.com

TEXHUWYECKU OTIrOBOPEH
Alessio Di Risio
CREA-SP: 5061207169
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