KN AHCTPYMEHTWU
@ s.IN.

Drivers with Coating ca npeagHa3HayeHu 3a
cneunanusvpaHu npoueanypu, Kouto TpAdGBa aa
ce U3BbpLBaT OT KBanuduumpaHu cneymanucTu.
M3non3saHeTo Ha npoayKra WU XUPYpPruyHute
TEXHUKM ca nMpuUCbLM Ha oOOyyeHueTO Ha h
cneunanucta. [lpoaykTbT TpsAGBa pa ce
M3BbpPWBA B XUpPyprMdHa cpega U npu

noaxogsaiwiun ycnoBus 3a 3gpaBeTo n
6e3onacHoOCTTa Ha NauymeHTa.

OMUCAHUE HA NMPOAOYKTA

Drivers with Coating ce npousexaat OT HepbX4aema CTOMaHa, B €AMHUSA Kpan uma pUTKHT 3a
obpaTeH HaKOHEYHUK (aKTUBHO YCTPOWCTBO), a B APYrns Kpan nMa (OUTUHT 32 aKTUBEH HaKpamHuK
C MMMaHTK, KOMNOHEeHTN nnn BuHToBe. Driver umaTt DLC nosbpxHocT (Diamond-Like Carbon).

NOKA3AHUA 3A YIIOTPEBA

Drivers with Coating ca npegHa3Ha4yeHn 3a HCTanMpaHe Ha UMMAaHTU U NPOTE3HN KOMMOHEHTH,
nognomaraT 3axBallaHeTo Ha MMMMaHTa 3a TpaHCnopTupaHe Mexay MbpBUYHATa OMNakoBKa U
Xupyprmyeckata rHesgo unm nognomarat UKCUMPaHeTo/OTCTpaHsBaHEeTO Ha UMMMAaHTU U
KOMMOHEHTW.

NPEOHA3HAYEHUE U NPUHLUXN HA OEUCTBUE

KpaiHaTa uen e ga ce gaae Bb3MOXHOCT 3@ MHCTanupaHe Ha 3bOHM UMNNaHTU, Ypes3 NomMoLL
Npyv Xupypruyecka npouenypa, Npu TpaHcrnopTMpaHe Wnv UKCUpaHe Ha WMMNaHTa unm
KOMMOHEHT. LianaTta cyHKUMA Ha 3aOBMXBAHETO Ce OCHOBaBa Ha MEXaHWYHW MPUHLMMKU Ha
npefgaBaHe Ha cunara 3a akTUBMpPaHe Ha BTOPUYHUTE eNeMeHTU.

KAK OA U3MOJIBBATE UHCTPYMEHTA

Drivers with Coating ce npenopbuBa 3a WHCTanMpaHe WK nNpemMaxBaHe Ha MpOTE3HU
KOMMOHeHTU. [lpanBepbT NoMara 3a ynaBsiHE Ha MbpPBUYHATA OMaKOBKA, TPAHCMOPTUPAHETO M
00 3bOHUA MNNaHT 1 nMa PyHKUUATa 3a prKCcMpaHe/oTCTpaHaBaHe Ha NPOTE3HM KOMMOHEHTH.

1. OtBopeTe onakoBkaTta u usBagerte Driver;

2. N3BbpweTte npoueaypute 3a NOYMCTBAHE U CTepunmnsauusi, CbAbpXalwu ce B Tasu
WHCTPYKUMS 3a ynoTpeba;

3. Cnep npoueca Ha nodncTBaHe n ctepunusaumsa Driver Moxe ga ce ma3nonssa.
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A BHUMAHVE

Drivers with Coating ca npegHasHauyeHn 3a cneumanuanpaHu npoueaypu, kouto Tpsibea ga ce
M3BbPLUBAT OT KBaANUULMPaHU crieumanucti no mmnnaHtonorms. Ynotpebarta Ha npoaykra
TpsibBa ga ce M3BbPLUBA B XMPYpruiHa cpega v npy nogxoAsiin yCrnosus 3a 34paBeTo U
6e3onacHoCcTTa Ha NauMeHTa.

NPEOMNA3HU MEPKU

Mpeav fa 3anovHeTe npoueaypaTta, NpoBepeTe NPUNSraHeTo Ha raeyHusl KoY KbM oBpaTHUS
HaKOHEYHMK U HacTporikaTa Ha ABUraTens No OTHOLUEHWE Ha BbPTEHETO U BbPTALLUS MOMEHT.
KnioubT Tpsibea aa 6bae u3bpaH cnopes NPernopbkUTe 3a MHCTanupaHe U OTCTpaHsiBaHe Ha
MMnnaHTa/koMnoHeHTa. M3non3saHeTo Ha NpekoMepHa cuna Unu pasabprBaHeTo Ha YacTu
Moxe fa noepeau npoaykta. Mpean Bcsika npoueaypa ce yBepeTe B uaeanHoTo npunsraHe
MeXOy 4acTUTe M CbCTOSIHMETO Ha WMHCTPYMEHTUTE, KaTO BMHArK crnaspaTte TeXHWUsI NosieseH
XMBOT. Heobxoguma e noamsiHa Ha WMHCTPYMEHTUTE Mpu noBpeaa, M3TputTa MapKUMpOBKa,
HapyLLEeHOo 3aTouBaHe, AedhopMaLmn U U3HOCBAHE.

NMPEMNOPBHKH

MpoaykTbT TpsiGBa Aa ce M3non3ea caMo OT KBanuduumpaHu OeHTanHu cneumnanucT, KouTo
Beye pasnonaraT c usnata HaydHa uHdopmaumsi, Heobxoguma 3a npasunHata ynotpeba Ha
npoaykta. BuvHaru usebpluBanTe NoYncTBaHe U CTeEpUnMU3aumsl, Kakto e npenopbyaHo npeam
Xvpyprudeckata npouegypa. Heobxogumo e pga ce npoBepsiBa  (OYHKUMOHANHOCTTA,
KanauuTeTbT 3@ MOHTaX MM TOYHOCTTA Ha Te3n NPOAYKTU Crnefd Bcsika npolueaypa u ako uva
€CTEeCTBEHO N3HOCBaHe, MPUYNHEHO OT ynotpeba, Te TpsAbBa Aa 6baaT 3aMeHEHN U U3XBbPIIEHN.

NMPOTUBOMOKASAHUA

M3nonseaHe 3a uenu, pa3nnyHn OT MHCTanMpaHe Ui OTCTpaHAaBaHe Ha UMMITaHTU N NPOTE3HU
KOMMNOHEHTW.

CTPAHUYHU EDPEKTU

Heycnex moxe aa Bb3HWKHE nopaau hakTopu, NPUCHLUM Ha XupypriuyeckaTa npoueaypa, kato
MECTHWUTE M 34PABOCIIOBHM YCIOBUS Ha UMMMAHTUPAHUS MHOAUBUA U YMEHUATa U 3HaHUATa Ha
cneumanucTa, KOWTo ro NpPakTuKyBa.

NPEAYNPEXOEHUE

He wu3nonssanTe WHCTPYMEHTa, ako 3abenexuTe MyKHaTUHW, W3HOCBAHE WnM neTtHa oT
okucnasaHe/koposms. ToBa Moxe ga npuynHM npobnemn B paboTata Ha MHCTPYMEHTUTE.
Bcuukn enemeHTn morat fa NnposiBABaT eCTeCTBEHO U3HOCBaHe n TpsibBa Aa 6baaT 3ameHeHw,
KoraTto npodeCUoHannCcTbT yCTaHOBM 3aryba Ha npunsraHe unm TOYHOCT Ha Te3u NPOAYKTU, Tbi
KaTo Te MoraT Aa nonpeyaT Ha KpalHus pesynTaTt oT paboTaTa.
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NPOCINEOABAHE

Bcuukn npoayktu Ha S.I.N. umaT nocnegoBaTtenHu napTuaun, KOUTO No3BonaBaT NPOcneanMocT,
KaTo Mo TO3W Ha4yMH HacbpyaBaT Mo-ronsama 6e3onacHoCT 3a NpPoECUMOHANUCTUTE,
KBanuduumpaHu 3a npoueayparta. YUpes T03m napTuaeH HoMep e Bb3MOXHO [a ce 3Hae uanaTta
NCTOPUS Ha NpoayKTa OT NPOU3BOACTBEHNS MPOLEC 4O MOMEHTa Ha pasnpocTpaHeHMe.

CbXPAHEHUE

Drivers with Coating TpsibBa ga ce cbxpaHsiBa Ha XfagHO U Cyxo MSICTO Npu Temnepartypa oT
15°C po 35°C 1 3aWwuTeHo OT Mnpska CNbHYEBa CBETNMHA B OpUrMHanHaTa MM HeOoTBOpeHa
onakoBka 1 He TpsibBa Aa ce nospexaa.

OBPABOTKA

Cnep kato 6baat cTepunmampann, UHCTPyMeHTUTe Tpsibea fa ce obpaboTeaT B cTepunHa cpega
OT noaxoasio obneyeHn cneunanucTi 1 B nogxoasawo obnekno no Bpeme Ha onepaumsita 3a
NOCTaBsIHE HA UMMIAHTU. [packoTUHU NN NPOPe3n Ha MHCTPYMEHTUTE TpsibBa fa ce n3bsarear,
TbW KaTo TakmBa hakTopu MoraT a yBenmyaTt Bb3MOXXHOCTTa 32 KOPO3Wsi Ha NPOAYKTUTE.

U3XBBHLPIAHE HA MATEPUAIJI

M3xBbpnaHETO Ha matepuanu TpsibBa ga OTroBapsa Ha MeCTHUTE OONHW4YHM pasnopendun n
NPUNOXUMUTE MECTHU 3aKOHMW.

TPAHCIMOPT

Drivers with Coating TpsibBa na ce TpaHcnopTupa agekBaTHO, 3a Aa ce nsberHe nagaHe u ga ce
CbXpaHsiBa nNpwu MakcumanHa Temnepatypa oT 35°C, 3awuTteH OT TonnuHa W Bhara.
TpaHcnopTupaHeTo TpsAbBa Aa ce U3BbLPLLBA B OpUriMHanHata My onakoBka.

OONBbIAHUTENHA NHPOPMALIUA

MpoaykT 3a MHorokpaTtHa ynotpeba. Ekckny3nBHO 3a ctomatonormyHa ynotpeba. PaspelweHa e
noBTopHa obpaboTka. BuxTe ycnosusaTa 3a no4nMcTBaHe 1 cTepunusaums, Cbabpxallm ce B Tasn
WHCTPYKUMSA 3a ynotpeba. Bcekn ceproseH MHUMOEHT, Bb3HUKHAN BbB BPb3ka C yCTPONCTBOTO,
TpabBa aa 6bae goknagsaH Ha NPOU3BOAUTENS U KOMNETEHTHUSA OpraH Ha CcTpaHaTa, B KOATO €
yCTaHOBEeH 3bbonekapsaTt n/vnu naumeHTbT. AKO MMaTe Hyxaa OT neyaTHaTa Bepcus Ha Tasu
WHCTPYKUMSA 3a nonseaHe, 6e3 HWKakBM pasxogn, Mons 3assBeTe No uMMenn o
sin@sinimplantsystem.com unu ce obagete Ha 0800 770 8290 we nonyynte Ao 7-OHEBEH
KaneHgap.

UHCTPYKLWU SA MNOYNCTBAHE

1. lMpuroTBeTe €eH3MMHUSI npenapaT crnopes MPenopbkUTe Ha Npou3BOAUTENS Ha
npenapara.
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MoToneTe BCUYKM YacTM Ha NPOAYKTa B NPUrOTBEHMS pa3TBOP Ha NpenapaTta u ocTaBeTe
3a 5 muHyTU. Crieq ToBa, KaTo M3Mon3BaTe YeTka C MeK KOCbM, U3TbpKalTe napyetaTa
3a NOHe 2 MWHYTW, OOKaTO OpraHM4yHata martepusi 6bae HanbfHO OTCTpaHeHa oT
npoaykTuTe.

3. OrtcTpaHeTe YacTuTe OT pa3TBOpa Ha npenapara v uannakHeTe nog Tevawia Boga 3a 1
MWHyTa, OOKaTo ocTaTbuMTe GbAaT HanbNHO OTCTpaHeHwu. MoBTOpeTe M3nnakBaHETO
oLle ABa MbTL.

4. BwusyanHo npoBepeTe BCsika 4acT, 3a [a MNpOBepuUTE 3a OCTaTbUM OT npoueca unu
OpraHu4yHM ocTaTbum OT ynoTpebaTa Ha NnpoaykTa.

5. AKo ce NOTBbpAM HanNMYMETO Ha OCTaTbLM BbpXy NPOAYKTa, MOBTOPETE npoueca Ha
noyYncTBaHe, foKaTo ocTaTbunTe 6bAAT HAMbBITHO OTCTPAHEHM.

6. [lloacyweTe ¢ Meka, YnCTa, Cyxa XapTUs UK Kbprna 3a egHokpaTHa ynotpeba.

7. TlpucTtbneTe KbM NpoLeca Ha CTepunm3aums.

MPEMOPBKU

a. Hocete nogxogsiwo obnekno (pbkaBuUyM, Macky, oumna, warnku un gp.).

b. 3anoyHeTe nouncTBaHETO BeAHara cneg xupyprudecka ynotpeba.

C. Hwukora He ocTaBanTEe MHCTPYMEHTA fa U3CbXHE, CbAbpXKall, OpraHN4yHN ocTaTbumM cneq
Xupyprumyecka ynotpeoa.

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

e. Hukora He u3nonseante OU3NOMNOrMYHU Pa3TBOPW, OCOBEHO HATPUEB XUMOXMOPUT U
dusmonornyeH pasTBop, Ae3VH(EKTaHTW, BOAOPOAEH MEPOKCWUA WNN  ankoxon 3a
NOYNCTBAHE UIM MU3NMNAKBaHE Ha XUPYPrMYecKn MHCTPYMEHTM U KOMMIEKTH.

f. Hukora He nsnonasavite CTOMaHeHU Cnamku unu r-om n abpasveBHU NPOAYKTH, 3a Aa He
noBpeauTe NHCTPYMEHTUTE.

g. He HaTpynBanTe MHCTPYMEHTU B roniemMmn KonmyecTBa eauH Bbpxy Apyr, 3a Aa usberHete
aedopmaumsa Ha No-Mankv u genukaTHY napyeTa.

CTEPUITIU3ALINA

MpoaykT 3a MHOrokpaTHa ynotpeba n ce gocTaBs HecTepuneH n Tpsabea ga 6bae NoYMCcTeH u
cTepunuaupaH npeau ynotpeba.

1.

|/|30yLUGTe BCUYKUN MHCTPYMEHTU Npean UuKbina Ha ctepunniaumna ¢ napa.

2. VsnonsBawnTte onakoBka, CbBMECTMMa C npoLueca Ha napHa ctepunmnsaums.

3. CrtepunusupanTte ¢ napa B umknuv ot 121°C npu HansgraHe 1 ATM 3a 30 MUHYTK unu npwm
134°C npu HansaraHe 2 ATM 3a 20 muHyTh. OcTaBeTe aa n3cbxHe 3a 30 MUHYTW.

4. BuHarM nocTaBsuTe KyTudTa B aBTOKMNaBa BbpXy paBHA MOBBLPXHOCT WU Janedye oT
CTEHUTE Ha YCTPOMCTBOTO.

5. Hukora He npunokpuBanTe 06eKT! NNy Aopy Apyru cry4vamw.

NMPENOPBKU
a. Crepunuaupante B OeHA npeaun unv B AeHs Ha npoueaypaTa.
b. He ce npenopbyBa xumuyecka CTepunusaums, Tbil KaTO HAKOM MNPOOYKTWU MoraT Aa

NPUYNHAT O6e3Ll,BeTFIBaHe M nospena Ha KytuaTa.
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c. He nsnonseante temnepatypu Hag 60°C 3a cylleHe Ha NpoayKTu.
d. Hwukora He uanonasanTe newm CbC cyxa TONMHA 3a CTEPUITU3NPAHE HA UHCTPYMEHTU M
komnnektn S.1.N.

XUBOT

Drivers with Coating mMoxe ga ce u3nonseBa KakTo criefgBa B 3aBUCUMMOCT OT MPaBUITHOTO
OopaBeHe, NoYncTBaHe N CTEpPUNM3aLms.

Opaneep: V3nonseante oo 250 nbtu.
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NAO ESTERIL

NON-ESTERILE

HE CTEPWUNEH

CONSULTAR AS
INSTRUGOES DE USO

CONSULT INSTRUCTIONS
FOR USE

KOHCYNTUPAWTE CE C
NHCTPYKUWWTE 3A YINOTPEBA

MARCAGCAO CE

CE MARK

CE MAPKA

MANTENHA SECO

KEEP DRY

MA3ETE CYXU

MANTENHA AO ABRIGO DO
SOL

KEEP AWAY FROM SUNLIGHT

MASETE oT
CBETNNHA

CIMbHYEBA

NAO UTILIZAR SE A
EMBALAGEM ESTIVER
VIOLADA

DO NOT USE IF PACKAGE IS
DAMAGED

HE M3MNON3BANTE, AKO
OMNAKOBKATA E NOBPEOEHA

ATENCAO CAUTION NPEAMNASNIMBOCT
REPRESENTANTE AUTHORIZED YITBNHOMOLLEH
EU |REP| AUTORIZADO NA  REPRESENTATIVE IN THE MPEACTABUTEN B
COMUNIDADE EUROPEIA  EUROPEAN COMMUNITY EBPOMEVICKA OBLLHOCT
/f LIMITE DE TEMPERATURA  TEMPERATURE LIMIT TEMMEPATYPHA MPAHMLIA
15~
ATENCAO: A LEI FEDERAL _ BHUMAHVE:  GEOEPANHUSAT
(EUA) LIMITA A VENDA géglggng'?ElgAlbléﬁl\ll\él(Eus'er) 3AKOH (CALL) OFPAHVYABA
Rx onl DESTE DISPOSITIVO POR  o-oTRIETS THIS DEVISE TO  npopaxeaTA”  HA  TOBA
X only OU POR ORDEM DE UM YCTPOMCTBO OT MMM MO

PROFISSIONAL DE SAUDE
LICENCIADO.

OF A LICENSED HEALTHCARE
PRACTITIONER.

NMOPBYKA HA JIMLUEH3WNPAH
MEOVLIMHCKW CMELUNAIACT.

FABRICANTE

MANUFACTURER

NPON3BOAUNTEN

DATA DE FABRICAGAO

DATE OF MANUFACTURE

OATA HA MTPOM3BOACTBO

CODIGO DE REFERENCIA

REFERENCE CODE

PE®EPEHTEH KO

MD DISPOSITIVO MEDICO MEDICAL DEVICE MEZVILMHCKO W3LEMVE
IDENTIFICADOR UNICO DO YHUKANEH ~ WIEHTUOUKATOP
uDI DISPOSITIVO UNIQUE DEVICE IDENTIFIER HA YCTPOVICTBOTO
IMPORTADOR IMPORTER BHOCWTEN
DISTRIBUIDOR DESTRIBUTOR [MCTPUBYTOP

PAIS DE FABRICAGAO

COUNTRY OF MANUFACTURE

CTPAHA NMPOM3BOONTEN

LOTE

BATCH CODE

NAPTWOEH KOO,

EMBALAGEM RECICLAVEL
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PELIMKITNPALLA OMNMAKOBKA



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 - S3o 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

TEXHUWYECKU OTIrOBOPEH
Alessio Di Risio
CREA-SP: 5061207169

NPOOYKT
Drivers with Coating
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