KU UHCTPYMEHTY
€ 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 |

ycnoBusi 3a 3apaBeTo U 6e3onacHocTTa
Ha nauueHTa.

OMUCAHUE HA NMPOAOYKTA

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

NOKA3AHUA 3A YIIOTPEBA

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

KiopeTta: ima pyHKUMS 3a n3mecTBaHe Ha CMHycoBaTa MembpaHa.

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

1. OTBOpeTe opurnHanHaTa onakoBka 1 n3BageTe MHCTPYMEHTA.
Mpeon nbpBata ynotpeba unu cneq kato ce M3MNon3Ba Mpu XUPYpPrudHU npoueaypwu,
M3BbpLUETE MNPOLEAypUTE 3a NOYMUCTBAHE WM CTepunm3auus, CbabpXawu ce B Tasu
WHCTPYKUUS 3a ynoTtpeba.

3. Cnep ctepunusaumnsa MHCTPYMEHTHT LWwe 6bae rotos 3a ynotpebda.

A BHUMAHUE

Instruments ca npegHasHayeHn 3a cneunanuavMpaHu npoueaypu, KouTo Tpsibea Oa ce
M3BbPLUBAT OT KBaAnNUUUMPaHU cneumanuct no umnnaHtonorus. Ynotpebarta Ha npoaykTa
TpsbBa Oa ce M3BbLPLUBA B XMPypruyHa cpeda v Npu NoaxoAsiy YCroBUS 3a 30paBeTo U
B6e3onacHoCcTTa Ha naumeHTa.

EI0097.07 << Instruments >> Rev.00_11.2025 1



NPEOMNA3HU MEPKU

Instruments nsunckea cneunanuanpaHy XMpyprudHu npoueaypu, Tpsioea aa ce manornasa camo
OT KBanUMUUUPaAHW [JEHTanHW XWUpYyp3W, BKMOYUTENHO: AMarHocTuKa, npeaonepaTMBHO
nnaHupaHe 1 XMpypruydeH NpoTokon. MianonssaHeTo Ha npoaykTa 6e3 no3HaBaHe Ha NpPaBUHUTE
TEXHUKA U/MNn Npoueaypu U Hemnoaxoasiy YCroBUS MOXe Aa BIOWW KpanHus pesynTaTt oT
neyYyeHneTo 1 NaumeHTa, KOeTo Aa AoBeAe A0 HE3a40BONUTENHMN pe3ynTaTtn. He nenete eTnkeTu,
He 3anenBaiTe C TUKCO, He MULLETE N He pasrpaHuYaBanTe NOBbPXHOCTTA Ha NpoaykTa.

NMPEMNOPBHKU

Mpeav pa nsnonaeate Instruments, cneymanucTsbT TpsibBa Aa ro crepunuanpa B CbOTBETCTBUE
C Npenopbk1Te, CbabpXKallM ce B Ta3n UHCTPYKUMS 3a ynoTpeba. MpenopbuntenHo e cresq
ynotpe6a KOMNMEeKTbT U HEFOBUTE KOMMOHEHTM a Ce U3MMUST U CTepunuanpar BegHara.

NPOTUBOMOKA3AHUA

Instruments HsIMa NpoTMBONOKa3aHUs, CTUra HEroBUTE NPENOPbKM Aa Ce creaBaT NpPaBUSHO U
Aa ce M3nons3eaTt oT creuuanuanpaH npodecnoHanncT, KOWTO Lie OTroBaps 3a NpaBUTHOTO
nnaHupaHe Ha Xupypruyeckarta npoweaypa, B KOATO Le Ce U3MOoMn3BaT MHCTPYMEHTUTE.

CTPAHUYHU EDEKTU

Instruments ce wn3non3ea 3a noanomaraHe Ha MHCTanNMpaHeTo Ha WuMnNnaHTa, Taka 4e
He6J'IaFOI'IpI/IFITHVI e(beKTI/l e Bb3HMUKHAT CaMO aKo VI360p'bT Ha MHCTPYMEHT € HenoaxoasLL,.

NPEAYNPEXOEHUE

He wu3nonseaiite MHCTPyMEHTa, ako 3abenexuTe MNyKHaTMHW, W3HOCBaHe WNU NeTHa oT
okucnsisaHe/kopo3usi. ToBa Moxe Aa NpuYMHM nNpobnemu B paboTata Ha WHCTPYMEHTUTE.
Bcuykn enemeHTn MoraT aa nposiBiBaT eCTeCTBEHO M3HOCBaHe M TpsibBa Aa 6baaT 3amMeHeHw!,
KoraTo NpoheCcrMoHaNUCTbLT yCTaHOBM 3aryba Ha npunsiraHe UM TOYHOCT Ha Te3u NPOAYKTU, TbiA
KaTo Te mMoraT [a nonpeyar Ha KpanHusi pesynTar oT paboTarta.

NPOCINEAOABAHE

Beuukm npoayktv Ha S.I.N. umat nocnegoBaTenHu naptuam, KOMTo No3eonsBaT NpPocneanumoctT,
KaTo No TO3M HauMH HacbpyaBaT no-ronama 6Ge3onacHocT 3a NPOdECUOHANUCTUTE,
KBanuduumpaHu 3a npoueaypaTta. YUpes To3m napTuaeH HoMep e Bb3MOXHO [a ce 3Hae usnaTa
MCTOPMS Ha NpoAyKTa OT NPOM3BOACTBEHUS NPOLEC A0 MOMEHTA Ha pasnpocTpaHeHUe.

CBbXPAHEHUE

Instruments TpaGBa ga ce cbxpaHsiBa Ha XNagHO M Cyxo MSCTO npu TemnepaTypa ot 15°C go
35°C 1 3awwmTeHo OT npsika CNbHYEBa CBET/IMHA B OpuUrMHanHaTa UM HEOTBOPEHA OMakoBKa U
He TpsAbBa aa ce nospexaa.
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OBPABOTKA

Cnep kaTo 6baat ctepunmampann, UHCTPyMeHTUTe TpsibBa fa ce obpaboTeaT B cTepunHa cpena
OT noaxoasio obreyeHn cneunanucTi 1 B noaxoaswo obnekno no BpemMe Ha onepauusita 3a
nocTaBsiHE Ha UMMMaHTW. [JpackoTUHU UK NPOPEe3n Ha MHCTPYMEHTUTe TpsibBa Aa ce n3bsArear,
TbW KaTo TakMBa hakTopu MoraT fa yBenmyaTt Bb3MOXHOCTTa 3a KOpO3usi Ha NPOAYKTUTE.

U3IXBBPNAHE HA MATEPUAIT

M3xBbpnaHETO Ha matepuanun TpsibBa ga OTroBapsa Ha MeCcTHUTe OOnHW4YHM pasnopendu n
NPUNOXUMNTE MECTHM 3aKOHMW.

TPAHCNOPT

Instruments TpsGBa Oa ce TpaHcnopTupa ajeksaTHO, 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.

AOMNBIAHUTENHA NHPOPMALIUA

MpoaykT 3a MHOrokpaTHa ynotpeba. Ekckny3mBHO 3a cTomaTornormyHa ynotpeba. PaspelleHa e
noBTOopHa o6paboTka. BuxxTe ycnosumaTa 3a nounmcTBaHe 1 CTepunusaumsi, CbabpKallm ce B Ta3n
WHCTPYKUMs 3a ynoTpeba. Bcekn ceprmoseH MHUMAEHT, Bb3HMKHA BbB Bpb3Ka C YCTPOUCTBOTO,
TpabBa aa 6bae goknagsaH Ha NPOM3BOAUTENS U KOMNETEHTHUS OpraH Ha CTpaHaTa, B KOATO €
yCTaHOBEH 3bbonekapat n/vnn naumeHTbT. AKO MMaTe Hyxga OT neyaTHaTa Bepcus Ha Tasu
WHCTPYKUMS 3a nMona3BaHe, ©0e3 HMKakBM pas3xoan, Mons  3adsete no  uMmenn f[o
sin@sinimplantsystem.com nnu ce obagete Ha 0800 770 8290 we nonyunte Ao 7-gHEBEH
KaneHaap.

MHCTPYKLUWUU 3A NOYNCTBAHE

1. [lpuroTBeTe eH3UMHUA Npenapat cnopes MpenopbKUTe Ha NpPou3BOAUTENS Ha
npenapara.

2. TloToneTe BCUYKM YACTM Ha NpoayKTa B NMPUroTBEHMS pa3TBOp Ha npenaparta un octaBeTe
3a 5 muHyTK. Cnep ToBa, KaTo U3Non3BaTe YeTka C MEK KOCbM, U3TbpKanTe napyerara
3a NOHe 2 MWHYTW, OOKaTO opraHuMyHata maTtepus ObAe HanmbfHO OTCTpaHeHa oOT
NpoayKTuTE.

3. OTcTpaHeTe YacTuTe OT pa3TBOpa Ha npenaparta u u3nnakHeTe nog Tevawla soga 3a 1
MWHyTa, OOKaTo ocTaTbuMTe O6bAAT HanbNHO OTCTpaHeHw. MoBTOpeTe M3nnakBaHETO
owle ABa NbTu.

4. BwusyanHo npoBepeTe BCsiKa 4acT, 3a [a NpoBepuTe 3a OcTaTbuUM OT npoueca unv
OpraHuM4yHKM ocTaTbum OT ynoTpebarta Ha npoaykTa.

5. AKO ce MOTBbpAM HaNMMUMETO Ha OCTaTbUM BbPXy NPoAyKTa, MOBTOpeTe npoueca Ha
noyYncTBaHe, oKaTo ocTaTbunte 6bAAT HAMbBITHO OTCTPAHEHM.

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

7. TpucTbneTte KbM MpoLeca Ha cTepunusaums.

EI0097.07 << Instruments >> Rev.00_11.2025 3



NMPENOPBKH

a. Hocete nogxogsiwo obnekno (pbkaBuuyW, Macky, oumna, wanku n gp.).

b. 3anoyHeTe nouMcTBaHETO BegHara cneg xmpyprudecka ynotpeba.

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

d. Hwukora He ocTaBsiiTe MHCTPyMEHTa Aa N3CbXHE eCTECTBEHO crnea NnoYyncTBaHe.

e. Hwukora He mnsnonseanTe MPU3NOMOTMYHN Pa3TBOPKU, OCOBEHO HATPUEB XUMOXIIOPUT U
du13MonorMyeH pasTBoOp, OE3UHMEKTAaHTWM, BOOAOPOAEH MEPOKCUA WNU arnkoxon 3a
NOYNCTBAHE UIM M3NNAaKBaHE Ha XUPYPrMYeckn MHCTPYMEHTM U KOMMIEKTH.

f.  Hukora He nanonasanTe CTOMaHeHN Clamku unu rebm n abpasmeHn NpoaykTK, 3a ga He
noBpeauTe NHCTPYMEHTUTE.

g. He HaTpynBaiTe MHCTPYMEHTU B rOfIEMU KONMMYECTBA €AMH BbPXY APYT, 3a Aa nsberHete
nedopMauns Ha no-Marnku U AenukaTHn napyeTa.

CTEPUITU3ALIUA

MpoaykT 3a MHOrokpaTtHa ynotpeba u ce gocTaBs HeCTepurieH u TpsioBa ga 6bae NOYMCTEH U
cTepunuaupax npegu ynotpeba.

1. WN3cyweTe BCUYKM MHCTPYMEHTW Npeaun LnKbIia Ha cTepunmusauns ¢ napa.
2. Vsnon3eante onakoBka, CbBMeCTMMa C npoLeca Ha napHa cTtepunusaums.
3. Crepunusnpante ¢ napa B umknm ot 121°C npu Handrade 1 ATM 3a 30 MuHyT1 unu npu
134°C npwu HanaraHe 2 ATM 3a 20 muHyTn. OcTaBeTe Aa n3cbxHe 3a 30 MUHYTW.
4. BuHarm nocrtaesnTe KyTMsTa B aBTOKMNaBa BbPXy paBHa MOBLPXHOCT W Aaneye oOT
CTEeHUTE Ha YCTPOMCTBOTO.
5. Hwukora He npunokpuBavite 06eKTV Unu Jopu ApYrn cny4vaum.
MPEMOPBKU
a. Crepunusumparite B AeHS npeau Unu B eHS Ha npoueaypara.
b. He ce npenopbyBa xumuyecka cTepunmsaums, Tbil KATO HAKOM MNPOOYKTU MoraT Aa
NpUYMHAT o6e3LBeTsBaHe 1 noBpeaa Ha KyTusaTa.
c. He usnonssante temnepatypu Hag 60°C 3a cylleHe Ha NPoayKTW.
d. Hwukora He nsnonssanTe NeLm CbC cyxa TOMMMHa 3a CTepUNU3npaHe Ha UHCTPYMEHTU U
komnnektn S.1.N.
XNBOT

Instruments Moxe Oa ce M3nonaea KakTo Mo-4ofy B 3aBMCMMOCT OT NpaBuniHOTO GopaBeHe,
MOYMCTBaHE U CTEpUNM3aLUs.

KropeTa: Nanonaeante go 250 nbtw.
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NAO ESTERIL NON-ESTERILE HE CTEPVNEH
[T Swsumeas CONSULT INSTRUCTIONS T PUKLATE 3
INSTRUGOES DE USO FOR USE il
C€ MARCAGAO CE CE MARK CE MAPKA
- MANTENHA SECO KEEP DRY MASETE CYX/

MANTENHA AO ABRIGO DO
SOL

KEEP AWAY FROM SUNLIGHT

MA3ETE oT
CBETNNHA

CITbHYEBA

NAO UTILIZAR SE A
EMBALAGEM ESTIVER
VIOLADA

DO NOT USE IF PACKAGE IS
DAMAGED

HE M3MON3BANTE, AKO
OlNAKOBKATA E NOBPEJEHA

ATENCAO CAUTION MPEAMNA3NMBOCT
REPRESENTANTE AUTHORIZED YITBNHOMOLLEH
EU |REP| AUTORIZADO NA  REPRESENTATIVE IN THE MPEACTABUTEN B
COMUNIDADE EUROPEIA  EUROPEAN COMMUNITY EBPOMEVICKA OBLUHOCT
/f LIMITE DE TEMPERATURA  TEMPERATURE LIMIT TEMMEPATYPHA MPAHMLIA
15~/
ATENCAO: A LEI FEDERAL _ BHUMAHVE:  ®ELEPATHUSAT
(EUA) LIMITA A VENDA géglggng'?ElgAlbléﬁl\ll\él(Eus'er) 3AKOH (CALL) OFPAHWYABA
Rx onl DESTE DISPOSITIVO POR  o=oTRIETS THS DEVISE TO nPOmAXGATA  HA  TOBA
Xonly oy POR ORDEM DE UM YCTPOMCTBO OT WM MO

PROFISSIONAL DE SAUDE
LICENCIADO.

OF A LICENSED HEALTHCARE
PRACTITIONER.

MOPBYKA HA JIMLUEH3WMPAH
MEOVLIMHCKW CMELUNATIACT.

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 MEVLIMHCKO USOENVE
IDENTIFICADOR UNICO DO YHUKANEH WIEHTUOUKATOP
UDI DISPOSITIVO UNIQUE DEVICE IDENTIFIER HA YCTPOVICTBOTO
IMPORTADOR IMPORTER BHOCUTEN
DISTRIBUIDOR DESTRIBUTOR OUCTPUBYTOP

PAIS DE FABRICAGAO

COUNTRY OF MANUFACTURE

CTPAHA MPOM3BOONTEN

LOTE

BATCH CODE

NAPTWOEH KOO,

EMBALAGEM RECICLAVEL
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PELIMKIMTPALLA OTNAKOBKA



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

NPOAYKT
Instruments
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