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OuncTKka U cTepuin3aius HabopoB
XUPYPTrUYECKUX U ITPOTE3HBIX

NucTpymMeHTOB

1. O6mue cBeeHNs 0 MPOAYKTE

VX0/ 1 TeXHHYIECKOe 00CTy)KUBAaHHE MHOTOPA30BbIX HHCTPYMEHTOB HMEIOT peLIalolee
3HAYEHHE AJIS YCIICIIHOTO Je4eHust. IHCTpyMEeHThI, HaXoqdIuecs B XOpOLIeM TEXHUYECKOM
COCTOSIHUHM, HE TOJIbKO 3allUIIAI0T BAlIMX MALEHTOB U MIEPCOHAJ OT 3apaXkeHus HHpEeKIUeH,
HO ¥ UMEIOT B)KHOE 3HAUCHHE B IOCTIDKEHUU PE3yJIbTaTa BCETO JICUCHUS.

® Cobutonaiite TpeOOBaHHsI HOPMAaTHBHO-IIPABOBOTO PETYIMPOBAHMUS BALICH CTPaHBbI, a TAKKe
TUTHEHUYECKHe PEKOMEHAAIMH, YTOOBI IPEAOTBPATUTh 3arpsi3HeHne U HH(UIMpOBaHUE PU
00palleHNH ¢ UCIOIb30BaHHBIMU XUPYPTUYECKUMU HaOOpaMH.

®[JoMHHTE, YTO BBl HECETE OTBETCTBEHHOCTh 32 TEXHUUECKOE OOCITY)KMBAaHUE U CTEPUIBHOCTh
BAIlIMX MEIULHHCKIX/CTOMATOIOTHYECKUX U3CIUI U YCTPOUCTB. BakHO MOCTOSIHHO CTPOTO
co0JII0aTh HAUIEKAIIME TIPOLECYPBl OYUCTKHU, Ae3NH(EKIINU 1 CTEPUITH3ALIIH.

® Taioke BaXKHO CIIeJ0BaTh PEKOMEHIAUSAM IPOU3BOAUTES 10 UCTIOJIE30BAHUIO
HHCTPYMEHTOB. Benure >xypHai ydeTa TOro, CKOJIBKO Pa3 UCIOJIb30BATIUCH HHCTPYMEHTBL.

® Cpoxk ciryObl cBepJI omnpenesieTcs pa3anyHbIMU (aKTOpaMH B XUPYPIHH, a HE TOJIBKO
KOJINUECTBOM HCIOJIb30BaHuil. B GosblIeli cTeneHn OH 3aBUCUT OT INIOTHOCTH KOCTHOM TKaHU
U TIPAKTHUKHU HCIIOJIb30BAHUS.

®Bomnpoc 0 3amMeHe cBepJl cIeayeT paccMaTpuBaTh 0OBIMHO mocie S0-KpaTHOTO UCTIONIb30BAHUS
nii korza 3¢ GeKTUBHOCTD CBEpIICHUs CHIDKaeTcst. [IpoBepsiiiTe COCTOSIHUE CBepIIa MPH KayKI0M
HCTIOJIb30BAHUH.

® MHOropasoBble CBepIia A0JDKHBI OBITh IPOCTEPUIIN30BAHEI IIEpPe]] HCIOIb30BAaHUEM U TPEOYIOT
CHELHATBHBIX MPOLEAYP OYUCTKHU IEpe]] CTepUIn3alei.

2. IToka3anusi K NPUMeHEHHIO

Hcnonp3yercs npy ycTaHOBKE CHCTEMBI 3yOHBIX UMIUIAHTATOB IPH MOTEpe 3yOOB U T.JI.
[[omynsuus nanuentos] IlanuenTs! B Bo3pacre 18 et U crapiiie, y KOTOPBIX 3aBEPIIMICS POCT
KOCTH 4eJIOCTH (MaIMeHTHl ¢ YaCTHYHON WM ITOJTHOH asenTHeit) [[Ipenmnonaraemsrit
noius3oBareis| CToMaTonor

CroMaTonoru4ecKue onepauuy JOKHBI BBIIONHATHCSA TONBKO CTOMATOJIOTaMU U XHUPYpraMu,
HMMEIOIIUMH TIOATOTOBKY M ONBIT pabOTHI B 00JIACTH XUPYPTHH TTOJIOCTH PTA, A TAKKe
JUArHOCTUKU U NPEJONEPAllMOHHOrO IIJIAHUPOBAHUS

3. IIpenonepanuonHoe NIAHNPOBAHHE

Jlnst ycrnemHoro jgedeHnss HeoOX0AUMO TIIATENBHO BBINOIHUTD CIETYIONINE TPOIETYPHI, YTOOBI
MOATBEPAUTS TIJIaH JICYEHHs U OLIEHKY, a TaKKe MPOIYKT C TOUKH 3PEHUST METULIUHBI U
CTOMATOJIOTHU:

(1) Cnenyet npoBepUTH COCTOSHHE MOJIOCTU PTa MALMEHTA C MOMOIILIO KIMHUYECKOTO,
PEHTTEHOJIOTHUECKOTO CHUMKA U aHaIN3a MOJIETIH.

(2) HeobxoaumMo npenocTaBUTh MAMEHTY BBIOOP B IPUHATUH PELICHUS IPH UCIIOJIB30BAHUHI
Pa3IUYHBIX METOIOB JE€UEHHUS, IPEAOCTABUB JOCTATOUHOE OOBSCHEHNE JOCTOUHCTB U
HEZI0CTAaTKOB KaXJ0r0 METOa U TpaduKa JIeUeHus.

(3) Cnenyet npoBepUTh UCTOPHUIO OOJIE3HU MALMEHTA, YTOOBI OLIEHUTH COCTOSTHHUE 310POBbS
nanueHTa. Ecim ecTh kakue-1160 COMHEHUSI OTHOCUTENBHO COCTOSIHUS 3/J0POBbSI MAIUEHTA,
HEO0XOJMMO MPOBECTH PA3INIHBIE KITMHUYIECKHE TECTHI, YTOOBI ONPEEIUTh OTCYTCTBHE
AHOMaJIbHBIX COCTOSIHUI Nepe]l MOArOTOBKON K OIepaliy.
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(4) TpoykT mocTaBisieTcst B BUIE HECTEPIIILHBIX U3/IEIHiA. Bce u3ziens, ueromb3yemble it
XUPYPrHIecKOH ONeparyyl, JOJDKHBI ObITh CTEPHIIM30BAHBI TIEpe]] MICTIOIb30BAHUEM.

(5) Beibepure Xupyprudeckuii HHCTpYMEHT, YIUTBIBas IPABIJIBHBIN pa3Mep 00JIacTH XUPYPTHIECKOTO
BMEIIIATeIIbCTBA.

(6) I'myOrHOMEp HEOOXOIMM JUTS TOATBEPIKACHHS TOT0, YTO IPOAYKT TAKOH ke, KAKOH ¥ IpeJICTaBIIeH B
Karajiore. B qacTHOCTH, €ro peKoMeHIyeTcsl HCIONB30BaTh I10CIIE IPOBEPKH TOTO, UTO JIA3epHast
MapKUPOBKA HAXOJUTCS B TOM JKE MeCTe.

* MapKupoBKa JIETKO CTUPAETCs P UTUTEILHOM OCTABIICHUN W3SV TI0CTIE TIPOLIEAYPEL, IOITOMY
Tpedyercsi 0CTOPOKHOCT.

(7) He cnenyer ncrionb30BaTh MPOIYKT, €CIH YIAKOBKA HE 3ariedaTaHa WM IOpBaHa, a TAKKe, OCIe
BCKPBITUS YITAaKOBKH, OE3YCIIOBHO, CIIEyeT IPOBEPHUTH NPOIYKT HA HAIMYHE TAKUX OTKIOHEHHH, KaK
HHOPOJTHOE TeJIO, IATHA, MeJIKasi IbUTh, UCTEKIINHA CPOK TOHOCTH U T.I1. TIOCTE BCKPBITHS YITAKOBKIL

(8) Ilepen HavamoM Xupyprudeckoi oreparyy IpoBepsTe HHPOPMAIIIO O IPOAYKTE, TAKyI0 KAk
ApTHKYJ, pasMep, AaTy U3TOTOBJICHUS H CPOK TOTHOCTH.

(9) Ilepen npoBeneHIeM XUPYPTIYIECKON OIepaIiy IPOBEPUTE COBMECTHMOCTD BCEX KOMIIOHEHTOB.
(10) TIpoBepsre, HET JM IPOGIEM ¢ (OPMOIT HHCTpYMEHTA.

4. MHCTpYKIMsI 10 NPUMEHEeHHI0 U Ipoueaypa

IMoxpo6Hyto HHGOPMALHIO O MPOLEAYPE H XapaKTePUCTHKaX KOMIOHEHTOB HallleH CHCTEMBI
3yOHBIX MMIITAaHTATOB, UCIIONB3YEMbIX C MPOAYKTaMHU, CM. B KaTaJlore COOTBETCTBYIOIIUX CHCTEM
HMILIAHTATOB, BhIMyIIeHHOM KommaHuei «Mera/lxen Ummnant Ko., JIta.»

5. HexesatenabHble 3 ¢eKThI

(1) OT0 MOXKET PHBECTH K HEyAaye MMIUTAHTALIMH, TaKOH KaK pereccrs anbBEOIPHON KOCTH, HU3Kas
UCXO/IHAs CTAOWIBLHOCTb, HapyIeH!e (DUKCALMH, Pa3ApakeHNe U MOBPEXKICHUE HEPBOB, YXY/IICHHE
JKEBATEIBHO (DYHKIMH B pe3yNbTaTe HeOPeKHO BBINOIHEHHOM XHPYprudeckoit oneparmn. Tawke
CYILIECTBYET PHCK CMEPTEIBHOIO MCXOJIA M3-3a Pa3BUTHS TSDKENOH NHQEKIMH B THKENbIX CITydasX.
Takue OCIIOKHEHMs, KaK HeZIOMOTaHue, 00JIb, OTEK, KPOBOTEUECHHUE, BOCTIAJICHHE, JIMXOPa/ika, HH(MEKIus,
sI3Ba MATKUX TKAHEH, OLyIICHHUE Pa3apaKeHKs], HENPAaBWIBHBIA NPUKYC, Tepdoparmst
BEPXHEUEITIOCTHOH Ma3yXu, HIKHEH TPaHMULIBL, S3bIMHON IIACTUHKY, TYOHOH ITACTUHKH, HIDKHETO
ATbBEOJISIPHOTO KaHaJIa WIIM JIECHBI M OTKPBITBIN IIOB MOTYT OBITh PE3y/IbTaTOM HEBHUMATEIHHO
BBIIIOJIHEHHON XHPYPrHYECKOi MPOIEAyphl WM IIOXOTO OOIIET0 COCTOSIHUS 3/I0POBbS MALUEHTA.

(3) OHemenue BeeICTBHE TIOBPEXKICHHUS HEpBa B 00J1ACTH JIMLIa OOBIYHO SIBILIETCS] BpEMEHHBIM
CHMITTOMOM, HO B HEKOTOPBIX CTy4asX SIBIAETCS HEOOPATUMBIM.

INpumeuanue : B cirydyae BO3HUKHOBEHHS CEPhE3HOTO MHIMEHTA, CBA3aHHOTO C U3/IEIEM, CIIETyeT
COOOIIUTE 00 3TOM MPOU3BOUTENIO U KOMIIETEHTHOMY OpraHy ToCyJjapcTBa, B KOTOPOM
3apErHCTPUPOBAH T0JI30BATENb U (FUIH) MALMEHT.

6. [IpornBonOKa3anust

IMpu oTOOpE MAIEHTOB CIeIyeT YIUTHIBATH POTUBONOKAa3aHksl. K TakiM IPOTHBOMOKA3aHIISIM,
HIOMHMO TIPOYETO, OTHOCATCS:

(1) Hiskoe ka4ecTBO M HEIOCTATOYHOE KOJIMIECTBO KOCTHOU TKAHM, a TAloKe MeTabOIMIecKre
HapyIIEHNs] KOCTHOI TKaH!

(2) HeynosneropuTenbHast THTHEHA TTOJIOCTH PTa U TTATOJIOTHYecKast HHEKIHS B aTbBEOISIPHON KOCTH
(3) BHyTpeHHHUE 320071€BaHIs, TAKHAE KaK TeMaTOMCKPassl, TMa0eT 1 TeMO(IITHS, YT HEOSTaHNe 1
HMMMYHOKOMITPOMETHPOBAHHBIH CTaTyC

(4) AnKOTOJIMKH, HAPKOMAHBI, KyPHIBIIUKY ¥ MTAIICHTHI C TICMXUIECKIMI PacCTPOCTBaMH.

(5) [armeHTsI, KOTOPBIM 3aIPEIIEHO NPOBEICHAE MAPOIOHTABHBIX H XUPYPrHIECKIX
BMeIIIaTeIECTB/ONeparyii

(6) [Ncuxuatpudeckue paccTpoicTBa

(7) N3nermmst xommanmm «Mera/lxen» (MegaGen) He TO/DKHEI HICTIONB30BATCS Y MAIMEHTOB C
ajulepryell Ha crieluduIecKkre MaTepHaibl, BKIIFOYas HeP)KaBEIOILyO CTAIb ¥ THTAHOBBIH CILIaB.

7. Xpanenue u o0padoTka

(1) Xupypr DOKeH IpOBEPUTh, HAXOAUTCSA JIM KaXKI0€ U3JeNHe, UCTIOIb3yeMOoe BO BpeMs
OTepaLuy, B IPaBUIBLHOM IOJIOKEHUHU M HE 3arpA3HEHO JIU OHO.

(2) Xupyprudeckuii HHCTpyMEHT CJIelyeT HCIIOIb30BaTh TOIBKO AJIsl UMIUIAHTallUU 3y0O0B B
COOTBETCTBUU C HHCTPYKLIUSAMH.

(3) Kpait xupypruueckoro HHCTpyMeHTa AJIs CO3/1aHHs KOCTHOM IOJIOCTH Nepes
HCTIONIb30BAHUEM CIIEAYET IPOBEPUTH.

(4) Xupyprudeckuii HHCTpYMEHT JJIsl CO3AaHHsI KOCTHOM TOJIOCTH CIIeyeT UCIOJIb30BaTh C
(H3HOIOrNYECKUM PacTBOPOM JUTs IPEIOTBPALICHHS HEKPO3a.

(5) Xupypr JOKEH UCITOIb30BATh XUPYPTUUECKHH HHCTPYMEHT C MOJIXOAAIIEH YacTOTOM
BpaieHus (000pOTOB B MUHYTY) C yIETOM COCTOSIHUS KOCTH, HalIpUMep, INIOTHOCTH KOCTH.

(6) CnenyeT ucnonb30BaTh XUPYPrUYeCKUe HHCTPYMEHTHI JUIs COOTBETCTBYIOIIEH CUCTEMBI
UMILTaHTATOB.

(7) HeGounpiirie ycTpoiicTBa, Takue Kak AaTYUKU ¢ GYHKIUEH N3MEPEHHs, MOXKHO BBOJMTH Yepe3
rOpJIO BO BpeMsi XHUpypruieckoii onepaunu. Heobxoauma ¢ukcarys HUTKO WITH TPOBOJIOKOIA.
(8) Xupyprudeckue HHCTPYMEHTBI MOYKHO HCIIOJIb30BaTh IOBTOPHO, a CTOMATOJIOTHYECKUE
OGOpMaIIKHBI ClIelyeT 3aMeHsTh ocie 50 UCIOoNb30BaHNi WM IIPH CHU)KEHUH PeXKyIer
CIIOCOOHOCTH.

(9) YacToTa HCTIOIB30BAHUS MOXKET OBITh H3MEHEHA B 3aBUCHMOCTH OT 00pabOTKH.

(10) U3penue Henb3s UCMONIB30BATh, KOTJIA CHJIA PEe3aHKs CBEpJia YMEHBIIIEHA.

(11) PacnakoBaHHOE MJIH ITOBPEKACHHOE M3/1€JINE UCIIOIb30BaTh 3alpPEIleHO, OAHAKO OHO He
BO3BPAIIACTCSI IPOU3BOAUTENIO WIIH AUCTPUOBIOTODY.

(12) YTunuzanus HHCTPYMEHTOB IPOBOAUTCS B COOTBETCTBUM C HOPMATUBHBIMU aKTaMU
COOTBETCTBYIOLMX OPTraHOB 10 YTWJIN3AIMK MEIUIIMHCKUX U3ACITHH.

(13) B cinydae BOSHUKHOBEHHS CEPbE3HOI'0 MHIMJICHTA, CBSI3aHHOTO C U3JENHEM, CIeIyeT
COOOIIUTE 00 TOM MPOU3BOJMUTEIIO U KOMIIETEHTHOMY OpraHy roCy/apcTBa, B KOTOPOM
3apEruCcTPUPOBAH MOJIL30BATENb U (MIJIM) TAIIUCHT.

(14) B ciyuae oGHapy»eHHs CTOMATOJIOTOM HOBPEKACHHS YIIAKOBKU 10 €€ BCKPBITHS MOYKHO
3aIIPOCUTH Yy IPOU3BOJUTENS 3aMEHY U3JEIIHS.

(15) IponykT moymkeH XpaHUTHCS MpH TemriepaType ot 15 o 30 °C.

8. MHoropa3oBblii METOX M XpaHeHHe

HMcnonp30BaHHBIN QyTIIsAp XUPYPrHYeCcKOro Habopa U MHOTOpPa30BbIE XUPYPrHIECKHE
MHCTPYMEHTHI IOJDKHBI OTHPABIIATHCS B MECTO MX XPAaHEHUS IOCIE OYUCTKH U CTEPUIIN3AIUH.
8.1. Ouncrka

(4 OtpensHO ounctute QTSP XUPYPrudeckoro Habopa 1 MHOTOPa30BbIe XUPYPruiecKue
MHCTPYMEHTHI U BBIIIOJIHUTE CHCHUAIBHYIO IPOLEAYPY OYUCTKH Mepes CTepUIn3aLuei,
OTHCAHHYIO HIKE.

1) Y nanure octaBIIMecs Ha IIOBEPXHOCTH 3arps3HEHHs (KOXKY, KPOBb, KOCTHYIO CTPYXKY H T. II.),
HOTPY3HB UCHOJIB30BaHHBIN (QYTIAP XUPYPrHYECKOro Habopa U MHOTOPa30BbIE XUPYPTHUECKUE
MHCTPYMEHTHI B Boay. Jlepkute QyTisip XUpypruaeckoro Habopa u MHOTOpa3oBbIe
XUPYprHUYEeCKHe HHCTPYMEHTHI BO BIQXKHOU Cpefie A0 Mepexo/ia Ha CIEAYIOUINIA 3Tall OYUCTKH.
2) ABToMaTHuecKas MOHKa C UCIOJIb30BAHUEM YIbTPa3BYKOBOI'O OYMCTHTEINS.

a. [TomecTuB QyTisip XUpypruyeckoro Habopa U MHOrOpa3oBble XUPYPTrHYECKHEe HHCTPYMEHTHI B
€MKOCTb JUI MBIThS (HalpuMep, MIACTUKOBYIO KOP3UHY) BHYTPH yJIbTPa3BYKOBOTO OYMCTHTENS,
HOJIHOCTBIO ee 3aieiiTe Booi. Bel momyuure nmy4imit 3¢ ekt mpu ucrnoab30BaHuKM HEPMEHTHOTO
MOIOIIETO cpecTBa (Hanpumep, HEepMEHTHOTO MOIOIIEro cpencTBa ¢ ypoBHeM pH oT 6 10 9) nnu
AQHAJIOTMYHBIX MOIOIIUX CPEACTB (JOCTYMHBIX I UCIIOJIB30BAHUS B KOMMEPUECKUX MPOIYKTAX).
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b. OuncTuTe UX B Te4eHHE 5—15 MUHYT U cleliTe BOxy.

c. IIpomoiite moBepXHOCTH PyTisipa XUPypPrudeckoro Habopa i MHOTOPA30BbIX XUPYPTHIECKHX
HHCTPYMEHTOB BOZOIPOBOJHOI BOIOM, YTOOBI IIOTHOCTHIO CMBITh YHCTSLINMA PacTBOP.

[ [ToBTopsiite mwary a, b, ¢, moka QyTisap XUPypruueckoro Habopa 1 MHOrOpa3oBbIe
XHUPYPrUYecKie HHCTPYMEHTBI He OY/IyT IOJHOCTHIO YUCTHIMH, M BBINOJIHUTE BU3yaJIbHBIH
OCMOTP.

[ BeicymmTe MOBEpXHOCTh GYTIIsipa XUPYPruueckoro Habopa u MHOIOPa3oBbIX XHPYPrHIECKUX
HHCTPYMEHTOB €CTECTBCHHBIM 00pa30M HJIM B COOTBETCTBHH C LIMKJIOM CYIIKH OYHCTUTENs. B
ciydae ¢ GpyTmIsIpOM XUPYPrUuecKoro Habopa MepeBepHUTE ero BBEPX AHOM U BBICYIIUTE IS
6onee 3 hekTHBHOTO BhIChIXaHHs. [Ipi HEOOXOIMMOCTH BO3MOXKHA pYUYHast CYLIKa C
HCIIONB30BaHUEM Heabpa3uBHOIO MOJIOTEHIa 6e3 Bopca.

[ JIns mosty4eHust OTOIHUTENIBHOM HH(OpPMAIMK O TOCTYNHBIX (PePMEHTHBIX MOFOLINX
CPEACTBaX M YHCTAIIUX CPEICTBAX CM. HHCTPYKIMHU MIPOU3BOIUTEIS, KOTOPHIM HEOOXOAUMO
CJICIOBATh.

8.2. Crepuimmsanust

1 OyTiasp XUPYyprudeckoro Habopa 1 MHOTOPa30BbIe XUPYPrHYEeCKUEe HHCTPYMEHTBI
HeoOxoauMo crepuin3oBath npu Temneparype 132 °C (270 °F) B Teuenue 15 MuHyT MeTOIOM
CTEePWIIN3ALIH TapOM BBICOKOTO JIaBJIeHHS U cymuTh B TeueHue 30 munyt. (Tum crepmmmsaropa:
TPaBUTALIOHHBIIT)

9. Bunmanme! /\

m [IpoxykT He cienyeT UCIOIb30BaTh, €CIIM YIIAaKOBKA OTKPHITA UM OBPEKACHA.

m He ucnone3yiiTe 3arpsa3HeHHbIA 0 OIIMOKE XUPYProM NPOIYKT BO BpeMs OIEepalyy.

m [IpoayKT He K0JDKEH ObITh TOBTOPHO UCIOJIB30BAH PA3HBIMH MALMEHTAMU 0€3 CTEepHIIN3aLiH.
m Ecny nHCTpyMEHT 3arpsA3HeH, Aaxe OJUH NalUeHT He T0JDKEH HCIO0Ib30BaTh.

m B cirydae aBapuu ciefyeT IpHHATH HEMEIJICHHbBIE MEPHI.

m KauecTBO ¥ TOYHOCTH HE MOTYT OBITh TapaHTHPOBAHBI, €CIH KIUEHT (I10JIb30BaTEb)
UCIIONB3YeT aHAJTOTUYHbIE MPOIYKThI, KOTOPbIE MPOU3BOISITCS MK MPOJAIOTCSA HE HAMU.

m Ecimi HanpaBiieHne uKkcaIiy Mex/ Iy IMIUIAaHTaTOM M KOHHEKTOPOM HEIPaBUIFHOE, OH MOXKET
nedopMHpoBaTHCSL.

m [Ipu Temneparype 6oisee 149 °C (300,2 °F) kopoOka ¢ KOMIUIEKTOM MOXET Ae(hOpMUPOBATHCS,
TIO9TOMY CIIEIyEeT HPOSIBISATH OCTOPOIKHOCTb.

m Eciin pekoMeH1yeMoe KOJIMYeCTBO MCII0JIb30BaHUM MPEBBILLIEHO, MOXKET IPOU30HTH
Jedopmarys UM MOTYT BO3HUKHYTb TPEIHHBI HA U3EIUH.

m [Tonp30Barelns JOJDKEH yKa3aTh, YTO HPOJYKT HE CIEAyeT HCHOJIB30BaTh, €CIIH yIIaKoBKa He
HOJTHOCTEIO 3areyaTaHa Wil II0pBaHa.

m [Ipon3BoauTENs HE HECET OTBETCTBEHHOCTH 3a KaKHe-T100 MOBPEKACHNUS MIPOTYKTa B
pe3yibTaTe CTEPHIN3AINY HIN HENPaBUIBHOTO 00pAIeHus], KPOME METO/Ia CTEPUITH3AIIN
HapoM I10J] BBICOKHM JaBJICHUEM, IPEJIOKEHHOTO KOMITaHHEH.

m YOenutech, uTo HabOp He OyAET KacaTbcs BHYTPEHHEH CTEHKH aBTOKJIaBa BO BPEMS
CTEePIIIM3aLUH, YTOOBI H30eXKaTh NeopMaIuu Kopiyca.

* TIpo0ieMbl MOTYT BO3HHKHYTb, €CJIH METO/ HE HCIIOJIB3YIOTCSI PEKOMEHIyeMbIM
HPON3BOJUTEIEM 00pa3oM.

* TIpM UCIOJIB30BAaHUH MHCTPYMEHTA ISl yaJIeHHs CIIe[yeT UCIIOIb30BaTh IPOBOJIHHUK, B
NPOTHBHOM CJIydae MOJKET IIPOU30HTH MOJIOMKA HHCTPYMEHTA.

* I3MeHeHne HaNpaBIeHNs ABMKCHUSI HHCTPYMEHTA BO BPEMs HCIIONb30BAHHS MOXKET IIPHBECTH
K AehopManuy u3aeIusl.
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10. Mpenynpexaenne

Jns 6e3omacHOro 1 3()EKTHBHOTO UCIIONB30BAHUS CUCTEMbI MMIUIAHTATOB KOMITAHHU
«Mera/lxen» (MegaGen) HaCTOSITEIbHO PEKOMEHAYETCS CIIeIyIOIIee.

(1) Xupypr nomkeH OBITh MEJUIIMHCKUM CIIEIIHAICTOM, BIAACIOIINM TEXHUKOI NMIUTAHTalUH
Ha BEICOKOM YPOBHE.

(2) Xupypr nomkeH OBITh TIOJTHOCTHIO OCBEIOMIICH O METOJIE XUPYPIHUYECKOI ornepauy U
TPENOCTEPEKEHUSIX OTHOCUTENILHO MPOAYKTA IIepe] UCIIOIb30BaHUEM.

(3) Xupypr DomKeH HOCUTh aCENTUYECKUI ONEpallMOHHBIN XalaT U IPOBOAUTH ONEPALIUIO B
OIIePALIMOHHOM, COOJII0/Iast YCIOBUS ACENTHKU BO BPEMS OIEPALIH.

(4) HenpaBribHEIH BEIOOp NMAIMEHTa U TEXHUKU MOJKET IIPUBECTH K HeyIade ONepaIiiy 1o
HMMIDTAaHTallUH ¥ TOTepe IO IePKUBAIOIIEH KOCTH.

(5) Henannexarmas TUTHeHa MOJIOCTH PTa y HAIIMEHTOB MOXKET MPUBECTH K BOSHHKHOBEHUIO
0O0YHBIX 3((HEKTOB.

(6) Ecnint B kabuHeTe Bpaya He cOOII0aeTCs YHCTOTa, 000PYAOBAHHE MOXKET OBITh 3arps3HEHO,
MO3TOMY OyabTe 0COOEHHO OCTOPOKHBI.

(7) HpOI/I3BOﬂI/ITeJ'H) HE€ HECCET OTBETCTBCHHOCTH 3a np06ner,1, CBA3aHHBIC C UCITIOJIb30BAHUEM
NPOAYKIIUN KOHKYPEHTOB WUJIM HEHAJIC)KAIUX UHCTPYMEHTOB.

(8) JaHHBIIT IPOIYKT MOKET UCIIOJIL30BATHCS B CTPAHAX, TJIe OH OBUT 0JJOOPEH MPaBUTEIBCTBOM
WJIA COOTBETCTBYIONIMMH BEIOMCTBaMH. JIOCTYITHOCTh MPOYKTA 3aBHCHUT OT CTPAHBI B
3aBHCHUMOCTH OT MPOIIEYPhI PETUCTPAIIUH.

* Ecnu mos1p30BaTeNy UCTIONB3YIOT aHATIOTHYHBIE U3/ENHs, KOTOPBIE He TPOU3BOIATCSA U HEe
npoxatoTca komnanueit «Merallxen» (MegaGen), MOTYT BO3HUKHYTh IIPOOJIEMBI B paMKax
Ka4yecTBa U TOYHOCTH COBMECTUMOCTH.

(9) HenpaBuiibHBI MOMEHT 3aTsKKH MOYKET MPUBECTH K OCITA0JICHUIO U Pa3pyIICHAIO BUHTA.
Hcnoneayiite pekoMeHIyeMblii MOMEHT 3aTsKKU.

¢ [IpousBoauTens

¢ KaTao)XHblii HOMep

¢ CepuiiHblif HOMep

* Kon cepun

* MeauIMHCKOE U3JeIINe

¢ Jlata mpoM3BOACTBA

* HecrepuipHo

* Buumanue: cm. COIIPOBOAUTECIIbHYIO JOKYMCHTAILIUIO

* OOparuTech K MHCTPYKIHMHU MO IPHUMEHEHHIO

¢ TemmepaTypHbIii AUaNa3oH

* He ucrnonp3oBaTh IIpH NOBPEKACHUU YITaKOBKH

«Mera]lxen Umrmtant Ko., Ity (MegaGen Implant Co., Ltd)
45, CeueoHn-po-7-run, Jaca-eyn, Janceonr-ryH, Tary, 42921, Pecniyonnka Kopes (45,
Sechen-ro 7-gil, Dasa-eup, Dalseong-gun, Daegu 42921, Republic of Korea)

Ten.: 82-53-222-2828 / akc: 82-53-289-3420

[IpencraButens B Pecnyomnuke benapycs:

000 «MerallmminanT»

220090, r. MuHck, Jlorolickuii Tpakt 22a, od. 320
Temn.: +375 29 134 55 55

[IFU-IK-R00], 11.10.2023 r.



MEGA'GEN

WUmnnanTat (ARI)

«Meralxen Umnnant Ko., Jita.» (MegaGen Implant Co., Ltd.)
Pecny6nuka Kopes, 42921, r. Tery, [laca-bin, p-H [JancoH,
CeuxoH-po 7run 45 (45, Secheon-ro 7-gil, Dasa-eup, Dalseong-gun,
Daegu 42921, Republic of Korea)

Ten.: 82-53-222-2828 / ®akc.: 82-53-289-3420

lModpobHyto uHdhopmayuro cM. Ha 8eb-calime www.imegagen.com

Mpumenenme

Cucrema umnnantatos ARi ExCon

1. O6wme cBegeHUs O NpoayKTe

[NanHoe uanenue npeacrasnset coboi 3y6HOM MMNNaHTaT, N3rOTOBMEHHBIN U3 YACTOrO TUTaHa
M MMNNaHTAPYeMbI CTOMATONIOTOM B HWKHIOK YEmioCTb (HIKHEYEmNCcTHas KOCTb) unu
BEPXHIO YemNioCTb  (BEPXHEYErCTHash KoCTb) B KayecTBe KOpHS 3yGa nocpecTBOM
XVUPYPrU4ECKoi onepauun [N BOCCTAHOBMEHWS keBaTenbHOW (YHKUMM Y MauMeHTOB C
YaCTUYHOM WNM MonHoW afeHTuen. CyllecTBYIOT pasnuuHble pasmepbl M ¢opMbl  Ans
MMNNaHTaummn B NepeiHni Unu 3aaHuii OTAEN Npu pa3nnyHbIX CTENEHsX NoTepu 3y6oB.

2. Noka3aHus k NpUMeHeHuo

Cuctema mmnnaHtaumoHHasi ARi ExCon npefHasHayeHa AN XUPYPru4eckoi YCTaHOBKU B

06nacTM Ha BEPXHEYENIOCTHBIX WM HIKHEYETIOCTHBIX [yrax C Lenblo  ofecreyeHus

opTorneAnyeckon NopAepXku 3yGHbIX pecTaBpauuii (KOPOHKM, MOCTOBMAHbIE MpPOTE3bl W

CbemHble MpOTe3bl) y NALMEHTOB C YaCTUYHON UMM NONHOW afeHTuein. OHa ucronb3yetcs

QNS BOCCTAHOBMEHUSI XEeBaTeNbHOM (DYHKUMW NaLveHTa B CReaylownx cutyauusx 1 B

COOTBETCTBUU C KITMHNYECKMMWU NPOTOKONamMmu.

- OTcpoyeHHas Harpy3ska

- HemenneHHaﬂ Harpyska nocne OOCTUXeHUs XOpOLLIeI;I I'IepBM‘—IHOI;I cTabunbHocT ¥
COOTBETCTBYIOLLEH OKKITIO3UOHHOM Harpy3ku

3. UHcTpyKuma no ucnons: "
(1) NpeponepaunoHHoe NnaHnpoBaHue
[ins ycnewHoro neveHunst HEOGXOAMMO TILATENBHO BhIMOMHUTL CrieAyioLLMe NpoLeaypbl, YTOGb!
NOATBEPANUTL MNaH NEYEHUss U OLEHKY, a Takke MPOAYKT C TOUKM 3pEHUs MEAUUMHBI U
cTomaronoruu:

1) CnepyeT nNpoBepUTb COCTOSHME MOSIOCTW PTa MauMeHTa C MOMOLLbLIO  KIWHWUYECKOTO,
PEHTTEHONOMMYECKOr0 CHUMKA W aHanusa Mofenu.

2) HeobxoanMo npeAocTaBuTL MAUMEHTY BbIGOP B MPUHSTUM PELLEHUs! NPU UCMOMNb30BaHUM
PasnnyHbIX METOAOB JeYeHUsi, MpPeaocTaBUB [OCTATOMHOE OGBACHEHUE [OCTOMHCTB W
HEe[JOCTaTKOB KaXA0ro MeToAa U rpacuka neyeHus.

3) CnepnyeT npoBepuTb UCTOpPUIO GONE3HU MauMEHTa, YTODbl OLEHUTL COCTOSIHWE 3[40pPOBbS
nauueHTa. Ecnu ecTb kakue-nmbo COMHEHWUSI OTHOCUTENbHO COCTOSIHUS 3A0POBbS MauWeHTa,
HEobXoANMMO MPOBECTU Pa3NNYHbIE KIMHWYECKAE TeCTbl, YTOGbl ONpeaenuTb OTCyTCTBUE
aHOManbHbIX COCTOSHWIA Nepe/, NOArOTOBKOM K onepauvu.

4) HeobxoaMMO NPOBEPUTL COCTOSIHME TEPMETUYHOCTM YNaKOBKM, KOTOpasi MNOJTHOCTHIO
CTepunu3oBaHa ramma-usnyyeHuem, 4tobbl y6eanTbes, YTO NMPOAYKT NOMHOCTLIO 3anevaTaH u
0CTaeTCs B COCTOSIHUM CTEPUNU3aLMN.

5) He cnepayet ncnonb3oBath NMPOAYKT, €CIIM yNakoBKa He 3amevaTaHa Unu nopsaHa, a Takke,
nocrne BCKPLITUS YMakoBkW, Ge3ycrioBHO, CriedyeT MpOBEpUTb MPOAYKT Ha Hanuune Takux
OTKIOHEHWI, KaK MIHOPOZIHOE Tero, MATHA, MENKasi Nbirlb U T. M. NOCHE BCKPbITUS YNaKOBKM.

6) Vcnonbayiite namepeHns ISQ Ans NpoBepKu kayecTsa KOCTU.

7) He cnenyeT ucnonb3oBaTh NPOAYKT, ECAW yNakoBka He 3anevaTaHa Unv nopeaka, a Takxke,
nocrne BCKPLITUA YNakoBkW, Ge3ycrioBHO, CrieayeT MpoBepuTb MPOAYKT Ha Hanuune Taknx
OTKIOHEHUIA, KaK MHOPOAHOE Teso, NATHA, Merkas Mbifb, UCTEKLLUIA CPOK FTOAHOCTM U T.M. nocne
BCKPbITHS! YNaKOBKM.

8) PekomeHnayeTcsa BbIGMpaTh MMNMIAHTaT Kak MOXHO LUMPE, YTO ONpeaensieTCs COCTOsHUEM
NoniocTy pTa naumeHTa.

* [Ins 3apHero oTAena NpoW3BOAMTENb PEKOMeHAyeT BbiGUpaTb AuameTp UMNnaHTaTa
Gonbwe 5 mMMm. Ecnu BbiGpaH Gonee y3kuii AvameTp UMMNaHTaTta, CylecTByeT PUCK ero
neperoma n3-3a GOMbLUOW XeBaTeNbHON CUMbl Y MALMEHTa UMU OTKMOHSIOLIMXCS OT HOPMbI
NpUBLIYEK NMUTAHNA.

9) Mepen Hauanom xupypruyeckoi onepauui NpoBepbTe MHAOPMALIMIO O NPOAYKTe, Takyto Kak
apTuKyn, pasmep, AaTy U3rOTOBNEHMS U CPOK FOAHOCTH.

(2) NpumeHeHne

[anee B 06wmx YepTax o6bsiCHsIETCS, Kak Ucnonb3oBaTh uaaenue. MoapobHyto MHbopmaLmio
0 mpouedype CM. B katariore wnu 6poLulope O COOTBETCTBYHOLEH CUCTEME UMMMAHTaToB,
BbINYLLEHHbIX komnaHueit «Meraxen mnnant Ko., JIta.» (MegaGen Implant Co., Ltd).

1) MpocBepnuTe anbBEONSIPHYIO KOCTb, YTOGbI YCTAHOBUTL UMMMAHTAT B 3annaHupoBaHHOe
MEeCTO C MOMOLLbLIO Pa3fNYHbIX XVUPYPrUYeckux MHCTPYMEHTOB. B aTo Bpems uncro o6opotoB
cBepria B MUHYTY (06/MWH) CreayeT perynupoeaTb B COOTBETCTBUW C COCTOSHUEM KOCTU U
TUNaMKU XVPYPTUYECKNX UHCTPYMEHTOB. [10CTaTOMHO OPOCUTb MOPaXeHHbI Y4acTOK CONeBbIM
pPacTBOPOM, 4TOBbI NPEAOTBPATUTL HEKPO3 KOCTW NPU HAarpeBaHUU.

2) CpenaB cooTBETCTBYylOLLEE OTBEPCTUE NSt UMNNaHTaTa, y6eauTech B NPaBUNbHOCTY TUNa
1 pa3mepa U3fenus, ykasaHHbIe Ha TUKETKE, W BbIHbTE MPO3PaYHbIA NIACTUKOBLIA KOHTEMHEP
C amnynon U3 BHeLLHE KOpobKu.

* WNamepbTe rny6uHy OTBEPCTUS, 0GPa3oBaHHOrO CBEPNIEHMEM, C NOMOLLbLIO MyGuUHOMeEpa,
4TOGbI OHO COOTBETCTBOBANO ANMHE UMNNAHTaTa.

* cnonb3yiTe pasnuyHble MHAMKATOPbl W TUMbI AATYMKOB, YTOGbLI OMpeAenuTb COCTOsHWE
0TBEPCTUS, YTOOLI OnpeaenuTb, NPaBUMbHO N 3a4aHO HanpaBneHUe UNu MECTOMOMNOXKEHe
0TBEpCTVS, Kak NnaHpoBas onepartop.

3) 3axMuTe OOHOM PYKOM BBIMYKMYI YacTb MPO3PaYHOrO MIACTUKOBOTO KOHTeWHepa,
HanpaBneHHYIo BHU3.

poueaypa yc

3aTem apyroi pykon yaepXuBaiTe CTPenky Ha Haknewke v MeAneHHO CHUMWUTE MEeAMLMHCKYIO
Gymary, 4To6bl OTKPbITL NMACTUKOBbIVA KOHTEWHEP. [MOCNEe 3TOro BbIHBTE 3anasiHHyto amnyny.
[Tun amnynbl]

4) Konnayok Ha amnyrne BbINOMHEH N0 TUMy Snap-on, KOTOPbIN JIErKO OTKPLIBAETCS OHOMN PYKO
M OJIHUM KacaHuem. 3axmuTe amnyny OfHOW PYKOii, a 3aTem NOAHUMUTE KONNayok GomnbLnm
nanbLem, 4Tobbl 3a OANH NPUEM OTAENNTL KONNAYOK OT amnysbl.

5) MpoBepbTe, 3akpenrieH N1 UMNMAHTaT Ha Aepxatene (TUN AepxaTens)) UMM TUTaHOBOM
BbIpaBHMBaTene (TN BblpaBHUBaTeNs). [Ans AepxaTerns NpoBepbTe, YTO KpenneHue CoeuHEHo
C uMnnaHTatom. [ns BblpaBHMBaTensi yGeauTech, YTO KpenneHue He COeAMHEHO C
umnnaHTaTom. ECRM MMNNaHTaT C BHELWHUM KpEemneHMeM U He COeAMHEH C KpenmneHuem,
Heo6X01MO NOACOEANHUTL KDENTEHNE K UMNaHTaTy.

6) OCTOPOXHO BblHbTE UMMMAHTAT U3 aMmryrbl, COEAUHWUB UMMMAHTOBOA ANS HAKOHEYHMKa K
MMNNaHTaTy U Kpennexuio.

[Tuna Nero]

4) OTKpoWTe BEPXHIOK amnyny (ONUHHBIA 6NMOK) U BbIHbTE BHYTPEHHIOW amnyny, yaepxusas
O[IHOW PYKOW HUXHIOK amnysy (KOPOTKWiA 6rok).

5) Konnayok BHYTPEHHE aMnynbl BIMNOHEH B BUAE 3aLLENKM, KOTOPbIA MOXHO NErko OTKPbITh
OfIHUM KacaHueMm, B3siTb amnyny OAHOWM PYKOW W CABMHYTL KPbILLKY GOMbLIMM nanbuem, 4Tobbl
cpasy CHsITb ee.

6) MpoBepbTe, K kakOMy TUMY OTHOCUTCS UMMMAHTaHT (C KpenneHuem wunn Gea Kpennexust), n
M3BMEKMTE UMNNAHTAT C NOMOLLbIO CMELManbHOro UMMNAHTOBOAA ANA HAaKOHEYHMKA.

Be3 KkpenneHnsi: OCTOPOXHO BblHbTE WMMNMAHTAT W3 amnynbl B BEPTUKANbHOM HanpaBneHnn
nocne BCTaBKM CMeuuarnbHOrO  WMNMAHTOBOAA [ANS  HAKOHEYHUKA BO  BHYTPEHHIOW
LIECTUrPaHHY0/BOCHMUTPaHHYI0 YaCTb KOHUYECKOTO COBIVHEHUSI.

C KpenmneHneMm: OCTOPOXHO BblHbTE UMMMAHTAT U3 amnynbl B FOPU3OHTANLHOM HanpaBneHun
nocne BCTaBKW CreLmManbHoro UMNNaHToBOAA AN HAKOHEYHWKA B YacTb KPENneHus.

7) Pacrionoxute umnnaHTaT psiioM ¢ MECTOM MPOCBEPIMBaHUS, 0Bpallas BHUMaHNe BO BpeMmsi
[BWXEHUS Ha TO, Y4TOObI UMNNAHTAT HEe OTCOEAUHSNCS OT UMMNAHTOBOAA AN HAKOHEYHUKA W He
3arpsI3HANCS NOCTOPOHHUMM BELLEECTBaMU.

8) MMnnaHTaT BXMBMSieTCA B KOCTb Ha 3annaHWpoBaHHYlo rny6uHy nytem nosopoTta (15~30
06/MWH) UMNNaHTOBOAA MO YACOBOW CTPenke C KpYTALMM MOMeHToM 45 H/cm unu Gonee.

9) Ecnn vMnnaHTaT He NONMHOCTLIO MMMNAHTUPOBAaH B KOCTb M3-3a BLICOKOW MMOTHOCTM KOCTH,
0TCOEAMHUTE UMMNNAHTOBOA ANA HAKOHEYHWKa, @ 3aTeM 3aBepLUMTE UMMMAHTALMIO C MOMOLLLIO
KIioYa C XparnoBbiM MeXaHU3MOM.

Mpu ncnonb3oBaHUK Krloya C XparioBbiM MeXaHM3MOM PekOMeHAyeTcsi 3aTsirveaTb 4o 80
H/cm. Ecnu kpyTsLwmii MoMeHT npeBbiwaet 80 H/cm, cylecTByeT puck Heyaaum Xvupypruyeckon
onepauun 13-3a YPEe3MEpHOro KPYTSILLIETO MOMEHTa, KOTOpbI MOXET Bbi3BaTb AehopMaLiyio
KOHCTPYKLMM BHYTPEHHEN 4acTu MMNMaHTaTa U NoBpeXAeHWe KOCTW, Takoe kak Hekpo3 vnm
YaCTUYHBIA NeperioM KOCTU.

10) Mocne BXWBMEHWS UMMMaHTaTa 3aBEPLUNTE OMepaLvio, MPUCOEAUHWB BUHT-3ArMyLUKy K
npucnoco6eHnio € KPYTALLMM MOMEHTOM MeHee 10 H/cM ¢ noMoLLblo py4HOI OTBEPTKM, YTOObI
3alUMTUTL BHYTPEHHIOK YacTb UMMNMAHTaTa OT MoMaaaHnsl MHOPOAHbLIX Ten, a 3aTeM 3alueinTe
06nacTb XMpypruyeckoro BMeLLaTensCcTaa.

B cnyyae ucnonb3oBaHna hopMupoBaTens AeCHbl BMECTO BUHTA-3arfyLlki UCTONb3yiiTe TOT
e KPYTSLLUIA MOMEHT, 4TO Y BbiLLe.

* HenpaBurbHbIN BLIGOP MMM CIOXHOCTb XMPYPrUHYECKMX METOAOB MOTYT YBEMMYNTL PUCK
Hey/Aa4HOro X1PypPruyeckoro BMeLLaTenbCTBa.

(3) MocneonepauunoHHas peabunutaums

1) Mepvoa 3axMBNEHUs Mocne onepauun 3aBUCUT OT KIMHWYECKOTO COCTOSHWA KaXAoro
nauueHTa (ka4yecTBO U KOMUYECTBO KOCTHOW TKaHW, MepBuYHas huKcauusi, npunaraemasi
Harpyska, COCTOSIHME MONlocTU pTa U T.A.). [03TOMy NaumMeHTy W KNUHULMCTY TaK BaXHO
BHUMaTENbHO HabnoAaTh 3a NOGLIMIU U3MEHEHUSIMU.

* TpebyeTcsi MUHMUMYM 6 Hefenb ANs 3aXUBMEHWS, €CNW OKPYXalolel KOCTHOM macchbl
[IOCTaTOMHO W KayecTBO KOCTW BbICOKOE. MUHUManbHbIA 12-HeAenbHbIA NEpUOA 3aXUBIEHUS
TpebyeTcs Ans ry6uaToii KocTu, Mpu yCTaHOBKE MMMMaHTaTa AuameTpoM Mewee 3,5 u Gonblue
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2) MocoBeTyilTe NauMEHTy He MpunaraTh Ype3MepHOe AaBNieHMe, Takoe Kak xeBaTenbHast
Harpyska, K MecCTy ofnepauuu B TeyeHMe BCEro Mepuoda 3axuBreHus (nepvoj
OCTeOoMHTerpaLum).

* Bpemsi OCTEOMHTerpaLuy 3aBUCUT OT KayecTBa KOCTU MaluMeHTa, Ho B Lienom TpebyeTcs 6
MecsueB (aNns BepxHen Yentoctu?), 3 Mecsaua (ANs HWKHeR YenocTu).

3) MocoseTyiiTe NauueHTy, Bo n3bexaHne BO3HUKHOBEHUS MOBOUHbIX ddeKToB, Kak cneayeT
cobnoaaTh r1r1eHy nonocTy pra.

4) InA BO3MOXHOCTW OTCNEXWBAHWS W3AENUS B AanbHEWeM BKMeiTe B KapTy nauueHTta
VAEHTUPMKALIMOHHYIO BUPKY, COAEPXKaLLyl0 HOMEP MapTUW, yKa3aHHbIA Ha BHELLHe ynakoBke,
PEHTFEHOBCKUI CHAMOK W T. f.

5) Mpexae 4em MpUCTYNUTL K CriedyloleMy aTany feyeHusi, Bpay AOIBKeH MpOBEPUTH XOf,
OCTEOMHTErpaLnn C NMOMOLLbIO PEHTTEHOBCKOTO CHUMKa MMM Takoro MeTofa [AWarHOCTUKMW, Kak
peakuus Ha NOCTyKUBaHMe.

6) B cryyae nonomkv uMnnaxTaTa, cneayet HemeneHHo o6paTUTLCA K Bpayy.

4. HexenartenbHble 3 deKTbI

(1) HeypayHas uMnnaHTaLuWs: noTepst KOCTHON Macchl, HU3Kasi NepBOHaYanbHas CTabunbHOCTb,
HapylleHne uKcaumn, pasfpaxeHue U MoBpexaeHWe HepBoB. Takke CyLIECTBYeT pUcK
CMepTenbHOro UCX0Aa U3-3a Pa3BUTUS TSHKENON MH(DEKLMM B TSHKEMbIX Cryyasix.

(2) OcnoxHeHusi, Takue Kak remaToma, OTeKW, pa3pbiBbl, KPOBOTEYEHWE, BOCnaneHue,
VHDeKLMS, i3Ba MATKUX TKaHel, YyBCTBO Pa3ApaxeHsi, HenpaBUIbHBIN NPUKYC, MOBbILEHHAs
YyBCTBUTENBHOCTb 3y6a M OTKPbLITHINA LIOB, MOTYT BO3HUKHYTb B pe3ynbTaTe HeBHUMATENbHOW
XUPYPrU4eckoii NpakTUKW UMK NAOXOro OBLLEro COCTOSHUS 3A0POBbSA NaUMeHTa.

(3) Owxemenve BCriefcTBMe MOBPeXAeHWA Hepsa B obnacTu nuua o6blMHO siBRAETCA
BPEMEHHbBIM CUMMNTOMOM, HO B HEKOTOPbIX CryHasix IBNSETCS HeoBpaTUMbIM.

5. MpoTuBONnoOKasaHusa

an 0T60pe nauveHToB crnegyeTt y4nTbiBaTh NPOTUBONOKa3aHUA. K Takum NpOTMBOMNOKa3aHUsAM,
NOMWMO NPOYero, OTHOCATCA:

(1) HenocTaTouHOE KONMYECTBO KOCTH, €e NIioxas CTPYKTypa

(2) HeynoBneTBopuTenbHas rMrneHa nosiocTu pTa u natonornieckast UHgekumus B
anbBEONAPHON KOCTH

(3) BHyTpeHHuWe 3aboneBaHus, Takvue kak reMatoamckpasusi u auabet unu HegoeaaHue, u (unu)
paccTporCTBO NULLEBAPEHUS!

(4) Ankoronuam, HapkoMaHusi, KypeHue 1 ncuxmyeckue 3aboneBaHns/paccTponcTea

Perucrpamua MU & Pocagpaeransope
www.nevacert.ru | info@nevacert.ru

(5) MauneHTbl, KOTOPbIM 3anpelleHo MPOBEAEHWE MAaPOAOHTANbHbIX U XUPYPrUYECKUX
BMeLLIaTeJ'IhCTB/OI‘IepaLLMVI
(6) NMioau ¢ anneprven 1 rmnepyyBCTBUTENBLHOCTLIO K TUTaHY (CP Ti Grade 4, Ti6AI-4V ELI).

6. XpaHeHue n obpaboTka

(1) FepMeTH4HO 3anasiHHyO U CTEPUITM30BAHHYIO raMMa-U3ny4YeHneM ynakoBKy cneayeT XpaHuTb
npu Temnepartype 15-22 °C.

(2) MpoaykT AomkeH ObITb OTKPLIT HENOCPEACTBEHHO Nepes NPOBEAEHUEM XUPYPruyeckow
onepauun.

(3) OormkHbl MCMONBL30BATLCH XUPYPrUYECKNe MHCTPYMEHTBI, NPOBEPEeHHbIE Ha Ge3onacHoCTL B
Ka4yecTBe MeaUUMHCKOro nagenus.

(4) PacnakoBaHHOE MNM MOBPEX/AEHHOE W3[enue UCMoNb3oBaTh 3anpeLleHo, OfJHaKo OHO He
BO3BpaLLAeTCA NPOM3BOANTENIO UMM ANCTPUBLIOTOPY.

(5) YTunusaumus MHCTPYMEHTOB MpPOBOAMTCS B COOTBETCTBUW
COOTBETCTBYIOLLMX OPraHoB MO YTUNN3aLMN MEAMULINHCKUX U3AENUIA.
(6) B cny4yae BO3HWKHOBEHWSA CEepbe3HOro WHUMAEeHTa, CBA3aHHOro C usgenuem, cneayert
coo6LLMTL 06 3TOM NPOM3BOAMTENIO M KOMMETEHTHOMY OpraHy rocyAapcTea, B KOTOPOM
3aperucTpuMpoBaH nonb3oBaTesb U (UNK) NauneHT.

(7) B cnyyae oBHapyXeHUsi CTOMaTONOromM MOBPEXAEHWSI YNAKOBKM [0 ee BCKPbITUS MOXHO
3anpocuTb y NPOU3BOAUTENS 3aMeHY U3aenus.

C HOpMaTUBHbIMW akKTamun

7. Mepbl NpeaoCTOPOXHOCTU A

(1) TNMepea  MCNoONb30BaHMEM  CUCTEM  UMMAMNAHTALMOHHLIX
03HAKOMBTECH C MHCTPYKLMSIMU MO MPUMEHEHNIO.

(2) He ncnonbayiiTe NpoAyKT NOCNe MCTEYEHNA ero Cpoka roAHOCTY.
(3) He ncnonbayiiTe NpoaykKT, 3arpsi3HeHHbIN Mo oLumbke onepupyoLLero xvpypra.

(4) Mpy OTKPBLITUM MMNNAHTaTa OTKPOWTE BHELLIHIOK YNAKOBKY C MOMOLLLIO accucTeHTa. AMnyna
C ynakoBaHHLIM MMMNAHTAaTOM [OMkHA ObiTb BCKPbITA XWMPYPTOM W 3aKpenneHa Ha
XMPYPrU4eCKOM NHCTPYMEHTE.

(5) CneayeT cobnioaaTe OCTOPOXKHOCTb, YTOBLI HE NMOBPEAUTb KOHUYECKUE COEOUHEHUS W3-3a
YPE3MepHOro YCUMNSA NPU BXUBIIEHUM UMMITaHTaTa.

(6) Ecnn OTKpbITLI MPOAYKT WM YNakoBKa NOBPEXAEHbI, TPYAHO NOAAEPkKUBATb COCTOsIHUE
cTepunusaumn. Hemcnonb3oBaHHOE U3AENWe NOANIEXUT YTUIU3aLum.

(7) Ecnu cHsTUe OTTUCKA METOAOM OTKPLITOW NOXKA HE BbIMOSIHEHO AOMKHbIM 06pasom,
HeobXx0ANMOo No3aboTUTLCS O TOM, YTOBLI UMNNaHTAT Bbin OTAEMNEH W BXUBIEH B TENO BO BPeMs
npoueaypbl.

(8) CnepyeT NpuHATL BO BHUMaHWe, 4To AedopmaLma W paspylieHne npoaykta MoryT nerko
npousoiiTh, ecnu npotes usrotosrieH Ge3 yveta opmbl 3yba nauneHTa U pacnpeneneHus
HarpysKku, Unu ecnu yron yCTaHOBKW UMMNaHTaTa U NPOrHOCTUYECKUIA YTon pasnnyaloTes.

(9) Crnvwkom BbICOKasi MMOTHOCTb MPU WCMOMB30BAHUM KOCTHO-MNACTUMECKUX MaTepuaros
MOXET NPUBECTY K 3aA€PKKE CPACTaHNS KOCTM 13-3a NMOXOro KPOBOCHABKEHNS.

(10) MaumneHTbl B Bo3pacTe 18 neT u craplue, y KOTOPbIX 3aBEepLUMICH POCT KOCTW YeriocTu
(MauMeHTbI C YaCTUYHOW UMW MOMHOW afeHTuel).

Megagen  BHUMATENbHO

[YBepo e ans TOB]

* Mepbl NpeoCTOPOXHOCTY NOCHE NEPBOIi NpoLeaypb!:

- MpukycuTe Mapnio npumepHo Ha 1 yac, Ytobbl ybeanTbes
B OTCYTCTBUW KPOBOTEYEHNS.

- K obnactu oTeka cneayeT NpUnoXuTb XONOoAHbINA NakeT.

- MpumnTe 06e3BonmBaloLLMii NekapcTBEHHBI Npenapar, ecnu YyscTayeTe 6orb.

- U3beraiite UpeamepHbIX (hU3NYECKUX HArpy3oK, He MPUHUMAIITE BaHHY.

- EwbTe nerkyto nuLy v nsberaiTe pasapaxatoLmx NpoayKToB B TedeHue 1-2 AHen.

- Uaberaiite kypeHusi U He ynoTpebnsiiTe ankorons B Te4EHNe MecsiLa.

- He uncTute 3apeiicTeoBaHHyto nocrne nepsoi onepauuu o6nacTs, NponssoanTe
[ie3avHdUUMpYHoLLee NONoCKaHUE pTa C reKcCaMuanHOM.

- BynbTe 0CTOPOXHbI C 0BNaCTbIO NIeYeHNs, MoKa OKOHYaTeNbHoe
npoTeanpoBaHie He ByAeT 3aKOHUEHO.

* YX0 NOCne OKOHYaHNSA NeYHeHns:

- MopAepxvBaiiTe YUCTOTY POTOBOW NONOCTU.

- Yuctute 3yObl 3yOHOI LLIETKOW U HUTBIO
nocne efibl.

- M3beraiiTe )ecTKoM Unu eBaTenbHOM NULLM UK HacToro XeBaHus.

- PerynsipHo nocetuaitte cTomaTonora st NPOBEPKU Ha OTKIOHEHMS.

- MpoBoaMTE NAapOOHTONOMMYECKyo YUCTKy 1 pas B 6—12 mecsiLes.

MNpepynpexaexus
(1) CTomaTonoruyeckve onepauun AO0SKHbl BbIMOMHATLCA TOMBKO CTOMAartonoramu v Xvpypramu,
VIMEIOLMMM NOATOTOBKY U OMbIT paboTel B 06NACTM XMPYpruu MonocTu pTa, a Takke AUAarHoCTUKM U1
npegonepaymoHHOro NIIaHMpoBaHUA.
(2) MpoaykT AoMmKeH UCNonb3oBaTLCS B CTEPUIBLHON Cpeae.
(3) Hel'lpaBMJ'Ibell;l Bbl60p nauneHTa v onepauuv MOryT NpuUBECTU K Heyaaye uMmnnaHTaumm u notepe
aJ'IbBeOJ'IRpHOIji KOCTU.
(4) MpoaykT npeAHa3HayeH ANs OfJHOPA30BOTO WCMOMb3OBAHWS M HE AOMHKEH WCMONb30BATHCS
NOBTOPHO.
(5) PyCKM Npy NOBTOPHOM MCMOMNB30BAHNM OAHOPA30BOrO MEAULIMHCKOTO U3Aenust:
1) nOBTOpHOe ncnonb3oBaHwe 3anpeweHo, U COMPSXKeHO C TakuMu pUCKaMK, Kak 3apaxeHue
MHEKLUMOHHBIMK 3a6oneBaHnaMM.
2) nOBTOpHOe ucnonb3oBaHWe mn3genua MOXeT NPUBECTU K Cepbe3HbIM HEWUCNPaBHOCTAM, B TOM
UnCNe K HEUCMPABHOCTU COEAMHEHWs, 3aKNUHUBAHMIO aGaTMeHTa, NOBPEXAEHWIO W ocnabneHunio
BUHTA.
3) Mpy NOBTOPHOM WUCNONbL30BaHNN MOXET NPOU30IATU CEOM OCTEOMHTErpaLuu.
(6) MpousBoauUTENb HE HECET HUKAKOM OTBETCTBEHHOCTW 3a MOBTOPHYK CTEPUNM3ALMIO NPOAYKTa
nonb3oBaTenaMu.
(7) 3arpsisHeHHble NPOAYKTLI JOMKHbI BbiTb YTUNN3MPOBAHBI, Tak Kak OHU BbI3IBAKT MHMEKLMIO,
W BbINONHEHWe onepaunn HEBO3MOXHO.
(8) MpounsBoAUTENb HE HECET HUKAKOV OTBETCTBEHHOCTY 3@ NPOGNEMbI C UCMONb30BAHMEM
MSIJSJ'IMIZ KOHKYPEHTOB U HENOAXOAALWMX UHCTPYMEHTOB.
(9) OTOT NPOAYKT MOXHO UCMOMNbL30BaThb B CTPaHaXx, rae NpoAyKT Obin yTBepXaeH
NpaBUTENbCTBOM WM COOTBETCTBYILUMMU  AreHTCTBaMu. [ocTynHocTb
BapbupoBaTbCAa
B 3aBMCUMOCTM OT CTPaHbI B 3aBUCMMOCTY OT MPOLEcca PerucTpaLum.
* Ecnu nonb3oBatenu NCronb3ylT aHanoruyHble u3genus, KOTopble He Mpou3BOAATCA U He
npogatotcs komnanuen «MeraxeH» (MegaGen), MOryT BO3HUKHYTb NpoBnembl B pamkax ka4yecTsa u
TOYHOCTU COBMECTUMOCTU.

npoaykta  MoxeT

(10) Uapenue He NnpoxoAMno ucnbiTaHne Ha 6e3onacHocTb U coBMecTMMocTb B MP-cpepe.
MQIJEJ'II/IE HEe NpoxXoAwurno WCMbITaHUA Ha HarpesaHue, Murpauuio mnu apTSd)aKTbl Ha
cHumke B MP-cpege. BesonacHocTb wucnonb3oBaHus wusgenus B MP-cpege He
yCTaHoBneHa. CKaHI/IpOBaHI/IE nauueHtTa C TaknMm wu3genueMm MoOXeT npuBecTu K
TPaBMMPOBAHMIO NaLMeHTa.

MpoussoauTens
MD V3penve MeanLMHCKOTO HasHaueH!st

REF Howmep no katanory

SN CepwiiHblii Homep

Kopn cepun

ubl YHUKanbHbI uaeHTUUKaTop nsnenus
[ara npoussoscTea

Cpok rogHocTn
CrepunbHas 6apbepHas cucTema 0fHOPa3oBoro NpUMeHeHNs

STERILE R CTepunusaums ¢ NomoLLbio 06nyyeHus

Tonkko ANs 0AHOPA30BOr0 NPUMEHEHMS

He cTepunusosatb noBTOpHO

BHMMaHMe: CM. CONPOBOAMTENbHYIO [IOKYMEHTaLMIO.

OBpaTUTECh K MHCTPYKLIAM MO NPUMEHEHNIO

TemnepaTypHblii AnanasoH

He ucnonb3oBathb Npu NOBpeXAeHUN yNaKkoBKu.

Toreko anst CLUA. oe Tenbcrao CLUA nponaxy atoit
NPOAYKLUK TONBKO NULEH3NPOBAHHBIM CTOMATONOram Unn no ux 3akasy.

Rx Only

Mpencrasutens B Pecny6nnke Benapyck:

000 «MeramnnaHT»

220090, r. MuHck, Toroiickuii TpakT 22a, od. 320
Ten.: +375 29 134 55 55
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www.imegagen.com

«Meraflxer UmnnanT Ko., Jita»
(MegaGen Implant Co., Ltd)

Pecnybnuka Kopes, 42921, r. Tery, laca-bin, p-H [lancou, CeuxoH-po
7rwn 45 (45, Secheon-ro 7-gil, Dasa-eup, Dalseong-gun, Daegu 42921,

MD

REF

SN

LOT

Rx Only

Republic of Korea)

Ten.: 82-53-222-2828/cpakc.: 82-53-289-3420

W3penne MeANUMHCKOrO HasHaueHus

Howmep no kararnory

CepuitHbiii Homep

Koa cepun

[lara nponssoacTea

Cpok roaHocTn

Crepunbhas GapbepHas cuctema
OAHOPA3OBOTO NpUMEHeHUS

Npumenenme

6
"
uMnRaHTaLMOHHOM ARi EXCon

Ans cucTemb

Pycckui
1. O6wue cBeAeHMs O NPOA)
o

; Cromarononsetes wwn/Sonei

* He

wanenus, e wu e ans

5. Ecnu CHSITME OTTUCKA METOROM owpmow OKKN HE BBINONHEHO AOMKHBIM
obpasor TOM, UTOGbI NPOAYKT Gbin OTAENeH 1

i
YcTavoRTe CraypeuLIA aCaTUOHT o wnakTaT, s nonocrs
ENYE. BcrasbTe b

Ininnantata. Bpydyo :avwre i s dmkcaLn aGaTenTa. . NoMOIL
WeSTWPaIOH OToepTI 1.2 1w

Mposepere, mpasnro T R —

IONHEHUN NAHODAMHON PeHTreHorpacuy
CammpyATe cranApyeMn aCaTMENT, 416G oy gase o coctoru norocry
P12 nalnTa o oMo

aGatmenT u umnnanTar npu

o oM. B
Karanore.

5. Mocneonepaumonnas peaGunuraums
1. Tlepvon SaXWBNEHVS NOCNIE ONEPALMM SABUCHT OT KIMHMMECKOO COCTORHMS!
KEXOTO NALMEHT (KAUECTBO M KONWECTEO KOCTHOT TKHH, NEPBN|HAA (UKCALUR,
MipHnracyien WarpyKa, COCTORWE MOTOCTH pTa W 1.2, MoSToMy naAekTy

GRMBON & a0 B0 BPEUA THOUSTYDE
6. CrIeAyeT MPUHATL BO BHMMAHME, 4TO AEOPMALVS W PaspyweHve MPORYKTa
MORYT merko TOMIONTA, €M MPOTe3 rOTOBMGN 063 yieTa Gopul 3y6a
NaUMEHTa 1 PaCTIpeaenenvs HATPYaK, Wi CTW yron YCTaHOBKN UNINNaHTaTa U
POTHOCTINGON Y1ON pasANaTCH

PG BtRETOn USHEToH GANGDR0000rD WCTOTb ey, ST of0

abarmera.
’»M:Bnemre CKaHMpyeMii aBaTMeHT

©BbiGepuTe aGATMEHT NPEMWN C COOTBETCTBYIOLM AMAMeTPOM  MpownA
BLICOTON HeCHb.
OTMpa8bT po3yTaTul CAENApOSENIA 10 OTISKTPOHNOA TONTE 1 8 CpaHIIA aCaTueHT
npemun & Banu, " (PPE3EPHBIA LIEHTP.
2. BanMAMDanHhM PPE3EPHbIIA LiEHT]

“on ain 3D-AAHHLX U OTKDOUTE ero G MoMOUbI0

yKTe
finA BoccTaHoBN XeBaTensHoi  pyWkUMM Y  nauvienTa
YCTAHOBMTb 3YGHOM UMINAHTAT, KOTOHIA BXUBNAETCA B ANbBEONSIPHbIA OTPOCTOK

Cromatonorieckon nporpanl CAD.

2. Hcccsewme nauwewy He npunaraTe upemepuoe naaneme TaKoe Kak
XeBaTeNbHas HarpyaKa, k MECTY ONepaLyi B TeEHHe BCEro NEpUoAa JAXHENeHUs
(nepvon ocTeomnTerpaLn).
3. TlocoBeTy/iTe NaUMeHTy, B0 U3GEXaHie BOHUKHOBEHNS NOBOUHbIX ADeKTOR,
G Greayer cooniogare rexy fonocr pra,
4. penvs 8 wem BkneiiTe B KapTy
nawienTa WAEHTUMKALIMONHYIO GUDKY, COTEPXALLYI0 HOMED NapTWMW, yKasaHHBIi
Ha BHeLUHell yNaKoBke, pewrewacmw CHUMOK U T. A,

cnenyer

o
RONKEH  NOBTOPHO
R0 TPGRIT AT BEH TELCHTOR

8. MauvenTsl B B03pacTe 18 MeT W CTapLUe, y KOTOPLIX IABEPLIMNICA POCT KOCTH
YEMIOCT (TAUMEHTHI G YaCTHIHOM W MONHO/ aeHTHeN).

Yasaounexwe ann nauvewtos
Mepei nocne nepeoii
TpukycuTe Mapnio MpUMEpHo Ha 1 uac, TOGbl YGeauThea B OTCYTCTEUM
KpoBOTEUEHNS.
- K oGnacry orexa criayer npunowTe xonoei narer.

©Ha 0CHOBE 3D-AaHHbIX CTIPOSKTUPYITE (DOPMY MHAMBHAYANIbHOTO NPOTe3a  nomoLsio 5. B CryJae Monomku K Bpauy.
y nauvexta B euae KopHs 3y6a, aﬁemew sucvynammw epes necny E CTOMATONOMMYECKOR NPOrpamMMel CAD. OH AIOMKEH GbiTb CTIPOEKTUPOBAH C yueToM Mzﬁerame o m:"ﬁga"a' ecm iodhed
NONOCTM pra. OTM  MPOAYKTH  BKI0YaIOT xomnakmert schepekTul - Py HHY.
q;yuxuwo " MegaGen) Ans’ Bcex  AGATMEHTOB C  LMPROBLIM  AMABAHOM 1. 370 MOKET NPUBECTA K HeyAave WMMnaHTaUMH, Emw e notepn xocrion e ferkyio Y u usGeralTe pasmpaxaioux RpoRyKTos 5 Tevenvi 1-2
Hacosl, HUKaR UCKOTHER wKCaLm,
PE3yNbTAT, OtieHb NOXOKWE Ha HaTYPANLHSI 3y VCnOMbaoBaKMA  C abatmentamu  npewun. Cw. Tabmuuy 2 8 passene . .
ores, i TaKOM KAK i Karanora GAGATMeHTHI MMM, 4TObl YaHATH AOMYCTAMBIA AMANGIH PacHeTHSX HepBos, Gywiunmn 5 peaynerare. - Vsberaiite xypens u we ynoTpeGniTe anorons o Teene eoA
abaTme ECHLI, MOKHO €BPEXHO BHIMONHEHHO XMPYPTUYECKO Onepauuy. Taike cyluectayer puck - He ucTuTe 3a0eiiCTBOBaHHYIO NOCTe NepBoit onepaumMy obnacTe, NPou3soaUTe
m i, hoou d G Hagexio yoranoaure aSaTuet npewsn S0 GPESSpiLi CTaNOK @ SATCM CMEDIGMHOTO MOXORA U3-38 PAIBHTAS TSXNON MHDSKLIN © TAXETX Onysas.
BH) M nunucm Ta He Sunee 180 anen. . P P Iy
TPl P! A ero ¢ yuetom npotese. M 2. Takue OCTIOXHEHWMS, Kak heoworaive, rnepeuns. ayR, Gorb, orex, - BYABTE OCTOPOKHbI C OBNACTLIO NEYeHIs, MOKA OKOHUATENbHOE NPOTE3NpPOBaHIe
n ; pesepopannn _abatuenta  npeman c o xopanKa, MoK ok Tianati, HE OYAT 3aKOHHEHO.
IpepcTaBNeHb! CrIeAyiolLVe NMHENKn NPOAYKTOB: y . nocne omnqamq ey
m [1POAYKTBI AN 3KMBNEHMS M hOPMMPOBAHIS MSTKIX TKaHei! DOMUCTUTE OKOHJATENLHBIA MPOTe3, YTOBHI YAANUTL MKoGbe Bselectea. ouwywenve pasapaxens, “e"pas“"b“"‘“ npukyc u ""p"""‘“ "m moryr 5"“ - T i ypmoann nonocTy
= [POAYKTbI [ MITOTORMEHNS OKOHUATELHOTO NpOTE3a (50TNpaBbTe OKOH4TeNbHbI NDOTE3 B CTOMATONOTN|ECKYIO KIHHMKY. - YncTnTe aybel 3y6unn LIETKO U HMTBI0 N0CTE eabl
= [POAYKTEI [ MSTOTOREHNS BPEMEHHBIX NPOTE30B 3 CromaToRo6ckas XA GRS noxoro QBLLEro CoCTORHWR 3A0pOBEA MaLVeNTa. . 5 - VA3GeraiiTe XeCTKOM Wi XEBATEIbHOM MMM WM HACTOTO XesaHws
= MpOAYKTHI AN CHATWS! OTTMCKA Tep ucnonssosanvem abatwent  npewan ~gomen  Gumy 3 OHeMeHie BCMEACTSe NOBPEKAGHMA HepBa B 0ONACTH Mulla COLINO ABNAETCA . perynapuo nocewlaiiTe CToMaTOMOMa AN NPOBEPKA Ha OTKIOHEHMS.
cranosuTe i H HO B HEKOTODBIX CNYHasX SIBNASTCA HEOBPATUMEIM, h e
' TPOAYKTHI ANIA COBAVHEHNS MPOTE308 IPOBOAVITE NAPOIOHTONIOMIECKYI0 YMCTKY 1 pas B 6-12 MecsLies.
fpoTes B POTOBYI0 NOMIOCTS NALIMEHTa. 7. NpoTusonoKasanus
npotea & c npoToKonom
2 I'InKaJanml K NpUMeHeHUIo P P Mpu OTBOPe NauUMEHTOB CMIEAYET yuMTLIBaTH K Takum %
wnnaTauAOHHER  ARI  EXCON - mpepmasaNeHa AR KT e e D eooT a0, KomABOTED KoCTH 56 nnoEn & 1. CTOMATONIOVHECKYE ONepaLMy AOMKHEI BLINONHATLCH TONLKO CTOMATONOTAMM 1
i ORToTosKa MopeR Wcnok3osaHew © GTOMATONOYECKOF K 1. HelocTaTo4HOE KONWYECTBO KOCTH, €6 NNoXan CTpyKTypa
xwpypmu o yeraomn B obmacTH  wa  cepedemooi  nn )
senGeTL X G uemo 4 Gnpopepst abar nposepne 2 TUroHa NOMOCTH pTa 1 MATONOrUNECKan WHcheKuys & XVPYPrawh, UNMEIOLAMMA NORTOTOBKY M OMbIT PAGOTS B OGNACTH XMPYPrY NOTIOCT
- 5 opoaer pOreon VT SAIGS3 8 CTONGTONOISECON WIC Wmmpwa privile pra, a Tawke
3 (xopoy pores: o e ana npoBepUa STAKETKY § TaKe KaK © avater. B FinonyxT AONH MCHONo0BaToG 3 CTODARLHON CPERe.
CrbemHble "°°'9“"‘) V NALVYEHTOB C 4aCTU4HOW WNW_ MONHOW apeHTMel. OHa npogyra, a Tanxe nposepeTe ynamnxy TIPOAYKTa 1 CaM NMPOAYKT. ’ 3. HenpasurbHbiii BbI6Op MauMeHTa M ONepauny MOTYT MPMBECTM K Heydave
s GyHKLAM naLMeNTA B 3 Yienonisonatie oA 4TW ACCTOOACTB0 MeBapeH ! pe i Koo
cATyaUMAX U B c 3 V ; S Kypetme v 4. TponykT _npy ans W He pomken
= Otcposentian Harpyaka @ YCTaHOBUTE CIcaHMyDeMBIfi ABATMEHT Ha UMNNAHTAT, UMNAGHTADOBAHHEIA B NonocTs 5. MaUMEHTL,  KOTOPkIM ; " TI0BTOpHO.
- Heweanewas Harpyaa nocne AOCTUXGHWR  XOpOWeW nepeuuHoi P18 Naumewra. Berasere « sacto X1pyp! u 5. Pycku pw NOBTOpHOM wagen
" i i varpya unnnanTara. JgTAMITE BT A COAKGa aGaTHENTa G owolLeio G, TIOAU © ANTSPIUGH 1 TMTSpYSCTITENsHOGTLI K Tarany (CP Ti Grade 4, TIOAL- 1. Tlogtophoe wenas3osase saMpeexo, W compneno o Tann D, kK

Bce abartmenTsl npemun 1 paspabotaHbie B

WIECTUMDaHHOR OTBEpTKN 1.
@IpoBepbTe, NPABUNGHO MM YCTAHOBNEHS! CKAHADYeMsi/i aGATMEHT U MMANaHTaT Npn

TUTaHOBbIE OCHOBAHNS,
unpposom  cpopmare ans
npeman u

W KoMnaHweit (MegaGen) by

nognexar otpaske .
ueHTp anst

c C nomowbio 0By

TONsKO AR ORHOPAIOBOTO MPUMeHEHIS

He cTepuniuaosaTh NOBTOpHO

3. MpegonepaumonHoe nnaHupoBaHie
[nA ycrewworo_ nevenua

OS2, TGt NOATEEPAUT, IZH NeeiR W OUEHY, 3 TAKE MPORYKT C
TOMKN IPEHUSA MEAMUMHEL Y CTOMATONOMI

1" Catayer. MpoacpuTy CoctonrMe MonocTw pra neupeHTa ¢ nowousio
KIMHUMECKOT, PEHTTEHOMOTHECKOMO CHUMKA W aHaNM3a MO

2, HeGXOaMMO peoCTaskTs NaUSHTY SkiGOp. & fr A
npeaocTaeue AOCYSYWHOS

VCNONb30BaHMM  PA3NUYHLIX METOROB  NEyeHys,

4V ELI) 1 K0GankT-xpomMoBoMy cnnasy.

8. Xpanenve u 06paboTk:
1. BUAT-3aryluKa 1 hOPMUPOBATEN AGCHS! — 3TO MIAENWS, CTEPUIMI0BAHHbI

OCKEHUDYIITE CYSHADYEA BDTEHT, WTOS NonyT ABKIe O cocToRrw noracTy
BIB NelieHTa ¢ oMol Hepa,
aGar

OMaBTeHITe CHaRMpyeM aBaTMEHT
(OBuiGepuTe TWTaHOBOG OCHOBaHME C COOTSTOTBYOUIMM AMaMeTPOM. npOdMnA
BLICOTOM 1ECHbI,

SOTIpaBTe pesnuraTy cwpossun, fo STGTPOMIN otTe 4 SGpanice

2HOBOE OCHOBaHHE B BANNAMPOBAHHbII (hpesepH
2. BanuvposakHbiii (PPE3EPHLIR LEHTD

MlonyiTe orokaWpOsaKM GaAn 3D-AZKMX W OTIPOATE 10 G MOMOLILK
CTOMTONOTeCOH NpOrpaMIb C

i comone. S0 Ao oSN pyme bopuy sepieh norom s AwoKcuaa
LMDFOAR G OO0 CTOMGTONOTMISCKDA NPOTRaMIL GAD. Bepxian nonosia. #o
UMDKOHMA [ONKHA GbiTb CNPOEKTDOBAHA G yMeToM nonycmmere Ananasona

Komnarumen MegaGen),
ANA BCeX aBATMEHTOB, Pa3paboTaHHbIX B LMPPOBOR (OPME, ANA MCNONb30BAHMA C

“Twanosso. ocnosawn, 106y

gotcHerie [OCTOMKTD " HemocTarioe kaXACro weToa U pachik

HectepunsHo 3. Creryer nbosSpHTE HeTopAG Boneai NaumanTa, Atobul HeHATE GocToRme
Sopouh navmerTa, Eonn cert CoMHeHIs COCTOSHMS (1 ey 18 padiene wrrora
300p0BLA_NaLVeHTa, npoBecT p: TecTsl,

oM. 4TOGb! y COCTORHMIA Nepe MOATOTORKOM K

onepauum. aTem 0BPaGOTATe ero, MCMONb3yA MHAMBMAYANIBHYIO UH(OPMALWIO
4. HeoBKonMo MposepuTe COCTontiAe. TepMETHHOCTY YNEKoB,  KoTopan

o K no 06bl YBEAUTLCS, 4TO MPOAYKT

TemneparypHbiii Avanason

wanason TIONOBMHLI 3 LADKOHM
SHapexso ycrauusme MDKOAMGELIA oK, OMMLGHHeAH F DA, B0 DPCaEPHLIA cranox, a
3 aGota o npot ion
WSIOTOBEHUN BSPXHEA TIONOBMHLI 3 WPKOHAA OSHBKOMTSC O WrcroyeLAa 7O

(TuAToNoNG GMCTITE oy O OKGHAR LUDKOWAR NATKON WLSTHOR, & 3aToM NpoBYTe

,
NONHOCTLI0 3aNEYATaH 1 OCTAETCH B COCTORHMN cYepMnmauMn
5. He Crleayer ucnonsaosath NPOAYKT, eCrid ynaKoska He w
NOpBaKa, a TakKe, N0CNIe BCKPHITUA YNAKOBKM, GE3YCTIOBHO, CieayeT NPOBEpUTL
NPOAYKT Ha HATMME TaKIX OTKIOHEHWH, KaK WHOPORHOE Teno, MATHA, Menkas
M, HETBKLHE SPX romGET 4 1. GEhe ST yrakcan

6. Mepen Havan YPTMHECKO! OMepaLmMM NpoBepsTe  MHGOPMALMIo O
npoaye, rayo Bk STy, PESUEP, HETY WITOTOGNEHMA A GPCK TOMNOCT.
lpen  NPOBEAGHEM  OMEPALIAW  MPOBEPHTH  COBMECTMMOCTb  BCEX
He npy ynaKosKi
4, no "
Toapobiyio o " Haweit
NpoussopuTens CuCTEMbI 3yBHbix c cm. B karanore

CIUA paspeLuaeT npoaaxy 3Toi NPOAYKLMM TONbKO

TMUEH3VPOBAHHBIM CTOMATOMNOram WM N0 UX 3aKay.

Viarnant Ko, Mo (MegaGen Implant Co. Lid)

X AGaTmeHT npemun
1 Tloarorosca nepeq ucnonboeasen 8 CTOMSTONONWECkof Kk
oBepLTE abatmenTa,
TROBGpVE TG Sk 8 CTOMGTONONMGER O ke,
GTlonraepauTe, npeqasuaieno 1 usaenue AT Uonon3osaHA, npoBepUS
Xy Mpogyica, @ TaKke nposepbTe Koo POATE i Gant MG
2. Vcnonsaosanue uagen

CaThiM BO3AYXOM.
(CuinepuaUpyITe UaTOTOBTGNYIO 12 38E3 BEPXITO HECTe MpoTesa 1 AOCHTE

2. HecTepunuaosaHbie NpofyKTsI A0MKHS! GhiTh CTopuTAsoBaUN MEpoM BiCoRoro
[HaBnenns B TedeHve 15 MAHYT npu Temneparype 132 °C (270 °F), 3aBepHyTel 1
(ran

S3PRAEIM MHPENOHHLIY S3BoncEaH
870D

108 " cnone3osatne M:Anenm MOKET MDUBECTU K CepbeaHbim
newcnpas . & Tou dwcne

acaruenra, HOBEXEENWO U SCRaBNA BAHT

3. Toei Topioe Mcnonbaoaanwe © A APYTRO NlaLMeHTa sanpelero,

& Tioon €T HWKaKO/i OTBETCTBEHHOCTM 3a MOBTOPHYIO

npocywens! B TedeHe 30 MUHYT nepen
TPABATALVIOHHbI).
figrt i

ia
7. NIPORYKTE! OMKHbI GbiTh YTUMIMPOBEHSI, TaK KaK OHU BbIFbIBAIOT
AR, 1 SHTONIHGHG ONSpaL HOBOIUOK0

TonkKko
FDA, Br04as ynaosy
4. Viagenws wa nnactaka

ans

B npouecce

33 npobnemi, CassanHbie

PO  BHGOKOT AdneRu, NOSTOMY TeMNepaTypa, He Aomieia 160
°C, a nasnerue — 0,45 Ma.

Mocne HaeceHwsi (HOPMOBOYHOM MACCH MEANeHHO Oxnaaute ee Ans
KOArynALMM, HTOGHI MIBEXETH ACHOPMALMA M3-33 AENVIKATHOM YCAaKM N

gecuperms
Cn

nenyer PP ann
st .
7. TemnepaTypa NnasneHus MaTepuanos U3 3onoTa: ssiwe 14815 °C.
8. ToMneparypa ANaGrHAA MaTGpUEITon o nacTika: selle 332 °C
9. HecobnioneHue petouoayows Howelop darkis oK tpueeCTH ¢ Tat
puckam, KaK npoaykTa (cu.
katanor).
ég BUHT MOKET CrIOMaTbCA NpH NOBTOPHOM 3ATSIMBAHWM B TedeHue NSTM WAn
nee pes

Wpronts. Yo iiTe nauvenTy, B 0GOuHbIX apexTos,
¢Cxneine DO W BapAHON MonGE WS TMOKOAT | WDKOH BHECTS m cne;lyeT cobionare. mmew nonocry pra
3aduKcupyiiTe TOTOBYI  4aCTb  LWDKOHASEOTO | MpOTE3a  Ha  TUTAHOBOM vapenue

ocHOBaHIM C nowoleI0 uewmenta FDA, OnHaKooHu He

ke, cunbHo i A C AMOKCHIOM UMDKOWAS, ¥ 13, YTunuaums
oﬁnaweca N CCOOTRTCTENOLIEMY PIKSOCTE) 10 oY TPOSSOLUTENA skTal GOOTBGTCTRYNLAK OpraHoe 1o VTAA3BLIAN MERHLAROKI HAROMR
AnY | O3HaKOWNGHMR G _IpABATaMMN WCIONL3OBAHAT U WEPaUM NPEAOCTOPOXHOCTH. WHuAneHTa, s wapenuem,
7 Oun npores ot Beuiects, ou. ™ creayer couaumm OO STOM NPOKISODITEINIO W KOMTSTOHTHOMY opraiy
Bt o Snat Shaowgpasamos  sech  nomemwoh TV Topon (o)
UMKOHWS, B CTOMATONOMW: - enyaae ynaxcsm fo ee
3 B Tomaronormbean Knmma/Gonr BCKPLITMA MOXHO 3AMPOCHTL Y NIPOUIBOAUTENS 3aMeHy U3aen
o TiTariote oCHoBaiie, ~sauouarmiposaroe o seprioh nonoonwon o 16 Crepnusosaiisie venn crieayeT paAT np Tomneparype o 15 1o 22
OMOKCAZA LMDKOHUS, AOMKHO _ Gbr en °C. W3penus crieqyet XpaHuTL npu Temneparype ot 15 40 30 °C.

Yerasosure i npores a pamaym

nonocTe nauenTa. ECMW NpOTE3 He NOAXOQUT NauveMTy, BepHuTe 9. Meph! NPeRocTopoKHoCTH

BaNMMPOBAHHBIN dwe:epmam UHTP AN NOBTOPHOTO W3rOTOBNEHHS.

KOMOM.

nporos
TuTanosbie ucnoaawﬂ AensioTCH NpefHasHadeHsl  TONbKO  Ans

3yGHbIX

npAMbIMA 1

1. Mepen Megagen

cnctem

2.He vononayirre moaya ocns VICTeUeHWS! er0 CpOKa rOQHOCTH.

COCeRMIY SyBaM. e MPORNEIAEHH AR KOPPEKIM YA

M 5 Poc;

10 owwbKe
3o oo npo/JyKr UNK YNaKosKa NOBPEXAEHbI, TPYAHO NORAEPXVBATL

Mi
wwwnevacert. | info@nevacert.ru

v3zenve noanexut

Ony u
5. [lanmoth MORYKT MONST WGORLS0BaTICH 5 CYpAMEX, ae on Goin onnﬁpeH
npony

3ABUCHT OT CTPaHSI B 33BUCUMOCTH OT NPOLEAYDEI pervcTpaum
Ecnn uanenws, Koropsie He
NPOUIBOASTCA U He NpodanTcs Komnawued «Meraflxer» (MegaGen), moryr
BO3HUKHYTH POGNEMb B PaMKaX KaHecTea 1 TOMHOCTU COBMECTUMOCT
Manenve He NPOXORVAIO MCTbITAHME Ha GE30NACHOCTL I COBMECTUMOCTS & MP-
cpede. Manene He NpOXOQWNO MCTILITaHWS Ha HarpeBaHue, MU0 MMM
apTedakTsl Ha CHiMKe B MP-cpese. Be3onacHoCTs UCnoNb3osaHs nagenus & MP-
cpede He yCTaHoBMeHa. CKAHMpOBaHUE NaUMeHTa C TakimM W3Jenuem MOXer
NIDUBECTY K TPaBMUPOBAHHIO NaLIveHTa.
11. VMNNaHTaTHl MaNoro AVaMETpa W YImoBbie aBATMEHTH He PEKOMeHAYeTcs
VCTIONL308aTS AN GOKOBBIX 3YBOB.

Mpencrasutens 8 PecnyGnuke Benapycs:
000 «MeralmnnanT»

220090, r. Mukck, Toroickui TpakT 22a, ocp. 320
Ten.: +375 29 134 55 55




/norotun: MEGA’GEN/

WUmnnanTtat

«Merafixen UmnnanT Ko., 1Tty (MegaGen implant Co., Ltd)
45, Ceveor-po-7-run, [laca-eyn, flanceoHr-ryw, Tary,
429211, Pecny6nuka Kopest (45, Secheon-ro 7-gil, Dasa-eup, Dalseong-gun, Daegu 42921,

. Mcnomﬂyﬂre paMAHLIS wHAMKATOpE U T TS, 4TOBbI

, YTOBbI N1 3anaHo

onepartop.

— PerynspHo nocewaiiTe CTOMarosora Anls POBEPKM Ha OTKNIOHEHNS.

3) 3axmure OFIHOM pyKoit 4acTb Npo3p: BHW3. 3aTem Apyroii pyKoi
CTPEenky Ha Haknenke U MeNeHHO CHUMUTE MeULIMHCKYI Gymary, 4ToBbl OTKpbITE nnacmkosbm KOHTeWHep. Mocne 3Toro BbiHbTE 3anasHHyl
amnyny.

[Tun amnynsl]

4)Konnauok Ha amnyiie BLINONHEH MO TMy SNap-on, KOTOPHIA NETKO OTKPLIBAETCA OAHOI PYKOI M OHAM KACAHMEM. 3aXMUTE amnyny OBHO
PYKOIA, @ 3aTeM NOAHUMMTE KONNA4oK GONbLUMM Nanbuem, 4Tobbl 3a OANH NPUEeM OTAENUTL KONMayoK OT aMMynbl.

— MpoBOAUTE NAPOAOHTONOMUECKYI0 YCTKY 1 pa3 B 6-12 MecsLies.
*

(1) CromaTonorudeckve onepaumn AOMKHb!
0BnacTV XUPYPrUM NONOCTY PTa, a Takke n
(2) Uapenve HeoGxoanMO MCNOMNb30BATb B HYKCTOM 30HE.
(3) HecooTBeTcTByI0WMi NOAGOP USAENMS ANIS NALMEHTA U XUPYPrUMECKOE BMELLIATENbCTBO MOryT NPUBECTY K HeyaJe MMANaHTaLWi 1 noTepe

TonbKo " W oniT paboThl B

h 5)N 3 nn Ha (Tvn wnn (rvn . Ans i
Republic of Korea) ’ , 410 © ( Ana , 4TO ( He c Eenu T (4) Mpoaykr v ans W He pomKeH OBTOpHO.
Ten.: 82-53-222-2828/chakc: 82-53-289-3420 ¢ BHewHIM W He coeauHeH ¢ K y. 5) Prckot npn oo .
Bonee CM. Ha caiime com 6)OCTOPOXKHO BbIHETE UMNAHTAT U3 aMNyNbl, COEANHNB Ans K y unu Hn "  TaKUMM pUCKamMy, KaK i
[Tvna Nero] P! g
B B . 4) OTKpoiiTe BEPXHIOI0 amnyny (ANMHHBIA BNOK) U BbIHLTE BHYTPEHHIOK amMnyny, YAEpX1Bas OAHOM PYKO HIKHIOK amnyny (KOPOTKMit 6110K). 2) MoBTOPHOE VUCMOMNb30BaHWE M3AENUA MOXET MPUBECTU K CEPbE3HbIM HEWUCPABHOCTSM, B TOM YUCNE K HEUCNPABHOCTU COEAMHEHWS,
000 «Meralmnnarty 5) Konnauok BHyTpeHHeit aMnynil BLINONHEH B BAAE 3aLIENKH, KOTOPBIIT MOXHO NETKO OTKPLITS OFHUMM KacaHueM, B3ATb amymy OAHOM PyKoi u n BUHTA.
raviur CHBVHYTL KpBILLKY GOMbUMM NarnbLem, YToGk! Cpasy CHAT ee. 3) Npu MoxeT c6oit paumn.
220090, r. M.v;nck,:;c;r;g;:m;;z:&;szk‘ och.321 6) MposepsTe, K Kakomy Tuny (© wnu Ges " ¢ nomoussio 6 He HECeT HUKAKOM OT 2a npoaykra
en:
annayToBona Ana e4HuKa. Tun Ge3 pa o U3 amnynel 8 aneHo NOCNIETOTO, | (7). 3arpsisHeHHbIe NPOAYKTb AOMKHSI GbiTh YTUNUSUPOBAHSI, TaK KaK OHY Bhi3bIBalOT " onepaum
A LecTur (8) MpPOM3BOAMTENL He HECET OTBETCTBEHHOCTY 3a NPOG! c nwm
® Mpumenenme Tun o BbiHbTE 3 amnynel B ocne soTaBiut cneunansHoro wMnnantosoa { IR
- AANS HAKOHENHUKA B YACTb KpenneHus. o8-
« MmnnanTar pentansHeiii XPEED AnyRidge ¢ BHyTpeHHUM (9) [laHHbIii NPOAYKT MOXET WCMONb30BaTLCS B CTPaHaX, rAe OH Gbin 0noGpeH wn coor

coepvHeHnem

i AnyOne ¢ P .
coepuHenHmem*

# AnyOne ¢ HewHum
ODSDMNeHMeM

nSTc
« MMnnauTar AeHTansHelit BLUEDIAMOND

. # EZ Plus ¢ BHyTp

coeauHeHrem*™

. i Rescue ¢ BHyTP . i Rescue G BHewHIM
coenvHenmem** coepmHeHnem™

. 7 ExFeel ¢ BHYTD « IMnnaHTar AeHTansHbli ExFeel ¢ BHEwWHIM
coeauHeHrem*™ coeanHeHrem™

(*) RanHas Moaens HepoCTyNHa ANs npoaaxy B KaHaae, Tak kak oHa He NueH3npoBaHa MuHMCTepCTBOM
3apaBooXpaHeHys Kanaasi.
(**) Makmas Monens HeAoCTYNHa Ans oAyt B EBpone 1 KaHaze, Tak Kak OHa He NULieHanpoBara MUHICTEpCTBOM
anpasooxpareHus Karaasi u Esporsi.

Pycckun
1.06wme cBeaeHus 0 NpoayKTe
[laHHoe W3zenve NPeaCTaBNsIeT CoBOii 3yGHOI UMNNAHTAT, MArOTOBMEHHbIV U3 YMCTOTO TUTAHE U MMMNAHTUPYEMbI
CTOMATONOOM B HIKHIOK YEIIOCTH (HIKHENNIOCTHAS KOCTB) UM BEPXHIOKO YEMIoCTb (BEPXHENENIOCTHAR KOCTB) B KadecTae

KopHsi 3y6a pYP! i onepauum ans i pyHKuMM Y c
4aCTMYHOM UMK NONHOM aaeHTUe. CyLIECTBYIOT paanniHbie pasMepbl 1 hOpMbI AN UMNNAHTALUN B NEPEAHUIA UK 3aaHWA
OT/AEN NPU PASMUUHBIX CTENeHsX NoTepH 3y6os. Mapenve B y B

KMHIECKAMU NIPOTOKONAMM:
—~OTcpoueHHa Harpyaka.
Harpyaka nocne

xopouueit nep "

Harpyaku.
ViMnnanTaTs! GonblLero pasmepa (AUameTpom 6 Mm 1 Gonee) npeaHasHaseHi AN OBNACTH MONSPOB.
2.Mpeanonaraemoe ucnonb3osae
P

KoTopoe B KOCTL BEPXHENt U HIDKHEI HemiocTH Ans

7) Pacnonokute UMNNAHTAT PAAOM C MECTOM MPOCBEPMUBAHAR, OGPALIAR BHUMAHUE BO BDEMS ABWKEHWS HA TO, YTOGH MMANAHTAT He
or wHe

8) 8 KOCTb Ha rny6uHy nyTem nosopota (15~30 0B/MMH) UMMNGHTOBOAA MO YACOBOI CTPEnke ¢
KpYTALLUM MOMEHTOM 45 H/cw unu Gonee.
9) Ecru B KOCTb M3-3a BLICOKOVA KocTh, ana ,a

3aTem 3aBepLUNTE UMNNGHTALINO C MOMOLLbIO KTTI0Ya C XPaMOBbIM MEXaHIIMOM.

TP MCNIONb30BAHWH KNKOYA C XANOBbIM 70 80 H/cm. ECNM KpyTALLMiA MOMEHT npesbiwaeT 80 Hicw,

CYLIECTBYET PHCK HeyAauM XUPyprUIEckoil onSpeLl U332 UDSIMEPHOrD BYTRILEID UOWEHTS, KOTOPbIii MOKET Bbi3BaTh AedopMaLMtio
P wactu KOCTH, T2KO® Kak HEKPO3 UM HaCTUMHbIiA M1EPEIOM KOCTH.

BUHT-33rNYLLIKY K © kpyTAILAM meree 10

yacTe ot Ten, a saTem saweiite o6nacTe

10)Mocne
H/cm ¢ NOMOLLBIO PyHHOI OTBEPTKM, HTOGbI 3aWLUTUTE. P
XMYPrUMECKOTO BMeLIaTenbCTaa.

B Gny4ae UCHOnb30BaHNA HOPMMPOBATENIA AECHbI BIIECTO BUHTA-3aTNYWIKM VCTIONb3YWTE TOT Ke KpYTAUL MOMEHT, 4TO W Bbiue.
METOf0B MOryT y pucK Hey, XMpyprueckoro

BbIGOp UM p
(3) NocneonepauvokHas peadunutaums
1) Mepuon 3axMBNeHMs: NOCNE ONEPAL 3ABUCUT OT KIIMHWYECKOTO COCTOSHMA KaXAOTO NALMEHTa (KAYECTBO W KOMMUECTBO KOCTHOI TKaHM,
dukca Harpyaka, ONOCTM pTa 1 T. A.). M0STOMY NAUMEHTY W KNMHWLMCTY TaK BaXHO BHAMATENSHO
naamcnan, 3a ﬂlcsb\MM V3MEHeHNAMM.
* TpeGyeTcst MAHUMYM 6 HERerb ANIA 3BKMBNEHWS, ECMIN OKPYKAIOLLIEW KOCTHOI! MaCcChl A0CTATONHO 1 KA4ECTBO KOCTU BLICOKOE. MUHUMAnbHIit
12-HepenbHbIii NEPUO/} 3AXMBNEHNR TPEBYETCR AN ryBUaTOi KOCTH, NP YCTAHOBKE UMNNAHTaTa ANAMETPOM MeHee 3,5 1 Gonbue 6.
2) MocoBeTyiiTe NAUVEHTY He NPUNAraTh YPEIMEPHOE AaBIEHUE, TAKOE KaK KeBATENbHaR Harpyaka, K MECTY ONepaLuy B TE4EHIe BCero nepuoa
32KMBEHUS (NEPUON OCTEOMHTErPaLIMH).
* Bpemsi OCTEOMHTErPaLIMM 3ABICHT OT Ka4ecTsa KOCTM NALMEHTa, HO B Lieniom TpeGyeTcst 6 MecsiLies (Ans BepxHeit YeniocTu?), 3 mecsua (Ans
HIDKHEI! YeriocTu).

3) TocoBeTyiiTe NaumeHTy, 8o 1 MOBONHbIX . kak crepyeT rurMeHy nonocTy pra.

4)fina wanenws 8 BKneiiTe B KapTy nauMeHTa Gupky, Homep
NPT, YKA3HHbIA HA BHELLHeI! YNaKOBKe, PEHTTEHOBCKMI CHUMOK 1 . A.
5) Mpexae Yem NPUCTYNWTL K CNEAYIOLIeMY 3Tany NeueHvs, Bpay A0MKeH xon paLLMM C NOMOLLIO P cHumKa

WNV TaKOro METO/1a AMarHOCTUKM, Kak Peakuusi Ha NoCTyKUBaHue.

6)B cnyuae nonomkm cneayet

5.HexenatenbHble acdexTbl

(1) 310 MoxeT | MERCTH K HOYIae WTIGHTSLM, TaKOM KaK NOTepA KOCTHOI MacCk, HUGKaR UCKOAHAA CTAGMNLHOCT, HApywWeHHE chmxcaum
808, VHKUMM B nepaLm.

K Bpavy.

PYpi

ORGP/ MPOTESHOTO YCTPOVICTB, TaKOT KaK 3yGHOW MPOTEs, AN i chyHKU Y Tawoke prick uexopa wa-3a passmmﬁ TAKETION MHCDEKLMM B TAXETLIX CITyUastX.
¢ aCTHOM WM NONHOT aneHTHEH (2) Takme Kak /A, B0k, OTEK, KPOBOTEUEHIE, BOGTANEHHE, NUXOPBAKa, MHAeKUWA, A3Ba MATKAX TKaker,
y i npukyc 1 orkpb\rhlm WI0B MOrYT GbiTb PP

3. UHCTPYKUKA N aKGnAyaTauny (Tonbko Ana CLUA) NPOUEAYPbI M MAOXOro OBLLETO COCTORHMA 3A0POBLS NaUMEHTa.

STc P # BLUEDIAMOND (3) OHemeHue BCMIEACTBME NOBPEXAEHMS HepBa B 06NAacTH Nuua oBbIMHO SBnseTcs LHOB PbiX CRyyasx AenseTcs
Crcrema wunnanTaLmonHas ST Interal u CacTema uMnnanTaLmonHas AnyRidge Octa 1 npeaHaskaqens an HEoBpaTUMBIM.

pyp! B Bep: nm ATy C uensio p 6.1
3y6GHBIX (KOpOHKM, NPOTE3bl U CbEMHbIE NPOTE3b) Y NALMEHTOB C YaCTUUHOI UNU Mpu ot6ope cnepyet K Takum NOMUMO NPOYero, OTHoCATES:
nonHoii aneTuen. U ana Vi chyHKUMM Y NaUeNTa. MeHbLume umnnanTaTsl (enee | (1)HEAOCTATONHOE KONMECTBO KocTH, ee nnloxas CTPYKTYPa i
6.0 M) MEAHATHAYEHS 319 HOMGNEHHON HATPY3KH, KON opotian i (2)Heyn0BNeTBOpUTENbHAR MreHa NOMOCTM PTa U NATONOTUHECKas UHEKLIMS B anbBEONAPHON KOCTH
Pen Ans Hemen, PY: A P P YD Takue kak W avabet wnn W (M) PACCTPOICTBO NULLIEBAPEHUS!
it HarpyaKoi. GonbLLUIEro pasmMepa npeaHasHasenb Ans 06NAcTH MOMAPOB U \ypeHme u

NPEAHa3HAYEHbI ANsi OTCPOYEHHOM Harpy3K.

(5)MaupeHTbI, KOTOpbIM

W XMPYPIMHECKMX BMeLIaTeNbCTR/ONepaLil

[l0CTYNHOCTb MPOAYKTA 3aBUCHT OT CTPaHBI B 3aBUCUMOCTY OT NPOL@AYPb! PerucTpaLmy,

* ECIM N0Mb30BATENN VCTIONb3YI0T GHAMOTMIHbIE SNV, KOTOPLIE HE nre
JITA.», MOTYT BOSHHKHYTS MPOBNIEMbI B PAMKaX Ka4ECTBa M TOHHOCTM COBMECTUMOCTH.

(10) 3y6woin He npoxoaun Ha 8 MP-cpepe. Vlanenue He NPOXOAWNO UCTBITaHMS Ha
Harpesanve, Murpaumio unu apredaksi Ha chumke B MP-cpene. seaonacnocn, venonsaosakus ugenus & MP-cpene He ycTaHonewa.
CKaH/pOBaHWE NALVENTA C TaKiM UIAENVIEM MOKET PUBECTU K TPABMUPOBAHYIO NALIMEHTa.

X Ccbinka Ha SSCP (O630p 6630NaCHOCTH U KIMHUNECKO/ S(KTUBHOCTH)

i «Meraflxen Umnnant Ko.,

® ponssognTens

® Howep no kararory

Cepuiitisiii Homep

Koa cepum

3] [

® [lara npoussoacTea

Cpok rogHocTM

Crepunuaauus ¢ nowoLbIo 0ByNeHvs

]
*-E—I

TonNbKo ANS 0AHOPA3OBOTO NPUMEHEHMS!

® He cTepunu3oBaTh NOBTOPHO

®  BuumaHme: CM. COMPOBOANTENbHYIO
AOKYMEHTAUMIO.

no

TemneparypHbili AUaNasoH

@%@@@@

IFU-IF-R14/ 21-12-07

i AnyOne ¢ BHYTD i XPEED AnyRidge ¢ (6)TloAM C anneprueii 1 rUNepYYBCTBUTENLHOCTbIO K THTaHy (CP Ti Grade 4, TiBAI-4V ELI) 1 KoGankT-xpomMosoMy cnnasy.
yTP i AnyONe C BHEILIHUM COBAMHEHNEM 7. XpaHeHue u o6paGoTka

CucTema Xpeed AnyRidge Internal v Cuctema AnyOne Inter ans (L)repr n i YNaKOBKY CNIEAYET XpaHuTb npy Temneparype 15-22 ° P
XUPYPIU4ECKOH YCTaHOBKA B 06NaCTM MONAPOB Ha Bep: wnu ayrax ¢ uensio g;ggz%‘: AonKeH GbiTb OTKDLIT nepes rorye Oﬂsi:ﬂ:gae o ynea:;;‘x“’“ﬂa“’ MNP NoBpEeXAHM

ayBheix 7 (KOpOHKM, NPOTESI M ChemKble NPOTE3s) y nauMeATos ¢ {1\ o Gl NPOAYKT oAt o0 1o “W A

o o . saKoHopaTenscTso CLUIA paspewaet
c HarpyaKoit. GonbLero pasmepa npeaHasHaseHbl Ans (6)B cnyvae C vazienvem, crieayeT coobLIMTL 06 aToM " Rx Only POIBXY 3TOM NPOAYKLIM TOMLKO
06N1acTV MONAIPOB M NPeAHA3HAEHb! ANS OTCPO4EHHOW Harpy3kn. OpraHy B KOTOPOM Mnm) nauyenT. NMLEH3MPOBAHHBIM CTOMATONIONaM UM N0 UX
AEZPEEETD (7)B cnyvae YNaKoBKM 0 €€ BCKPLITUSI MOXHO 3aNPOCUTS Y POM3BOAUTENS 3aMeHy U3Aents. saany.

CueTems! EZ Plus Ans Xvpyp! Ha BEPXHIOI UM HIKHIOK HEmIoCTL S
ANS NOAAEPXKM NPOTE30B, TAKNX KaK 3yl nAnA i yHKUMM y nauvenTa. 8. Mep|,| npeaocTopoxHoCcTH £ 1 5
370 MOXET BbiTb AOCTUTHYTO C NOMOUbI0 NGO i, nu6o it XApYprieckoi c b @n cvcTem Megagen c o
GonbiuyM yrriom (Hanpumep, 250°) Ha UMANAHTATaX MaNOro AvameTpa EZ PIUS C BHYTPEHHM COeanHEHueM @ He Mcnonbswre NPOYKT NOCNE VCTEYEH!S €0 CPOKa FOIHOCT.
Npe/Ha3HaueHb! 1A NEPEAHEro OTAeNa NoMoCTI PTa U He NPEAHA3HAEHb! NS UCTIONb30BAHNS B 3aHEM OTAeNe NonocTH 3)H 3Aenue, sar oumgie xupypra.
DT 3-38 OFpAHUHIEHHOR MPOUHOCTH MMIAGHTaTa. @ npm OTKPBITUYM UMNNAHTATA OTKPOVITE BHELUHIOK YNaKOBKY C MOMOLLBIO . Avnyna ¢ AomKHa GbiTb

= . BOKpbITa pryproM 1 3apenera 13 XApYpIUNEOKoM MHCTPYMEHTE,

Rescue ¢ BHyTe Rescue ¢ BHeLIHUM coepuHeHvem (5 Cneay wa-aa [P—
Cuctema Rescue AR XAPYPIMHECKOR YOTAHOBKN B 0BTIACT MONAPOB Ha (6) Ecrwt mwum“ poayKT WM ynakoaka TpyaHo H snenvie
wnn nAyrax ¢ uensio 3y6Hbix 7§ noanexwt

(KOPOHKW, MOCTOBHIHBIE MDOTESk W CHEMHI® NPOTESE) Y NALIMEHTOR C YACTUHHOR WNK NOMHOA ANEHTASA. BT MMANGHTTH

ana Tam, rae pasmepa He NoAXoAsT.
ExFeel ¢ BHyTp ExFeel C BHELIHIM COBAUHEHeM™
Crcremsi ExFeel ana Ha BEPXHIOID M HUXHIOK YENIoCTb ANS NOAAEPXKM

NPOTE308, TaKMX Kak UCKYCCTBEHHbIE 3y5m W ANl BOCCTAHOBNEHUS XeBaTenbHoi hyHKUWM y nauveHTa. A1o MoxeT BbiTb.

AOCTUTHYTO C NOMOLLbH0 GO i, nuBo pyp

a. no "

(1)MpenonepaLyoHHoe nnaxuposame

Ons nevenuts ToBk! nnan neverms
1 OLeHKY, @ TaloKe NPOAYKT C TOMKN 3DEHMS MEAMUMHbI 1 CTOMATONOTUM:

1) CneayeT NPOBEPHTL COCTOSIHME NONOCTI PTa NALMEHTa C NOMOLbIO . P n

aHanwsa moaenu.

2) Heo6X0auMO NPEAOCTABMT NALMEHTY BLIGOP B MPUHSTAN PELISHIS NPV UCTIONL3OBaHNN PA3NUHLIX METOR0B NIEYeHUs,
n KaXoro MeToaa v rpacnka NeveHns.

3) CneayeT npoBepUTS MCTOPWIO GONE3HM NALIMEHTa, YTOBbI OLEHWTL COCTOSHIE 3A0POBLS NaUVenTa. ECAM eCTb Kakme-

M0 COMHEHUA OTHOGHTEISHO COCTORHIA JAOPOBLA NALMEHTa, nposecy p TecTsl,
OB y ¥ nepen ¥ K onepauun.

4yt p ynaxosku, koTopas )
IO 470 npoayKT W ocraercs B

5) Mepen nunnanaumei npusepbre hOPMY ¥ Ka4ECTBO KOCTH, OBBEM C OMOLLIbIO PEHTTEHOBCKOTO CHUMKA W BbiGepUTE
it pasmep NS BBEACHNS.

6) VicnonbayiiTe uamepeHws ISQ AnA NPOBEPKM KauecTsa KoCTu.

7) He crieayeT vcnonb3osaTh NPOAYKT, €CAIM yNaKkoBKa He 3anedaTana unu nopeana, a Takke, Nocne BOKpITHA YnaKkoBKi,

6e3yCrioBHO, CrieayeT NPOBEPWTL MPOAYKT Ha HAMM4ME TakX OTKTIOHEHMH, Kak UHOPOAHOE TeNo, NATHA, MenKkas Mbinb,

UCTeIUMIA CPOK FOAHOCTM W .M. 110CAE BCKPITAA YNaKOBKML.

8) PexoMeHayeTCs BLIGUPATE UMNNAHTAT KAk MOXHO LUUPE, YTO ONPEAENAETCA COCTOSHMWEM NONOCT PTa NauenTa.

* [ins 3aaHero oTAeNa NPOUIBOAVTENH PEKOMEHAYET BLIBUPATL AUAMETD WMNNaHTaTa Gorbiwe 5 M. Ecnu BbiGpak Gonee

yakutin quametp prick ero 13-3a GObLLION KEBATENLHOM CUlbl Y NALMEHTA WAk

OTKNOHSIOLUMXCS OT HOPMbI NPUBLIYEK NUTAHUS.

9) Mepea Havanom i onepaiun 0 NpoAyKTe, TaKyio Kak apTuKkyn, pasmep, AaTy
U3rOTOBNEHMS! U CPOK FORHOCTU.

(2) Mpumenerne

[Nanee & oBluyIX Yeprax o6 Kak uanenwe. I o "
XapAKTEPHCTUKAX KOMTIOHEHTOB HalLeih CUCTEMb 3yBHBIX ) c cm. 8

no nporesos cuctem ) i Umnnant Ko
Nray

Hn KOCTb, 4TI 8 MECTO G MOMOLLBIO PASIUNHbIX

XMPYPIUYECKWX UHCTPYMEHTOB. B 3T0 Bpems 060pOTHI CBEpa B MUHYTY (0G/MUH) GTIEAYET perynupoBaTs B COOTBETCTBUN C

KOGTU M TUINaMu Xvipyp 800-1200 06/mMun). O6UnLHO noneiite o6nacte
4TOBb HeKpo3 KooT! nop i Tenna.* C oA MeTUMK

CrienyeT NPoM3BOAUTL Ha Gonee HI3KX 060pOTaX (NPUGAMIUTENHO 15-30 06/MuH)

2)Cpenas Ans B TUNa U pamepa ugenus,

YKa3aHHBIE Ha STUKETKE, U BLIHBTE NPO3PaNHIii NNACTUKOBLIN KOHTEIHEP C AMMYIION U3 BHELLIHeii KopoBKH.

* NamepbTe rnyGuHy © nomoubo 4TOGb! OHO

AnuHe wmnnanata.4

(7) ECfu GHATUE OTTCK METOROM OTKDLITOM TIOXKN He BHINOHEHO AOMKGHbIM 0GpaION,

BbiN OTAENEH U BXUBIEH B TENO BO BpeMi! npoueaypel.

(8) Ceayer npuksTb 80

hopMbI 3y6a nauneHTa 1 pacnpenenewﬂ Harpyakw, unu ecnu yron y

(9) Crutwukom Bhicokast npu

NI0XOrO KPOBOCHAGKEHMS.

(10) MauveHTs B BO3pacTe 18 NET 1 CTaplLie, y KOTOPLIX 3ABEPLUMNCS POCT KOCTU HemiocTn c

YBenomneHme Ans nauneHTos

« Mepsi NPeAOCTOPOXHOCTH NOCTE NEPBOIt MPOLEAYPHI:

~pYKyCHTE MapMIo MPUMEPHO Ha 1 Yac, YTOBH! YGEAUTECA B OTCYTCTBUN KPOBOTEUEHMS.

~K 0Bnacru oTexa cneayer pMNOXWTS XONOAHIA NaKeT.

~Mpymure npenapar, ecru
Harpyaok, He iiTe BakHy.

—EuwbTe nerkylo nWLLly W UaBeraiTe passipaXaoLX IPORYKTOB & Tewekwe 1-2 aeit

_UsGeraiiTe kypeHys 1 He yNoTpeGNAiiTe anKkoromh B Te4eHue MecsLia.

~He WicTUTe 3aze/iCTBOBAKHYIO NOCTIE NEPBOI ONepaLiMi oBnacTs,

~ByAbTe OCTOPOXHSI C 0GNACTbIO NeYeHus, noka

 YXOR N0OCIIE OKOHYaHUS NENeHNs:

~MopnepxuBaiiTe YMCTOTY POTOBOI NONOCTH.

~UuCTUTE 3yBbi 3yGHOV LUETKOM U HUTLIO MOCTIE eAbl.

~MaGeraiiTe XeCTKO MULLU WM YBCTOTO XEBAHN.

0 TOM, 4TOGb!

NPORYKTA MOFYT N1erko MPOU3OITH, ECAIM MPOTE3 UIFOTOBNEH Bea yueTa

" yron p 3
MOXET NPUBECTU K 3a1ePXKKe CPacTaHus KOCTU 13-3a

i UMK NONHOM

6Gornb.

prac

He Byaer

Peructparug MU 8 Pocanpasnagsope
www.nevacert.ru | info@nevacert.ru
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wl «Meraflxex UmnnanT Ko., Nia» (MegaGen Implant Co., Ltd)
45, CeveoH-po-7-run, flaca-eyn, [lanceokr-ryw, Tary 42921

®  Buumanve! Geaepanshoe
3aKoHopaTenbcTeo CLUA paspetuaet
NPOARXY 3TOM NPOAYKLIM TONLKO
NULEH3NPOBAHHBIM CTOMATOMOraM Uk 1o
VX 3aKkasy.

IFU-IA-R12/ 21-12-07

Rx Only

E Mpumenenie

6) Tiepen Hauanom i onepan o
NIPOAYKTe, Takyko kak apTUkyN, Pasmep, AATY UIrOTOBMEHMS: 1 CPOK FOAHOCTM.
7)Nepen onepauun Bcex
KOMMOHEHTOB.
no "

ToApOBHYK0 UHOPMALMIO © NPOLIEAYPE 1 XADAKTEPUCTUKAX KOMIOHEHTOB
Halei CUCTeMbI 3yGHbIX c cm. e
Karanore cvicTem )

Wmnnant Ko., Nita.»

® AGaTMeHTH U NpUHamnNeXHOCTM ANA cucTeMbi AnyOne

Kopes: (45, Sechen-ro 7-gil, Dasa-eup, Dalseong-gun,
Daegu 42921, Republic of Korea)

Ten. 82-53-222-2828/ dakc. 82-53-289-3420

. "
AnyRidge Internal
ABATMEHTHI U NIPUHAANEXHOCTM AN cucTembl EZ Plus Internal*

XPEED

ana

®  AGaTMeHTbl M NPUHAANEXHOCTH ANs cHCTeMbl Rescue Internal*
3 B : JExternal*
000 «Meralmnnants . /?Eameulm W NpUHaanexHocT Ans cuctems ExFeel Internal®
- : xternal*
220090, r. Mutic, loroiickwii TpaT 22a, oh.320; ® AGaTMeHTbI v MpUHAANeXHOCTH Ans cucTemsl MiN Internal
Ten: +375 29 134 55 55 ® AGaTMEHTbI 1 NPUHAANEXHOCTH Ans cucTembl ST Internal
. " Ans cucTemsl BLUEDIAMOND
® AGaTMeHTb W MpUHAONeKHOCTH AnA  cucTembi  AnyOne
® Howep no kararnory OneStage
]| o n AN CUCTeMbI
. o il en Ans cuctemsl Advanced
Cepitiibiit Homep i i () AaHHan MORENb HEAOCTYNHA ANA NPOJaXM B KaHane, Tak Kak oHa He
B0M Kanage.
® Kop cepun PyCCKVI I7I

® [ara nponssoncrea

(1) OBuume caeaeHus o npoaykTe
AN BOCCTAHOBNEHWS XEBATENbHOA (YHKUMU Y MALMEHTa HEOBXORUMO

(5) Mocneonepaumonnan peaunuTauns
1) Mepvon 3axuBneHus nocne onepauwu 3aBucuT OT o

6)"Crepyet MpUHATS BO BHUMEHHE, uTO AGOPMALWA 1 PaspylEHHE
MIPOAYKTa MOFYT Nerko NPOU3OTM, €CTIM MPoTes WaroToBneH Gea ywera
(hopMbl 3y6a NauMeHTa M PacTpedeneHWs HarpyakW, WM ecnu yron
y " i yron pi

7) 970 ulnenUe SBNSETCH MIAENMEM OAHOPAIOBOTO UCMOMbIOBAHUS,
1103TOMY €ro Hefb3st 10BTOPHO, @ He AomKeH
FI0BTOPHO UCTIONb30BATE UIAENUE AN PASHBIX NALUEHTOB.

8) MauuterTsl B BOSACTE 18 NET U CTApLLe, Y KOTOPLIX 3aBEPLIAMCS POCT
KoCTM YeniocTn c ¥ wnu nonkom i
YBenomnexve AnsA NauneHTos

COCTOSHUS KaXIOr0 NauneHTa (KaiecTBO M KONUMECTBO KOCTHOW TKaHM,
nepeuiHan UKCaLMS, PUNAraemas Harpyaka, COCTORHM MONOCTH pTa  T.
2.). MosTomy nauwenTy u TaK BaxHo

32 MHOBLIMU UIMEHEHNAMA.

2) MocoBeTyiiTe NAUMEHTY He NPUNaraTh YpeamMepHoe AaBNEHNE, TaKOE Kak
KeBaTenbHas Harpyaka, K MeCTy ONepauMi B TeueHue BCero nepuona
3aXVBNEHIS (NEPUOZ OCTEOMHTErpaLIK).

3) MocoBeTyiiTe NaUMEHTY, BO WIBEXAHWE BOIHAKHOBEHUA NOBOMHbIX
adhchexToB, Kak cnieayeT cobnioaaTh TUrMeHy nonocTy pra.

4) fna " uanenus 8 e skneiiTe &
KapTy nauuenta HoMep napTuu,
YKasaHHbIiA Ha BHELUHEI YNaKOBKe, PEHTTEHOBCKMIA CHUMOK 1 T. A.

5) B cryuae nonomivt cneayer o) K
Bpay.

(6) HexenarenkHbie adekTsl

1) BTO MOKET NPUBECTH K HEYAAHE MMINHTALIUM, TaKOVi KaKk OTEpS KOCTHOM

MCChl, HM3Ka WCXORHAR CTAOMMBHOCTb,  HapyleHue — pukcaumi,
" Hepaos, i yHKLIM
8 i W onepauu. Takke

CYLIECTBYET PUCK CMEPTENBHOTO WMCXORA W3-33 PaBMTHsl TsXenoit

P®w EIE[EEE

o Mepsi nocne nepsoit

~ TpUkycuTe Mapfiio NpUMepHo Ha 1 4ac, 4ToGbl 8 otCy
KpoBOTeUeHMS.

~ K obnacTu oTeka cneayeT npunoXHTH XONOAHbI NakeT.

~ Tpumure  oBe3BoNMBaWMWA  NeKapCTBeHHbIA  npenapar,  ecnu
uyscTayeTe Goftb.

- VsGeraiire ® Harpysok, He BaHHy.

— EwbTe nerkylo nuwly v uaberaiiTe pasapaxaioiux NpoykToB B TeueHue

1-2 aweit.

~ VaGeraiiTe kypeHus v He yoTpeGNsiiTe ANKOroMb B TEHEHHe Mecslia.

~ He uCTUTE 3aneiicTBOBaHHYIO nocnie Nepeoii onepauut oGnacTs,

Te pracr

ByabTe OCTOPOKHb C OBNAacTsio nedeus,

npoTeaHpoBaHMe He BYAET 3aKoHHEHO.

« YXOR NOCNIE OKOHUaHUA NeveHis:
MNoaAepxkvBaiiTe “MCTOTY POTOBOI NONOCTH.

~ UncTHTe 3yGbi 3yGHOM LWETKOM W HUTBIO NOCTE ebl.

MsGeraifTe XeCTKO/ AWM UNM HACTOTO KEBAHNS.

— PerynsapHo noceiuaiite CToMaTonora Ans NPOBEPKY Ha OTKNIOHEH#A.
MPoBOAHTE NapoACHTOMOTMIECKYI0 YMCTKY 1 pa3 B 6-12 MecsiLies.

noka OKoH4aTenbHoe

*

3y6Hoit . KoTOpbIii 8 B TAKENbIX CyuasX.
OTPOCTOK y NALMEHTa B BIAE KOpHA 3y6a, 1 aBATMEHT, BeICTYnalowMii yepes | 2) Takve KaK 3yn, 6onb, otek, | (1) CTOMaTOnOrMdeckMe  onepauuu  AOMKHbI  BLIMOMHATBCA  TONLKO
® Cpok roaHocTi AECHY B NONOCTH pTa. DTU MPORYKTHI BKITIOHAIOT B CE6s P cucTemsl | KD 3 UHBEKUMR, 51383 MATKVX TkaHedi, ; CTOMATONIOTaMY W XUPYpramM, VIMEIOUMY MOATOTOBKY U ONbIT paBoTsi B
) yHio 1 i 1 NDKYC M OTKpLITLIA WoB moryr | OBMIACTM  XMPYPruM  NOMOCTM  pTa, @ TaKke AMarHooTUKA 1
Pe3YNbTaT, OueHs NOXOKYE Ha HaTYpanbHbIit 3y6. 6biT A Xupyprudeckoit | MPEAOMEPALIMOHHORO MNaHMPOBaHNS. .
® Crepunusaums C NOMOLLbH0 0BnydeHms Npores, i ans o TaKoih Kak A nNoxoro oul 300pOBLA NaUMEHTa, (2) MpOAYKT ROMXKeH UCTIONL30BATLCA B CTEPHIIBHOI Cpepe.
aBatmenT unnuap Konnasok /i, | 3) OHeMeHve BCnEACTBUE NOBPEXAEHUA Hepsa B obnacTi muua obbiro | (3) Henpaeunbhbivi ebiGop naumenta u onepauwn MoryT npusecty k
MOXHO UCTIONb3OBATH BHYTPY MONOCTH pTa He Gonee 180 Ateit. sBnseTcs , HO B cnyuasx sinserca | HEYAAUYe UMNNaHTaUMm 1 NoTepe ankBeonspHoi kocTh.
TonbKo ANA OAHOPA30BOTO NPUMEHeHs @n ey HeoGpaTMI. (@) Mpoaykr s " e
n @) AONKeH UCNONb30BATHCS: MOBTOPHO.
@ He crepunnaosats NosTOpHO W npuaanexHoctei Ana cuctem MiNi Internal, Intermezzo u Advanced ; Mpw otGope cnenyet K rakm § (5) Pvick npu o
ans cooTBeTCTBYlOWMX | MPOTMBONOKA3aHsIM, NOMUMO NPOYEro, OTHOCATCS: wspenus:
OPTOMEAWMECKUX  pecTaspauMii,  COOTBETCTBYIOLIUX ) KOCTH, €€ Nnoxasi CTPYKTypa 1)MosTopHoe n TaKMy puckamu,
® HecrepunbHbiit BXVBNEHHOMY B anbBEONSPHYIO KOCTb. OTU MPOAYKTHI MMEIOT p: )t rureHa nonoctu pra u Kak
paamepbl ¥ hopMbl ANs BbIGOPa B COOTBETCTBUM C WX MpeAnonaraembim i MH(EKUA B anbBeonApHOI KocTh 2)MosTopHoe ucnonb3oBaHue USAGNWMS MOKET MPUBECTU K CEPbESHBIM
° " )BhyTp TaKMo KAk T W AMaBer wnu | HEUCTIPABHOCTAM, B TOM WWCNIe K HEMCTPaBHOCTH COGAMHEHMS,
cM. g M
n nuHekn : W (ur) " BuHTa.
= TPOAYKTHI NSt 3aXUBNEHIA WK DOPMUPOBAHUA MATKUX TKaHEH 4)Ankoronmam, HapKoMaHus, KypeHie " nouxnieckme | 3) MOBTOPHOE MCMONb30BAHYE AN APYTOTO NAUMEHTA 3aNPelieHO.
° * MpoAyKTbI N M3rOTOBNEHMS OKOHYATENLHOTO NpoTe3a sabonesakus/paccTpoiicTsa (6) MponseoANTENb HE HECET HUKAKOM OTBETCTBEHHOCTM 3a NOBTOPHYIO
OBpaTUTECh K UHCTPYKLIMN 11O NPUMEHEHMI0 npopykTa
= TPODYKTHI /AN UITOTOBNEHHS BPEMEHHbIX NPOTE30B 5)MTaUmeHTb, KOTOpBIM "
= TpOAYKTHI AN CHATUA OTTUCKA XMpYPrUMECKUX BMELLIATENbCTB/onepaLiuit (7) 3arpAsHenHsle U3nENUA CneAyeT yTUNUSMpOBaTs, TaK Kak 9TO MOXeT
° = TPOAYKTHI ANsi CORANHEHNS NPOTE30B 6)/li0AM C annepryeit v TMNepHYBCTBUTENHOCTBIO K TUTaHy (CP Ti Grade 4, § MPUBECTM K UHDUUUPOBaHHIO
TemnepatypHbiii Auanason % AGaTMEHTBI M NPUHAANEXHOCTY ANR cucTembl MiNi Internal TIBAI-4V ELI) 1t K0BansT-xpoMosomy crnasy. @® N He Hecer n3a c
prones ana i (8) n P wim
war P pecTaspauwii, kotopsie | 1) BUHT-3arnywka W QopMWpoBaTen AeCHsl — 91O  uspenus, | HCTPYMEHTOB.
® He 1cnonb3oBaTh NPy NOBPEXAEHNN cooTseTcTBylOT 3 B KOCTb. QTW | CTEPUIU30BAHHBIE raMMa-N3Ny4eHUeM. (9) AaHHblli NPOAYKT MOXeT MCnonb3oBaTbCs B CTpaHax, rAe OH 6bin
ynaKoBKku. NPOAYKTE UMEIOT PasnidHBIe pasMephi Ans BLIG0pa B COOTBETCTBMA ¢ ix | 2) HECTEpUNM3OBaHHLIe NPOAYKTE AOMKHBI GhiTh CTEpUNUIOBaHs! napom | OAGPeH wm - coot
BLICOKOrO A@BNEGHUR B TeveHMe 15 MUHYT Ny Temnepatype 132 °C (270 °F), i AOCTYHOCTb MPOAYKTA 33BUCHT OT CTPAHBI B 3aBYICUMOCTH OT NPOLEAYPSI
« TPOAYKTHI AN 38XVBNEHIS WK (DOPMUPOBAHUR MATKUX TKaHEH 3aBEpHYTHI U NPOCYLLIEHS! B TeueHve 30 MUHYT Nepen UCMONb3oBaHweM (Tun | PervcTpaumm
W *Ecnm W3ReNMS, KOTOpBIE H
® possoutens « MPOAYKTHI /AN USOTOBNEHNS OKOHUATENBHOTO NpoTe3a CTepVNUIATOPa: FPABUTALIMOHHIT). o " e ’ © 0: eKoe
14 W M He MnnaHT N
 MPOAYKTbI AN U3rOTOBNEHUS BPEMeHHbIX NPOTe308 ) TONbKO ana

« MpoAYKTHI ANs CHATUS OTTUCKA
*

Ans cuctem " Intermezzo
n P ans
var P i, KoTopble
cooTaeTcTayiOT Y, 8 KoGTb.
i npotes.

« TPOAYKTHI AN 3aXVBNEHIS WK (DOPMUPOBAHUR MATKUX TKaHEH

o MPOAYKTHI ANIA M3rOTOBNEHS BPEMEHHbIX NPOTE308

« MPOAYKTHI AN CHATUR OTTHCKA

(3) MpeAonepaunonHoe nnanuposatne

ans nevenis

npoLeaypsl, 4ToBbl NOATBEPAUT MNAH NIEYEHMst 1 OLIEHKY, a TakKe NPOLYKT

C TOHKM 3PEHIS MEAVLIHS! Y CTOMATONOT M

1) Crieayer nNposepwTb COCTOSHYE NONOCTU PTa NaUMeHTa C MOMOLbIO
. peHTT W aHanuaa Mogeny.

2) HeobxoauMo NPeaoCcTasuTh NAUMEHTy BbIBOp B NPUHATUM PeLIeHIA Npu

CNONB30BaHUM PA3NU|HbIX METOMI0B NEMEHNS, MPEAOCTaBHE AOCTATONHOE

yTBepXaeHHbie FDA, BKNI04aR ynakosKy.
4) Vianenus w3 nnactuka MoryT AechopMUpOBATLCA B npoLiecce
CTEPUNMIALIN NPOM BHICOKOTO AGBTIEHUS, NOITOMY TeMnepaTypa He
nonHa npessiaTs 160 °C, a pasnenye — 0,45 MMa.
5) Mocne dhopr Vi Maccel oxnanue ee ans
Koarynsauum, 4ToBbi aGexars AehopMaLK 13-3a AENUKATHON YCaAKN unk
pacumpenis.
6) CrieyeT UCNONb3oBaTh XMPYPrUECKME UHCTPYMEHTbI AN

00T i cucTeMbl .
7) Temneparypa nnasneits MaTepuanos u3 3onora: ssiwe 1481,5 °C.
8) Temneparypa NNABeHtA MaTEPUANOB U3 NNACTHKE: Bbiwe 332 °C.
9) 3ATAKKY MOKET IPUBECTU K
TAKMM pHCKaM, Kak "
npoayKTa (cu. Katanor)
10)BUHT MOXET CTIOMAThCSi MPU MOBTOPHOM 3ATATMBAHAN B TedeHue NATh
wnm Gonee pas
11)MocoBeTyiiTe NauneHTy, BO M3GEXaHWe BOSHUKHOBEHUS MOGOMHBIX
aGhpeKToB, KaKk CrieayeT CoBMI0AaTL TUrveHy NonocTH pra.

n Kaxgoro metoga M rpadmka »
1 s npoaykT
nevenma. 3aNpelleHo, OfHAaKo €ro  He BO3BPALAIOT  MPOM3BOAMTENIO  MAN
3) CneayeT NpoBepUTH UCTOPWIO GOME3HM NaLMeHTa, MTOGHI OLEHUTH wc: :*(_M;o A pau P! A
COCTOSHME 310pOBbA MauvenTa. ECAU €CTb  Kakue-nuGo ComHeHus | Ao P Py.
13) B coOTBETCTBMM C
OTHOGUTENbHO COCTOSIHUS 3[OPOBLS MAUMEHTa, HEOBXOAVMO MPOBECTM
akramu opraros no y
PasNMHbIe  KIMHMYECKHE  TECTbl,  WTOGbI y !
u " MEAULMHCKUX U3aenui.
GHOMBNLHBIX COCTORHMIA NEpes NOATOTOBKOM K ONepaLy
14)B cnyyae ~ CBAI3AHHOMO C
2) rep ynaKoBKkm, KoTopas
p g "ro | MRENVEM, CrIEAYeT COOBIMTE O 3TOM NPOMIBOAUTENHO U KOMNIETEHTHOMY
4 y opraHy r B KOTOPOM 3aper w (wnn)
npoaykT w ocTaetcs B
5) He crieayeT MCnonbaoBaT NPOAYKT, €CMIW yNakoBKa He 3anevaraHa uin
15)B cnyuae ynakoeku a0 ee

nopBaHa, a Takke, MOCNe BCKPbITWS YNakoBku, Ge3ycroBHO, crepyet
NPOBEPUTL NPOAYKT Ha HANMUME TAKNX OTKNOHEHMH, Kak UHOPOAHO Teno,
NSTHA, Merkas Mbinlb, WCTEKWWI CPOK TOAHOCTA W T.N. NOCNE BCKPLITUA
ynaKoBkM

BCKPHITMS MOXHO 3AMPOCHT Y NPOM3BOAUTENS 3aMeHy M3AeNMs.
16)CTepuniaosanHbie U3AeNMs CNERyeT XpaHuTh Npu Temnepatype ot 15
£0 22 °C, a HeCTEpUNbHbIE UIAENVS CTIEAYET XPAHWTS NPY TeMnepaType o
152030 °C

A
(9) Buumanme! 2N
1) Mepen

cuctem
c no
2) He vcnonbayiiTe NPOAYKT MOCAE UCTEHEHHs ero CPOKa rOHOCTH
3) He Te npoaykT, 7 no ownbke

xvpypra.
4) Ecnn

Megagen

OTKPLITBIA MPOAYKT WM yNakoska NOBPEXaeHs, TPYAHO

H vsnenve

nognexuT yrunusaum,
5) ECTM CHSTWE OTTMCKA METOROM OTKPLITO/ NOKKA HE BHINOMHEHO
DIOMKHLIM 06Pa3oM, HEOBXOAMMO NO3aBOTUTLCA O TOM, YTOGHI M3pene
OTAENUNOCH 1 GbiNO BXMBNEHO B TENO BO BPEMSA NPOLeaypbl.

Peructparug MU 8 Pocanpasnagsope
www.nevacert.ru | info@nevacert.ru

JITA», MOTYT BOSHUKHYTH MPOBMEMsi B PaMKax KaqecTsa W TOMHOCTM
coBMecTUMOCTH.

10. Vanenve He Ha "

8 MP-cpepie. Maienve He NpOXoawno UCTbITaHMS Ha Harpesakie, MUrpaLmio
wnu apTedbakTbi Ha cHumke B MP-cpepe. Be3onacHoCTh MCNONb3OBAHMS
wanenun & MP-cpene He yCTaHoBneHa. CaHUpOBaHe nauuenTa c Takim
U3/Ienuem MOXeT NPUBECTM K TPABMUPOBaHUIO NaLMEHTa.

(11) VMnaWtaTel Manoro Auametpa W yrnosbie aGatMeHTh He
PEKOMEHAYETCS UCrIONb30BaTh ANA GOKOBLIX 3YGOB.

* Ccbinka Ha SSCP (O630p "
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Inorotun: MEGAGEN/
AGaTtmeHT npemun (TIGEN Abutment)

«Meraflxen WmnnanT Ko., NTa» (MegaGen Implant Co.,
Ltd)
45, Ceveon-po-7-run, flaca-eyn, fAanceowr-ryw, Tary,
429211, Pecny6nuka Kopes
Ten.: 82-53-222-2828/paxc: 82-53-289-3420

(c) OTnpaBbTe OTCKaHWpOBaHHbIe AaHHsIe B LeHTp CAD/CAM, ay6oTexHuueckie

naGopatopun,  ocHalueHHsie  cucTemoli  CAD/CAM, Ans  MaroToBneHus
UHAMBUAYANbHOTO aBaTMEHTa.

*Yron aomken GbiTb B peaenax 20° OT OCM UMNNAHTATa.

*He iiTe usnenus, He wnu He ana

G uMnNaKTaToM. UHGOPMALIVIO O COBMECTUMOCTY UMNNAHTATOB CM. B KaTarnore.
5. MocneonepauvokHas peaGunuraums

(2) MpoAyKT AOMKEH UCTIONb30BATLCA B CTEPUITbHON CPeAe.
(3) HenpasunbHbiit BbIGOP NALMEHTa M ONEPALMY MOTYT MIPUBECTU K HEyAaYe MMINaHTaLMM U
fI0Tepe ansBeonsipHOl KoCTU.

(4) Mpoaykr ana o W He OMKeH UCTONb30BATHCS
110BTOpHO.

(5) Pvicku npu o o wspenus:

1) MoeTopHoe " C TaKuMi pUCKaMy, Kak 3apaxeHie

(1) Mepuon 3axuBneHws nocne onepauwt 3aBuCAT OT
KaX[0rO NaLMEHTa (KAHECTBO U KOMUHECTBO KOCTHOM TKAHW, NepBNHan (ukcaLns,
npunaraemas Harpyaka, COCTORHME MOMOCTU pra i T. A.). M0STOMY nauMeHTy u

Bonee cm. Ha i y Tak BaxHo 33 nioGbiMm
www imegagen.com @ n naunenTy He naBnenve, Takoe kak
XeBaTenbHast Harpyaka, k MECTy ONepaLuu B TeueHue BCEro nepuoaa 3axveneHus
n 8 B :

000 «MeralAmnnanHT»
220090, r. Mukck, Jloroickuit TpakT 22a, och.320;
Ten: +375 29 134 55 55
Pycckui

1. OG6wwue cBeaeHns o NPoaykTe.
AGaTMEHT npemun NpeHaiHaueH ANA MOAAEPKKA KOPOHKA U3 AMOKCHAA
LVPKOHWS, M3rOTOBIIEHHOV MO MHAMBMAYANLHOMY 3aKady MaUMEHTa ¢ MOMOLLbI0
cuctembl CAD/CAM.

(Mepvion ocTeOMHTErpaLMM).
3)

2) MOBTOPHOE UCTONb30BAHIE M3AENS MOXET MPUBECTU K CEPbESHBIM HEUCTIPABHOCTAM, B TOM

awcne k "
BuHTa.

3) T0BTOPHOE UCMONb3OBaHUE ANS APYFOTO NAUMEHTA 3ANPEUIEHO,

(6) MpousBOAUTEN HE HECET HIKaKOii w3a npoykTa
nonb3oBarenamM.

(7) 3ar 1€ NPOAYKTHI AOMKHb! GbiTb YTUNNIUPOBaHS, TaK Kak OHY BLISLIBAIOT UHADEKLMO,

yiiTe nauvenTy, 8o noBouHbIX

KaK cieayeT CoBTIoAATh UTeHy NonocTH pra.

W BLINONHEHME ONEpaLi HEBO3MOXHO.

@ Ans npoaykTa & skneiiTe B kapty  (8) T He HeceT W 3a c
nauventa Gupky, Homep naprn, i Ha unu .

BHELUHEIA YIaKOBKe, PEHTTEHOBCKMIA CHUMOK U T. A. (9) [laHHbiih IPOAYKT MOKET MCTIONb30BATLCA B CTPaHX, A€ OH Bbln OAOBPEH MPABUTENLCTEOM
(5) B cnywae nonomku cneayer K Bpauy. UMM COOTBETCTBYIOLMMI BEAOMCTBaMM. [lOCTYNHOCTL MPOAYKTA 3ABUCUT OT CTpaHsl 8

6. HexenarensHsie shdexTsl
(1) 3T0 MOKET NPUBECTU K HEyAaYe WMMNAHTALMM, Takol KaK MOTeps KOCTHOV

or
* ECIM NONb30BATENM UCMONb3YIOT aHANOMUHLIE MPOAYKTSI, KOTOPLIE HE MPOMIBOARTCA U HE

Macchl, HU3Kas UCXOAHas " i «MerafleH MMNNaHT Ko., 11T3.», MOFYT BOHUKHYTb MPoBeMs! B pamkax
ABaTMeHT ana bp: cHimKa © HepBos, it by B Ka4ecTBa M TOYHOCTU COBMECTUMOCTU.
NIOMOLLBIO CTOMATONOMU4ECKOro CKarepa. Takxe " A XMpyprdeckoii onepauwi. Taioke CYWeCTBYeT pck cMepTenbhoro (10)  Magenvie He Ha "

C WCXOAA M3-3a PAIBUTHR THXENON MHEKLMN B TXEIbIX CRYHasX. coBMecTUMOCTS 8 MP-Cpeae. M3nenue He POXOAMIIO UCTIBITaHUS Ha HArPEBaHME, MUTPALMIO U
ucnonb3osakuem cuctemsi CAD/CAM. (2) TakMe OCMOXHEHU, KaK HEROMOTaHWe, rWNepemus, 3ya, GOMb, OTek, aprecbakThl Ha CHuMke 8 MP-cpeae. BE30MacHOCTb MCTONb3oBaHWS M3aenvs B MP-cpeae He
2. Mpeanonaraemoe ana P \ UHGEKLR, 383 MATKIX TKAHEH, NaUMEHTa C TaKAM V3AEMEM MOKET NPUBECTH K TPABMUPOBAHMIO
ABaTMEHT npemun Anst uar o nporesa 4 MPUKYC 1 OTKPBITBIVE LIOB MOTYT GbiTb PE3yMbTATOM  NaueHTa.

C ucnonb308aHHem cucTemsl CAD/CAM. i xupyp ) unm noxoro obiuero % Ccbinka Ha SSCP (O630p " i
ABaTMeHT  npemun ana c " [ —

(pyHKUMOHHPYET KaK NPOTE3 Ha MMNNAHTaTe.

(3) OHemetue BCREACTBME NOBPEXAEHNA HEPBa B OGNACTU NIMLIA OBbIYHO SBNReTCS

® poussoanTens

Howep no karanory

CHUMOK CKaHMpYeMOro aBaTmeHTa nonywaioT ¢ nowolusio 3D-ckaepa Ans cumnToMOM, HO B DbiX CTIyuasX ABNAIETCH HEOBPATAMBI.
cospanus dpaiina 3D " 8 wieckylo 7. MpotusonokasaHus
cuctemy CAD Ans paspaGoTki i uar Mpu  ot6ope  naumentos  crenyer K
T o Ans npor NOMMMO NPOYEro, OTHOCATCS:

" (D KOCTY, ee nnoxast CTpyKTypa
3. MpeAonepaLuoHHoe nnanuposatie (2)HeynoBneTeopUTeNbHan rUMeHa MoNoCTH pra M Narofloruieckas MHGbekLus B
Ans nevenis it kocTn
npoueaypsl, 4To6bl NOATBEPANTL NNaH NEYeHNs U OLeHKY, a Takke NPOAYKT ¢ yTP Takve KaK T v auaber wvnm
TOUKY 3PEHIA MEAUUMHLI M CTOMATONON M HeroeaHHe, (W) PacCTPOICTEO NULIeBapeHHs
(1) Cneyer npoBepuTh COCTOSHUE NOMOCTM PTa NauveHTa ¢ MOMOWbIO (4 KypeHue i

KIMHUIECKOTO, PEHTTEHONOTMIECKOTO CHIMKA 1 aHanu3a Moaeni.
(2) HeoGXonuUMO MPEAoCTaBNTL MaLMeHTy BLIGOP B NPUHATUN peLieHUs npn
VCNONb30BaHUM PAANMIHbIX METOLIOB MeHeHWs, MPenocTaBue AOCTATOMHOE
0BbACHEHME AOCTOMHCTB M HEAOCTATKOB KaXA0ro METOAA U rpacvka neveHns.

(5) NauvenTs, KoTopbIM
eMewaTenscTalonepauyit

(6) MioAw ¢ annepryeit U MNEpuyBCTBUTENbHOCTbIO k TuTaHy (CP Ti Grade 4, Ti6AI-
4V ELI) 1 K0BansT-xpoMoBomy crinasy.

V XUpyprudecknx

@ ® Cepuiikbii Homep
® Kop cepunt
Qﬂ ® [lata npowssoacTea
il ® He crepuneHo

(3) Cnenyer npoBepuTh McTOpMio GOMesw/ nauuenTa, 4TOGbl OUEHMT 8. XpaHeHue u 06paboTKa .
COCTORHYe 330p0BLA NauneHTa. Ecniv ecTb CoMHeHUs! o) POAYKTEI AOMKHbI GbiTh NapoM BLICOKOrO Crepunu3auus c nomoulblo oGnysenns
COCTORHYA 330POBbLS NalMeHTa, P p: nasneHus B Teuenne 15 MUHyT Npu patype 132 °C (270 °F), PHYTH U
4TOGbI b 7 nepen B Teuenre 30 MUHYT nepea MCMonb3oBaHMeM (TUN CTepunM3aTopa: @ ® Tonbko ANs OAHOPA30BOTO NPUMEHEHIS
MOAroTOBKOI K Onepauny. FPABUTALNOHHIIA).
(4) He cnenyeT ucnonb3osaTs NPOAYKT, €CNM ynakoska He w2 W Tonbko ana i} ® Brumanute: ow. conposoauTeNbHyo
nopBaHa, a Takke, NoCHIe BCKPLITUA YNakosky, Ge3yCrIOBHO, CrIeAYeT NPOBEpUT:  FDA, BKI0Yas ynakosKy. AOKyMeHTauMO,
NPOAYKT Ha HanWuMe TakuX OTKNOHEHMH, Kak UHOPOAHOE Teno, NATHa, Menkas  (3) Cneayer pyp ans i
Mbib, UCTEKLUVI CPOK FOAHOCTM 1 T.1M1. NOCAE BCKPLITUS YNakosKi GUCTEMbI UMNNAHTATOB. ® Hecrepunorit
(5) Mepen Hauanom Xupypruveckoii onepauun o @) t MOMEHTOB 3aTSKKN MOXET NPUBECTM K TaKuM
NpOJYKTe, Takylo Kak apTUKyn, pasmep, AaTy M3rOTOBNEHNA U CPOK FOAHOCTH. prckam, Kak n npoaykTa (cM. °
(6) Mepen npoBefeHMeM OnepaLun NpOBEPUT  COBMECTUMOCTb  BCEX  katanor). Brymarive: cu. ConpoBoAuTeNbKyio
KOMIIOHEHTOB. (5) BMHT MOXET CIOMAaTBCA NV NOBTOPHOM 3ATSIFMBAHNV B TeMeHue NATY unu Gonee
. no ; o (1 .
% N ° W xapaK KoMroHeHTOB () TN yiiTe naumenTy, so OBOUHbIX ) OBpaTyTeCh K MHCTPYKLUY N0 NpUMEHeHIo
Halleli cUCTeMbI 3yGHbIX 3 c , M. B Kak crieayeT coBMionaTh ruriieHy nonocTy pra.
Karanore coot cuctem 3 ) i wnm i npoaykt
«Meraflxen Mmnnant Ko., Ita.» OAHAKO €ro He wm ® TemnepatypHbiii Avanason
(1) ABaTMeHT npemnn (8) YTMNU3aUMsi WUHCTPYMEHTOB NPOBOAWTCA B COOTBETCTBAN C
1) TMonroToBKka nepen vcnonb3oBaHnem aKTaMM COOTBETCTBYIOLLX OPraHOB N0 YTHNM3ALIMIA MEAULMHCKIX U3aEnMil.
(a) MpoBepbTe XapaKTepUCTHKM ar e abaTmenTa, (9) B cnyuae CepLEesHOro VHUMAEHTa, CBSIZAHHOMO C U3aenvem, @ e wenonb3osats Moy nospexaeHin
NpOBEPUB NMCT 3aKa3a B CTOMATONOrMYECKOM KNMHUKe. crieayer coob 06 aTom n opraHy ynakoeku.
(b) TMoaTBepAVTe, NPeaHa3HaYEHO N U3AeNMe ANS UCNONb3OBAHUS, NPOBEPUB & KOTOPOM 3aPErVCTPUPOBAH NONL30BATENb U (WNM) NALMEHT.
3TUKETKY NPOAYKTa, @ TakKe NPOBEPLTE YNAKOBKY NPOAYKTA M CaM NPOAYKT. (10) B cnyuae om YNaKoBKM 740 € BCKpbLITUS! Rx Only ® Tonuxo anm CLUA. degepanshos

2) Vcnonbaosaue npoaykta
(3 Llentp CAD/CAM, cToMaTonorieckue naboparopu

a) OTcKaHupyiiTe COCTOSHWE NOMOCTM PTa NauMeHTa B 3yGOTeXHUIECKOit
NaBopaTopuit C NOMOLLbIO FUNCOBOI MOAENM, C KOTOPO/i CHUMAETCS OTTUCK B

MOXHO 3apOCUTS Y NPOM3BOAMTENS 3aMEHY U3fenus.
(11) HecTepunusoBaHHble NPOAYKTE AOMKHbI XpaHUTLCS Npu Temnepatype 15-30
°C.

CTOMATONOrMIEcKol  KIMHUKE C MOMOLbi0 wnm
HENOCPEACTBEHHO  C  NOMOLIbIO  CTOMATONOTMYECKOTO  CKaHepa B
CTOMATONOrMiEcKoi KHuKe. MonyuMTe OTCKAHMPOBAHHIIA haitn 3D-AaHHLIX 1
OTKPOIATE €r0 C MOMOLLBIO CTOMATOSIOTMHECKOi NPOrpammbi CAD.

b) Ha ocHoBe 3D-gaHHbIX CIPOEKTUPYITE hOPMY MHAVBMAYANBHOTO MPOTe3a ¢
NIOMOLLBHO CTOMATONOTMHECKoV porpammel CAD.

) HapexHo sakpenure aGatmewt npemun TIGEN BO hpesepHom CTarke,
3aTem npuaaiiTe emy dopmy. CM. UHCTPYKLMI MO AKCMNYaTaUMN YCTPOVICTBA OT
KOHKPETHOO NPoM3BoAUTENS!

(1)Mepea UCMONb3OBAHMEM CHCTEM WUMMNEHTAUMOHHBIX Megagen BHAMATenbHO
c no

(2) He vcnionbayiiTe MPOAYKT MOCTIe MCTEeHMs! ero Cpoka roAHOCTH

(3)He npoAyKT, # 1o owwGke xvpypra.

(4)Ecrv cHATME OTTUCKA METOROM OTKPHITOW NIOKKM HE BLIMOMHEHO AOMKHbIM

06pa3om, HEOGXOAMMO N03ABOTUTLCA O TOM, YTOGbI MPOAYKT Bbir OTANEH U BXVBNEH

8 Teno BO BpeMA MPOLEeAYPbI

(5)CrepyeT npuHsTL BO uto " npoaykTa MoryT

nerko iTH, ecnu npoTea varoTosneH Ges yueta hopMbi 3y6a nauveHTa u

d) B pesynbrare sbi nonyunte aBatmenT,
XOPOLIO OBYHEHHbIM 3yGHIM TEXHHKOM

€) TMONHOCTBIO OUMCTUTE OKOHYATerbHbIA MPOTE3, YTOGh YAANUTL mioGble
MIOCTOPOHHME NPEAMETH!

f) Ommpasste npores 8 y
(b) Cromaronoruieckas knHuka

a) YCTaHOBUTE OKOHWATeNbHbII NPOTE3 B POTOBYID NONOCTL NalwteHTa. Ecnu
NpoTes He NOAXOQWT NauMeWTy, BepHTe ero B UeHtp CADICAM,
3y6OTEXHUHECKYIO N1ABOPATOPHIO AN1S NOBTOPHOTO M3OTOBNEHNS.

b) VcTaHoBMTE NpoTE3 B COOTBETCTBUM C HAZANEXALIMM XMPYPrUHeckiM
npoToKoNOM.

2. AGATMeHT CKaHpyeMbiii

1) Llentp CAD/CAM, cToMaTonorieckie naBoparopu

(3) MpukpenuTe CkaHupyembiit aBATMEHT K FUTCOBOM MOAEIM, CHATON C OTTHCKa
nonocTu pra naumenta.

(b) OTCKaHUpYiiTe BCIO TMNCOBYKO MOZENb, BKINIOMaR CKAHUPYEMbIii ABaTMEHT.
(c) OmpaBbTe OTCKaHUPOBAHHBIA (haiin & Nporpammy CAD ANs MIrOTOBNEHNS
vHOMBMAYanLHOrO abaTMeHTa.

2) CromaTonoruueckas knuHuka

KIUHAKY.

PACPE/IeNeHiA HArPY3KY, UMM €CIIM YTO YCTAHOBKA MMNAHTATA U NPOrHOCTUIECKHIA

yron pasnuuaiotcs.

(6)370T NPOAYKT ABNIAETCA M3AENMEM OAHOPAIOBOTO UCMONLIOBAHMS, 1OITOMY €ro

Henban nosTopHo, @ He AOMXeH MOBTOPHO

UCONb308aTH NPOAYKT ANS PA3HLIX NaLIEHTOB,

(7)NauvenTsi & Bo3pacTe 18 NeT u cTapiue, y KOTOPLIX 3ABEPLIMICA POCT KOCTH

4eNIOCTM (NALMEHTbI C HYCTUMHOM N MOMHOV aneHTHel)

YBeaomneHue Ans nauneHTos

« Mepbi nocne nepaoit :

- TpukycuTe Mapnio npuMepHo Ha 1 uac, 4TOBbi

KpoBOTENEHIA

- K 0BnacTv oTeka CrieayeT npuroXvTh XOMOAHSIN Naker.

- Mpumure i i npenapar, ecnu

- UsGeraiite @ Harpy3ok, He fiTe BakHy.

- EwbTe nerkyio nuuty v vberaiite pa3apaxaioLunx NPoAYyKTOB B TeueHue 1-2 AHeit

- VaBeraiiTe kypeHys u He yNOTPeBNiiTe anKkoromb B TeueHe MecALa.

- He uvcTWTe 3apeiicTBOBaHHYIO Mocne MepBoil onepauuyu obmacTs, MpoU3BoAuTe
prac

C 0BNACTLI0 NEveHNR, NOKA OKOHWaTENbHOE NPOTe3NpoBaHIe

y6eautbes B oTcyTCTBUM

Gorb.

(@ i aBaTmenT Ha s
nonocTs pra naumenTa.
(b) CranvpyiTe NONOCTL PTa NaUVEHT, BKIIONaR CKAHMPYEMbIi BaTMEHT.

- byabte

He GynieT 3aKoH4eHo.
* YXOA NOCNe OKOHYaHNs Ne4eHus:

- MoaAepXvBaliTe YUCTOTY POTOBOI MONOCTH.

- UnCTUTE 3yGbi 3yGHOW LETKOW 1 HATIO MOCTE ebi.

- UaBeraiiTe eCTKOW it KeBaTeILHOM MWLM WM 4aCTOrO KeBaHus.
- PerynsipHo i AN Nposepkw Ha

- TMPOBOANTE NAPOAOHTONOTMHECKYI0 YHCTKY 1 pa3 B 6-12 MecsiLies.
3 [,

1. CTOMATONOMMHECKe ONEpaLIti AOMKHbI BLINOMHATLCS TONLKO CTOMATONOraMU 1
XMpYPramu, UMeloLIMMI NOArOTOBKY M ONbIT paBoTbl B 06NACTI XMPYPriM NONOCTM
pra, a Tawke " o

saxoropaTenscreo CLUIA paspewaet
NPOAIKY 3TO NPOAYKLMN TOMBKO
FMEHIMPOBAHHLIM CTOMATONOTaM WA IO WX
sakazy.

IFU-IATi-R06/ 21-12-07

Peructparug MU 8 Pocanpasnagsope
www.nevacert.ru | info@nevacert.ru
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/nororun: MEGAGEN/
Turanosoe ocuosanue (ZrGen Abutment)

www.imegagen.com

d «Merajlxen Uvmant Ko, Jita» (MegaGen Implant Co., Ltd)
45, Ceseon-po-T-run, Jlaca-eyn, Jlanceonr-rys, Tory 42921
PecniyGmika Kopes (45, Sechen-ro 7-gil, Dasa-eup, Dalseong-gun, Daegu

(&) "Tiposepste i adamenta,
CTOMATOJIOrHYECKOH KIHHHKE,

(b) TloxTbepaTe, NpeaHASHAYCHO i WIACTHE AT HCTOMb3OBAHIS, POBEPHB STHKETKY H3ICTIS, @ Takvke
NIPOBEPBTE YIAKOBKY HIACIS 1 CAMO H3EIIHE.

2. Henonssosarie wzemis

(8) Llentp CAD/CAM, cromaTonoriieckite 1aGoparopitit

a) Orckanmpylite COCTOSHIE NONOCTH PTA MALEHTA B 3yGOTEXHIECKOli aGOPATOPIIH ¢ MOMOLIBHO FHICOBO

NPOBCPHB HCT 3aKasa B

(8) " Cricnyet mpiiith 50 BHIMANIC, 470 AHOPMALIIA 1 PASPYLICHIE H3AEAHS MOTYT erko MpOH3ONTH, cci

PO HATOTORTEH 53 YIETa GOpMb 3553 NAWICHTA 1 PACTIPCACASHHS HArPYSKi, W CCH YTOT YCTANORKN
1 npor ii yron p

(6) 1o WsCME ABIACTCH WIICTIEM OAHOPAIOBOrO HCMOTB3OBAHIA, TIOITOMY €rO HEMb3s HEMOMBIOBATH

TIOBTOPHO, 4 NO/IE30BATEb HE J0KCH NOBTOPHO HEMOMb30BATS H3ACHE AUTS PASHBIX NAILHEHTOB.

(7) Tlaunensi 5 Bospacte 18 JieT i CTapile, y KOTOPbIX 3ABEPUIAICS POCT KOCTH MEIOCTH (TALMCHTH ©

YACTIHOI HIH OAHOI azeHTHeiT)

i

MOZEIH, € KOTOPOii CHIMAETCS OTTHCK B CTOMATOOTHHECKOT KTHHHKE C IOMOLIbIO
¢ nomouwsio HHECKOTO CKaHepa B ormseckoil ke, Tonyunte

OreKanHpoRanibii (paii 3D-TAHHAIX H OTKPOIITE €T0 ¢ NOMOILIO CTOMATOOrHHECKOl nporpaybi CAD.

b)  Ha ocose 3D-JaHHEIX CHPOEKTUPYIITE (OPMY HHHBHIYATLHONO TIPOTE3 C HOMOUIIO CTOMATONIOMHHECKOlE

42921, Republic of Korea) porpasstst CAD.
Ten, 82-53-222-2828/ baxc. 82-53-289-3420 ©) Henomsys Qpesephsii cranok, npuzaiire (Bopuy JGKCATY WKDKOINA SR MOTOTOMCENA “ecTA
o nporesa. Cxi. o or o
d) Cunrepusmpyiite WIrOTOBICHHYIO HA 3AKAI WACTR NPOTEI W3 JMOKCHAD IMPKOHMA. VCIOBHA
TNpexcrasureas B Pecnydmie Beaapycn: s s
000 «MeraHmnmany €) Xopouwo oGyueunsii 3yGHoii Texuuk BhuoIRsET i u
220090, r. Musiex, Joroficxnii Tpakr 22a, 0p.320; CHHTEPHIOBANHOI HACTH IPOTE3A 3 AHOKCHA LUIPKOHI.
Tex: 4375 29 134 55 55 b} roToByio Hacth o npotesa k Henomsayiite Kieit, cutbio
) BIAUMOIEHCTBYIONIMI € HOKCHIOM LMPKOHMS, 1 00 K 110 npoayKry
s < npaswnavi W epan

Howep 1o karaziory

® Cepuiiniii Homep

Kon cepiu

Jlara nponssozcrsa

®  Cpok roanoct

9) TIOMHOCTBIO OYHETHTE OKOHYATE bl IPOTES, ATOG! YAAMIT Mi0GHIE NOCTOPOHHIE MPEIMETH.
h) Ompasre ii npotes b HECKYIO KIMHIKY.

(b) Cromatonoriieckas kika/Sonbinia

a) VeranoiTe okoHHATETbHbE NPOTES B POTOBYIO NONOCTS NawieiTa. ECH NPOTEs HE MOAXOAHT MAILEHTY,
Bepiie ero b uentp CAD/CAM, 3ySoTexiiiicckyio 1aB0paTopiio A1 IOBTOPHONO W3rOTOBCHHS.

b) npores B c XHpypritceKiny

(2) AGamwent crampyeniii

1) Lentp CAD/CAM, cromaronoriicckite 1aGoparopitit

(a) TIpikpentiTe cKanmpyeMbiil aGATMENT K rHNCOBO/i MOZEII, CHATOI CO OTTHCKA POTOBO/E MO10CTIH MALHEHTA
(b) Orckannpyiite Bei0 rHICOBYIO MOAGAR 3y0d, BKMONAS CKAHNDYeMiii AGATMEHT, C IOMOIGIO
CTOMaTONOMHECKOrO CRanepa

(¢) Omnpasre oTckanupoanibii paii B nporpansty CAD 1% HITOTORACHIA HHAMBIAYATLHORO A0ATMENTA,
2) Cromatonorecxas Kinika

®  Hecrepubibii

TOBKO JU1% OAHOPA3OBOr0 MpHMEHEHI

®  Biiivanie: cM. CONPOBOAHTELIYIO

(@ if AGATMEHT Ha MMILIAHTAT, HMITAAHTHPORAHHBE B IONOCTh PTA MALUIGHTA,
(b) CianupyiiTe N010CTS PTa MALMEHTA, BITI0NAA CKAHHPYCMbiif A0ATMEHT.

7% MALHEHTOB
© Mepu nocie nepaoit

~ TIpikyciTe Mapio npHMEpHO Ha | 4ac, 4100k yGEANTECS B OTCYTCTRHI KDOBOTEH CHIIA.

= K ofiacrn 016K CAGYer HpIIORITS X010 Haker
~ Tlpimre ii npenapar, ecii

~ Msberaiite @ HArpy3oK, e jite Banmy.
~ Euwbte nierkyio muty 1 wGeraiie payipakaioutx npoiyKTos b tesenie | -2 uieii.

Bob.

~ MaGeraiire kypeiius 1 He yHOTPEBAIITE WIKOFOIb B TeueHIe MeCALLA.
~ He wnernte saxciicTeoanHyio MOCie Mepaoii ONEpALHN 001ACTh, MPOMIBOMTE ACHMHGHLNPYIOIES
TONOCKAHIIE PTA ¢ FEKCMILUHOM.

— ByAbTe 0CTOpOKibi ¢ 001ACTSIO JIeHeHIis, T10KA OKORUATEIbHOE MPOTESHPOBAHTHE He GYIET 3aKORHEHO.

© VXoA 0ce OKOHNaHIA Nesenis:

~ TlowepskuBaiite 4HCTOTY POTOBOI MONOCTH.
— nerire 3yGbi 3yGHOi LETKOM H HITBIO MOCTE Cb.
—  M3beraiiTe %eCTKOI MHIH HIH YACTOTO KEBAHHS.
~ PeryapHo nocetlaiiTe CTOMATO0ra JUTA MPOBEPKI Ha OTKAOHEHIIA
~ TlpooaiTe napozorTonorieckyio nctky 1 pas B 6-12 mecsie.
X1,
(1) Cromaronoriseckie onepauiit 10/Kis! TonbKo amit 1 xupyprami,
TIOATOTOBKY M OIIBIT PASOTI B OB/IACTH XHPYPIIHi OIOCTH PTA, a TAKIKE AATHOCTHKI it NPEAONEPALIONIOTD
IranHpoBaIis
(2) TIpOAYKT A0keH HCTOMB30BATECA B CTEPITBHOI cpec.
(3) Henpapiibiiii BHGOp NALACHTA i ONEPALIMH MOTYT NPHBECTH K HEyAaue HMIIAHTALMH i moTepe
aBBEONAPHOI KOCTH.

(4) Tipoayxr np an W e gonen ATHCS TORTOPHO.
(5) Pucku npit nowTopiow e o e
1) TMowroproe e 2 " P C TAKHMH pHCKAMM, KaK 3apwKenne

nidheKuHORHBIMH 30 0neRaHIMI

(c) OrmpasTe oTcKanupoparbie abie b uentp CAD/CAM, naBopaTopa, 2) TIoBTOpHOE HCIIONB3OBANHE M3AEINS MOKET NPHBECTH K CEDhe3HbIM HEHCIPABHOCTAM, B TOM HHCIE K
cuctemoii CAD/CAM, 17151 H3rOTOB/ICHHS HHIHBHYAIbHOTO A0aTMEHTA. abarventa, " BHHTA.

* Vron f0mKen GLiTh B peenax 20° OT OcH HMIIAKTATA. 3)  I10BTOpHOE HCMOL3OBAIHE AT APYTOFO NAIMEHTA SANPELIECHO.

* He wucnomsyiite wsiemis, ne e s c [ORY He HECeT HHMKAKO £l npoayra

o M. B KaTasore.

Hob3oBaTEAMH.

£
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-
®
VAN
by
©
gl

5. Tocaconepauonias peaSimmaus (7) Barpssiiciiiibie MPOAYKTEI AOMANBI GbITh YTWIHSMPOBAb, TAK KAK ONI BEHIBAIOT MHbeKIUMO, it
(1) Tlepioa 3uKMBICHILA NOCIE ONEPAILI FABHCHT O KIMHIHECKOr0 COCTORMIA KAAIOT0 MAINICHTa. (KAUECTRO BHITIOJIHEHHE OTIEPALHH HEBOIMOKHO.
° M KOJIHHECTRO KOCTHOI TKaHH, NepRNtHas (HKCALINS, NPHIArAEMAs HATPYIKA, COCTOSHHE NOJOCTH PTa M T.A.). @) 1 He Hecer 30 NPOBIEMBI, CBA3ANHbIE C HCTIONB3OBAHNEM MPOAYKUHH
OGpatiiTecs Kk HHCTYKILH 110 NpHMEHEHITIO
Tosromy naunenty n wieTy TaK BaKIO 32 110Gk wn
(2) Tocoreryiite naweHTy He NPILIAATH MPEIMEPHOE JABACHIE, TAKOE KAK KCBATENLHA HATPYIKA, K MECTY. (9) Jlaniiii MPOAYKT MOKET MENOMNIOBAThCA B CTPANAX, TAC OH GhUI OR0pEH NPABHTEARCTROM WM
© Texneparypunii ananason ONEpALLIN B TEUCHIE BCETO MEPHOMA 3 NBICHIA (TIEPHOA OCTCOHTET PaLi), hut TIDOYKTA ABHCHT OT CTPAHbI B 3ABHCHMOCTH OT HPOLEAYPS!
(3) MocoreryiiTe MaweiTy, BO NIGEKANIE BOMHKHORCHIA MOGOHbIX HPEKTOB, KK CIGAYET COBAOMATH perncTpaun
Fareny nonoeTH pra. * ECiH NOARIOBATEIN HCNOTBIYIOT AHAIOTINHbBIE HIACTIA, KOTOPHE HE NPONIBOMATCA 1 HE NPOAIOTCA
(@ T — sicncliTe s KapTy nawmeiTa it «Merajien Hmrutan Ko., JTT, MOFYT BOSHHKITYTS MDOGHEMb B PAMKAX KAUCCTRA 1 TOMHOCTI
L T — Ky, COMCPIKALILYIO HOMEp NApTItH, yKA3aHHBili 12 BICIIC YIIAKOBKC, PCITTTHOBCKIi CHIMOK I T. 1 coBveCTHMOCTH.
(5) B c1ysiac N010MKIN HMILIAITATa, CACAYeT HEMELICHINO OGpATITLCA K Bpay. (10) 3y6ioit MMIIAITAT He MPOXOAI HEMBITAIIE 13 GE30MACHOCTS 1 coBMeCTINMOCTs B MP-cpere. Hatemie e
6. tbte pipekTst HPOXOAILIO HCMITAINIA Ha HArpeBaIC, MUTPALIO Wi apTedarTsi ua ciumike 8 MP-cpeae. Besonactiocs
(1) 570 oeT mpimCcT K ey ITAHTII, TAKS KK OTED KOCTIN N, TSR nEKoA nenomonaris wems B MP-cpee e yeTanopiena. CKANMPOBANIE MAIICHTA © TAKIM H3CIHEM MOKCT
® Ipowsomen. e, " epos, HPHBCCTH K TPABMHPOBAIIIO NaLHeIITa.
YK B pesyITITC HCGPOKNO BMIOTHCHHOR XUpPYprNCCKO oncpaiu. Take cymccrayer prc X Carnka na SSCP (OG3op u )
®  Bunmvanie! O ‘0 MCXO0/1a W3-3a PA3BUTHA TSHOKEI0H MHDEKIHN B TAKENBIX CAYHAAX.
Rx Only CIIIA paspemaer npoazky oroii npozykuni (2) Takie OCHOKHEHIA, KaK HETOMOTAHNE, THUEDEMHA, 3y, GO7h, OTEK, KPOBOTEUGHHC, BOCTATCHINE,
TOLKO AIEHIHPORAHHAIM CTOMATONOTAM 1HE XOPAIRS EKIU, 354 AT TRGHCH, O CHIE DASPRCHIA, HETPABILAS IPUKYC 1 OTRDHT 0B
10 X 3aKe MoryT Burmh it xipypritieckoii Wi maoxoro obiero
IFU-IAZr-R07/ 21-12-07 COCTORHMS 310POBBS MAIMEHTA.
Pycexuii (3) Orevetlte BCACACTRHE MOBDEKACHHA HEPRA B OBAACTIE A OGHINHO ARIACTCA BPEMEHHHIN CHMITTOMOM, HO
B HEKOTOHIX CIYHAAX ABTACTCH HEOBPATHMBIM.
1. Kparkoe omncarie nponyKTa
7. Mpotusonokasarits
Titasonoe OCHORAIIE MPEIHASHATCHO 1A MOIACPAKI KODOHIL 1S HOKCITA Tlpi 0TGOpe NAIIEHTOB CICTYeT YSHTHBAT K raxim HowiMo npoviero
LPKOMIIA, WArOTORACHHOI 110 MHMBIIYATHHOMY 3UKA3y C TOMONIO CHCTEMbI :
CADIeAM omocsTes:
- N (1) HeloCTaTouIH0e KOAMYECTBO KOCTH, e¢ IL10Xas CTPYKTYPa
ABATMENT CRAHMPYEMt HETOTLYCTCR 1A NOIYeHiia wiposoro eximiice o FHTHCHA TONOCTH PTA I MATONOTHHCCKAs! KLU B ATbBCOTAPHOl KOCTIH
HomosIo cranepa. Tawke u ;
P pasp @) P TaKue Kak T n amaGer wm ()
JMOTABINBATS  MHAMBWIVATHBIE AOATMCHTH C HCTIOMS3OBANHCN  CHCTEMb
—
CADICAM - .
@ Kypenne it
2. Tpeanonaraevoe nemomb3opanie/OKa3aIA 15 HCTOML0BAIIS pugs .
areHTH, KOTOpHIM
Turanosoe ocioparie et ¢ u
b, (6) Jliout ¢ aautepriteit 1 MHIEPUYBCTRITCILHOCTHIO K THTANY (cp T} Grade 4, TI6AT4V ELD) 1 xodamur-
Kak npotes Ha ¢ uemenTHpyeMoli
, XpOMOBOMY CrLaBY.
KOPONKOI I13 ZUHOKCHA IWPKONIA.
ps . » 8. Xparenie n obpadorka
HIMOK  CKAHHPYCMOrO aGATMCNTA NOIYMaloT ¢ noMoubio 3D-craiiepa i
i i > P NIPOAYKTLL A0 GHIT CTEPILTHIOBANBI TPOM BHICOKOTO AaBelA B Teveite 15
cosams aiia " ® Iicckylo cuctes
Y MHHYT HpH Temmepatype 132 °C (270 °F), 3aBepHyTEL H IpOCYLIHbI B Tetenie 30 MUHYT Iepe HOTOb30BaHHEM
CAD Ju1s paspaGoTKit i HITOTOBACHNS MHAMBIAYATBHO O aGaTMenTa, Tpexvepioe ' N
PO o (U erepim3aTOpA: TPABHTAIHONIBI).
@ n Tomsko s FDA, BKilosas yniakosky.
u
(3) Crenyer Xupyprieciite ans ii crcTenst
3. Tperonepamioniioe maripopaiie
i penonep: o8 (4) HecoGImozeite PEKOMERIYEMEIX MOMEHTOB 3ATAKKH MOKET UBECTH K TAKHM PHCKAM, KaK oclaGliente
1 yeneworo  euciis Tuarensio
¥ . Kperutenns, JiepopMaLliA H PApYIICHHE HPOAYKT (CM. KaTastor).
NDOILEIIy D, “TOGb! MOATREPNTh LA ACEHIIS I OIEHKY, A TAKKE NPOTYKT € TONTKH
poneyp! P’ ¥ POy (5) BUNT MOKCT C/IOMATLCA TpH TOBTOPHOM 3aTATHBAHHH B TCHCHIE IATH W GorIee pas.
SPeHIS MEIMIUIHb I CTOMATOTOTHI: N
P! (6) Mocoseryiite maumenty, Bo W3GEKANHE BOSHUKHOBEHNA NOGOUNLIX HPHEKTOB, KAk CTEIyeT COBMOAATH
(1) Crenyer npomepiTh COCTOSHME MOJOCTH pTa NAINEHTA C TOMONIbIO
rurieny nosocti pra.
KIHIECKOro, PETT CHOAOTINEEKOO CHIMKA  AHATI3 MOZEIH. o - i nporykr oo ero e soswpanaior
(2) HeolXoMMO MpEOCTABHTS MAIEHTY BHIGOD B NPHASTHN pemeHis mph .
NPOH3BOIITEIIO 1WTH AWCTPHOBIOTODY.
HCTIOMHI0BAMIT  PASTINHGIX  METONOR /Ieveriis, NPETOCTABNB  IOCTATOHOE (g’) v P! P
At ® c axrawin
OGBACHEHIE JOCTORHCTS  HEIOCTATKOR KON METONa 1 rpadika Aeuers. >
(3)  CieztyeT MpOBEPHTS HETOHIO GOTE3HTH MAINIEHT, STOGH ONEHHTS COCTOSIE CPYANOB 1O YTILTISALIIN MEIINCIIX e
wer nposep P . (9) B citysac BOHKHOBCHIA CePHE3HOr0 HHIICHTA, CBAGHHONO ¢ H3AGTHEM, CIEAYET CcOOBITTH 06 HToM
310poBss nanierTa. ECTH €CTh KAKHE-THGO COMHEHIIS OTHOCHTEIBHO COCTORHIS P
" opran; B KoTOpOM 3aper W (e
310POBH MAIIIEHTa, HEOGXOMHMO POBECTH PA3IHIIbIE KANHIUCCKHE TECTH, 1T05H pramy POM 3ap:
. . e,
ONPEILEITE OTCYTCTRIE AHOMATBHEIX COCTOHI MEPEt MOATOTOBKOH K oepati. -
P yre P P (10) B cuyuac oBHApYKEHHA CTOMATOTIOFOM NOBPEAJICHTIA YIAKOBKH J10 ¢ BCKDHITIA MOKHO 3ANpOCHTS Y
(4) He crenyer HCMOTHI0RATH MPOXYKT, €GN YIAKOBKA He JamesaTana i
NPOHIBONITENS 3aMERY WA
NopBaiia, @ Taike, M0CTC BCKPBITIA YIAKOBKH, GE3yCIOBHO, CACAYET MPOBCPITS .
P! PLITIA YT ¥ yer nposep (11)  HecTepnammsonaiiie MpOtyKTs! IOMKHE XPAHHTLCA TpH TemmepaType oT 15 10 30 °C.
HIPOAYKT HQ HATHIE T OTKIOHBHI, KUK HHOPOHOS TEH0, IATHL MR I, |
" . ]
HCTeKIIHIE CPOK FOHOCTIN 11 T.I. TOCIE BCKPLITHA YTAKOBKIL (‘i;’"“”"“e
Tepex cicren Megagen ¢

(5) Tlepex masanom xupyprirseckoii onepaii nponepse HidopMAIITO O
NIPOAYKTe, TAKYIO KAk apTHKyI, pasMep, AQTy H3XOTORICHIA 1 CPOK FOAHOCTIL

(6) Tlepex npomeicHMeM  ONCPALNH  TPOBCPHTE  COBMECTHMOCTE  BCEX.
KOMITIOHERTOB.

4. VHCTPYKII3 110 IDHMEHCHHIO I IpOILEAYpa.

X Tloy o npoueaype u

naweli cHeTeMB! 3yGHBIX c o B
xaranore cueren

«Mera/lxen Msmsant Ko, JTra»
(1) Turanosoe ocxosanie
1. HoaroTosKa nepex enomb3oBares

T0 npivererItio
(2) He nerons3yiiTe MPOAYKT M0CE HCTENEHIS €r0 CPOKA FOAHOCTH.

(3) He nenoms3yiiTe npOAYKT, 3arpssHerHbiii 10 ONIMGKE OMEPHPYIONIEro XHPYPra.

(4) Bcnm chsie OTTHCKA METOZOM OTKPHITOfi JIOKKH He BHINOTHEHO AOTAHbIM 0GPA3OM, HEOGXOMIMO
11036OTHTECA 0 TOM, TOGH H3AETHE OTACMIOCK i GhLI0 BANBICHO B T&/0 B0 BPEMST MPOLIEAYPH.
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Surgical Kits

1. Product Summary

Care and maintenance of reusable instruments are crucial for a successful
treatment. Well-maintained instruments are not only safeguard your patients and
staff against infection, but also essential for the outcome of the total treatment.
@ Please follow the legal regulations in your country as well as hygienic
guidelines, to prevent from contaminations and infections by handling the used
surgical kits.

@ Please remember that you are responsible for the maintenance and sterility of
your medical / dental products and device. It is essential to follow proper cleaning,
disinfection and sterilization procedures all the time strictly.

@ It is also important to follow the manufacturer's recommendation on the usage
of instruments. Please keep a log of how many times the instruments have been
used.

@ Dirill's life time is determined by various factors of the surgical cases, not the
numbers of usage only. It's highly depending on the bone density and usage
practice.

@ Replacement of drills should be considered usually after 50 times of usage, or
when the cutting efficiency declines. Check the conditions of drill in every time of
usage.

The reusable drills must be sterilized before use and require specific cleaning
procedures prior to sterilization.

2. Indication for Use

Used when applying a dental implant system performed for tooth loss, etc.
[Patient Population] Patients aged 18 and over who have completed the growth
of the jaw bone (Partial or complete edentate patient)

[Intended User] Dentist

Intended User] Dentist

Dental surgery must only be performed by dentists and surgeons with training
and experience in oral surgery as well as diagnosis and preoperative planning

3. Pre-operative planning

For a successful treatment, the following confirmation procedures should be
performed carefully to confirm the treatment plan and evaluation, and also the
product with medical and dentistry’s point of view.

(1) Should check out the patient’s oral status through the clinical, radiography
photo, and model analysis.

(2) Should ask the patient's decision in case of various treatment methods, after
providing the sufficient explanation of the merit and demerit of each method and
treatment schedule.

(3) Should check a patient's medical history to evaluate the status of patient's
health condition. If there is any doubt about a patient’s health condition, the
various clinical tests should be performed to determine the absence of abnormal
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conditions before preparing for the surgery.

(4) The product is supplied as non-sterile devices. All product used for surgery
must be sterilized before use.

(5)Choose the surgical instrument after considering right dimension at surgical site.
(6)Depth Gauge is needed to confirm that the product is the same as shown in
the catalog. In particular, it is recommended to use after checking if laser marking
is in the same location.

* Marking can easily be erased when the product is left for a long time after the
procedure, so caution is required.

(7) Should not use the product if the package is not completely sealed or that is
torn, and also should certainly check the abnormalities such as foreign body, stain,
minute dust, expired date, and etc. after opening the package.

(8) Check the product information such as reference code, size, manufacturing
date and expiration date before starting the surgery.

(9) Check for compatibility with the opponent component before surgery.

(10) Check if there is any problem in the shape of the instrument.

4. Instruction for Use & Procedure

For a detailed procedure and the features of our dental implant system
components used with the products, please refer to the catalog of relevant
Implant System issued by MegaGen Implant Co., Ltd.

5. Adverse Effects

(1) It could result in implantation failure, alveolar bone recession,, low initial
stability, fixation failure, irritation and nerve damage, degradation of masticatory
function by careless surgical practice. Also there is a risk of death due to severe
infection in severe cases.

(2) Complications such as malaise, pain, edema, bleeding, Inflammation, fever,
infection, soft tissue ulcer, feeling of irritation, malocclusion, perforation of the
maxillary sinus, inferior border, lingual plate, labial plate, inferior alveolar canal, or
gingiva and an open suture site may result from inattentive surgical practice or

poor patient overall health.

(3) Numbness from nerve damage in the facial area is usually a temporary
symptom, but some cases are permanent.

Note : If serious incident occurs in relation to the device should be reported to
the manufacturer and the competent authority of the Member State in which the
user and/or patient is established.

6. Contraindications

Contraindications should be observed when selecting patients. These include, but
are not limited to:

(1) Low bone quality and inadequate bone quantity and metabolic bone disorders
(2) Bad oral hygiene and pathological infection at the alveolar bone.

(3) Internal diseases such as hematodyscrasia, diabetes and hemophilia, or mal-
nutrition and immunocompromised status

(4) Alcoholic, drug abuse, smoking and patient with mental disorder.

(5) Other periodontal and surgical operation prohibited patient

(6) Psychiatric disorders

(7) MegaGen's instruments should not be used with patients that have allergies
to the specific materials used, including stainless steel, and titanium alloy.

7. Preservation & Handling

(1) The surgeon should check each product being used during surgery is in right
position and whether if the product is contaminated or not.

(2) The surgical instrument should be used only for dental implant surgery
following procedure as guided.

(3) The edge of surgical instrument for making the bone cavity should be
checked before use.

(4) The surgical instrument for making the bone cavity should be used with
saline solution to prevent necrosis.

(5) The surgeon should use the surgical instrument with suitable
RPM(revolutions per minute) by considering bone condition such as bone
density.

(6) It should be used surgical instruments of relevant Implant System.

(7) A small devices such as gauges with measuring function can be entered
through throat during surgery. Fixation with thread or wire should be needed.
(8) The surgical instruments are reusable and dental drills should be replaced
after being used 50 times or when the cutting efficiency declines.

(9)The frequency of use could be changed depending on the handling.

(10)It can not be used when the cutting force of Drill is reduced.

(11) Unpacked or damaged product should be not used and it cannot be
returned to the manufacturer or distributor.

(12) When disposing of such devices, safely dispose of them in accordance with
the relevant authorities' regulations regarding the disposal of medical devices.
(13) If serious incident occurs in relation to the device should be reported to the
manufacturer and the competent authority of the Member State in which the
and/or patient is established.

(14) If the package that is not opened by dentist is defective, request a
replacement from manufacture.

(15) This Product should be stored at 15°C~30°C condition.

8. Reusable method and Storage

The used surgical kit case and reusable surgical instruments should be store
after cleaning and sterilization.

8.1. Cleaning

QClean surgical kit case and reusable surgical instruments separately and go
through a special cleaning procedure before sterilization as mentioned below.
1) Remove all remaining pollutants (tissues, blood, bone residuals, etc.) on the
surface by immersing used surgical kit case and reusable surgical instruments in
water. Keep surgical kit case and reusable surgical instruments in wet
environment until the next step indicated below is initiated.

2) Automatic washing using ultrasonic cleaner.

a. After putting surgical kit case and reusable surgical instruments in a washing
container (e.g. plastic basket) inside of an ultrasonic cleaner, fill water completely.
[You'll get better effects when using enzyme detergent (e.g. enzyme detergent
with a pH level between 6 and 9) or its similar detergents (available to use
commercial products.)]



Surgical Kits

b. Clean them for 5~15 minutes and drain the water.

c. Rinse the surface of the surgical kit case and reusable surgical instruments with
tap water to remove all cleaning solution.

[dRepeat step a, b, c until surgical kit case and reusable surgical instruments are
completely clean and perform a visual inspection.

L Dry the surface of surgical kit case and reusable surgical instruments by natural
drying or according to a drying cycle of cleaner. In case of the surgical kit case,
turn the kit upside down and dry for more effective drying. If needed, manual
drying using nonabrasive tower with no lint is possible.

L For more information about available enzyme detergents and cleaner, refer to
instructions from the manufacturer and have to be followed.

8.2. Sterilization

[ Surgical kit case and reusable surgical Instruments should be sterilized at
temperature of 132°C (270°F) for 15 minutes by high pressure steam sterilization
and dry for 30 minutes. (Sterilizer Type : Gravity Type)

9. Caution A\

= Product should not be used if packaging is opened or damaged.

= Do not use the contaminated product by mistake of surgeon during the surgery.
= The product should not be reused products between patients without
sterilization.

= |f the instrument is contaminated, even a single patient should not use it in
another part.

= Immediate action should be taken in the event of an accident.

= Quality and accuracy cannot be guaranteed if the customer (user) uses similar
products not manufactured or sold by us.

= |f the direction of fixation between the fixture and the connector is not correct,
it may be deformed.

= |n case of more than 149°C(300.2°F), a kit box may be deformed so it should be
careful.

= |f the recommended number of uses is exceeded, product deformation or
fractures may be indicated.

= User shall state that the product should not be used if the packaging is not
completely sealed or torn.

sManufacturer is not responsible for any damages to the product from
sterilization or improper handling other than the high pressure steam sterilization
method suggested by.

= Make sure the kit will not be placed touching the inside wall of autoclave during
sterilization to avoid deforming of the case.

* Problems can occur if not used in the recommended way by manufacture.

* Guide should be used when using Removal Tool, if don't use guide, tool could
be fracture.

* Changing the instrument's path during use may cause deformation of the
product.
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10. Warning

The following is strongly to be recommended for safe and effective use of
MegaGen Implant System.

(1) The surgeon should be a medical specialist who practiced high technique for
implant surgery.

(2)The surgeon should be fully aware of the operating method and cautions for
the product before the use.

(3) The surgeon should wear an aseptic operating gown, and perform surgery in
the operating room remained the aseptic condition during surgery.

(4) Inappropriate selection of patient and technique can cause a failure of the
implant surgery and loss of supportive bone.

(5) Patients poor oral hygiene management can lead to side effects.

(6) If the doctor's office environment is not clean, the equipment may be
contaminated, so please be especially careful.

(7) The manufacturer does not have any responsibility for problems using
competitors' products or improper instruments.

(8) This product can be used in countries where the product was approved by
their government or related agencies. Product availability may vary by country
due to registration process.

* If users use similar products that are not manufactured or sold by MegaGen,
there may be a problem in quality and precision compatibility.

(9) Inappropriate tightening torque can cause loosening and fracture of the screw.
Use the recommended tightening torque.

@® Manufacturer

@ Catalogue number

HE 3

@ Serial number

LOT @ Batch code

@ Medical Device

@ Date of manufacture

@® Non-sterile

@ Caution, consult accompanying documents

@ Consult instructions for use

@® Temperature limitation

~REE KRB

@ Do not use if package is damaged

MegaGen Implant Co.,Ltd
45, Sechen-ro 7-gil, Dasa-eup, Dalseong-gun, Daegu 42921, Republic of Korea
Tel. 82-53-222-2828 / Fax. 82-53-289-3420

Representative in the Republic of Belarus
Megalmplant LLC
220090, Minsk, Logoisky Trakt 22a, office 320;

Telephone: +375 29 134 55 55 [IFU-IK-R00], 2023-10-11
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Applications

* ARi ExCon Implant System

1. Product Summary

This product is a dental implant, which is made of pure titanium, and is implanted into a
mandible (the lower jaw bone), or a maxillary jaw bone (the upper bone) as a root of the
tooth through the surgical operation by the dentist to restore a chewing function of
partially or fully edentulous patients. There are various sizes and shapes to implant into
the anterior or posterior site for different conditions of dental loss.

2. Indications for Use

The ARi ExCon Implant System is intended to be surgically placed in the maxillary or
mandibular molar areas for the purpose providing prosthetic support for dental
restorations (Crown, bridges, and overdentures) in partially or fully edentulous
individuals. It is used to restore a patient’s chewing function in the following situations
and with the clinical protocols.

- Delayed loading

- Immediate loading when good primary stability is achieved and with appropriate occlusal loading.

3. Instruction for Use & Procedure

(1) Pre-operative planning

For a successful treatment, the following confirmation procedures should be performed carefully
to confirm the treatment plan and evaluation, and also the product with medical and dentistry's
point of view.

1) Should check outthe patient’s oral status through the dlinical, radiography photo, and model analysis.
2) Should ask the patient's decision in case of various treatment methods, after providing the
sufficient explanation of the merit and demerit of each method and treatment schedule.

3) Should check a patient's medical history to evaluate the status of patient’s health condition. If
there is any doubt about a patient's health condition, the various clinical tests should be
performed to determine the absence of abnormal conditions before preparing for the surgery.
4) Should check the sealing condition of the packaging, which is completely sterilized by

gamma-irradiation, to ensure that the productis completely sealed and remains the sterilization status.

5) Should not use the product if the package is not completely sealed or that is torn, and also
should certainly check the abnormalities such as foreign body, stain, minute dust, and etc. after
opening the package.

6) Use ISQ measurements to check a bone quality.

7) Should not use the product if the package is not completely sealed or that is torn, and also
should certainly check the abnormalities such as foreign body, stain, minute dust, expired date,
and etc. after opening the package.

8) It is recommend to choose an implant fixture as wide as possible as determined by the
patient’s oral condition.

* In posterior site, the Manufacturer recommends choosing an implant fixture diameter wider
than 5mm. If narrower implant fixture diameter is chosen, There is a risk of implant fracture due to
patient’s heavy masticatory force or abnormal eating habits.

9) Check the product information such as reference code, size, manufacturing date and
expiration date before starting the surgery.

(2) Applications

The following explains roughly how to use and operate the product. For a detailed procedure,
please refer to the catalog of relevant Implant System issued by MegaGen Implant Co., Ltd.

1) Drill into the alveolar bone in order to place an implant fixture into the planned location with
various surgical instruments. At this time, revolutions per minute (RPM) of the drill should be
adjusted according to the condition of the bone and the kinds of surgical instruments. Irrigate
sufficiently the saline solution onto the area to prevent the necrosis of bone by heat.

2) After making an appropriate hole for a fixture, confirm the kinds of fixture and size described on
the label, and take out the transparent plastic container included ampule from the exterior box.
*Measure the depth of the hole formed by drilling with the depth gauge to match the length of fixture.
* Use the various indicators and gauge types to determine the hole's condition to determine
whether the hole's direction or location is correct as the operator planned.

3) Clasp the convex part downwardly directed of transparent plastic container by one hand. Then
hold the arrow mark on the label sticker by another hand and take a medical paper off slowly to
open the plastic container. After that, take out the sealed ampule.

[Ampule type]

4)The cap on the ampule is designed as a ‘Snap-on’ type, which can be easily opened by
one-hand and one touch. Clasp the ampule by one hand and then push the cap up by
the thumb to separate the cap from the ampule at a time.

b) Check whether the fixture is fixed on a Holder (holder type) or a Titanium leveler (leveler
ype). For holder type, check the Mount is connected with the fixture. For leveler type, check
he Mount is not connected with the fixture. In case the fixture is external type and not
onnected with the Mount, you should connect the Mount to the fixture.

b) Take out carefully the fixture from the ampule by connecting Handpiece Connector to the
ixture or Mount.

Lego-type]

i) Open the upper ampule (long block) and take out the inner ampule with one hand holding
he lower ampule (short block).

b) The cap of the inner ampule is designed as a ‘snap-on’ type that can be easily opened with
bne touch, grab the ampule with one hand and slide the lid with your thumb to remove the lid
bt once.

) Make sure that the fixture is a mount type or no-mount type, and take out the fixture with a
Hedicated handpiece connector.

No-mount type) Carefully take out the fixture from the ampule in the vertical direction after
nsert the dedicated handpiece connector into the internal hex / octa part of the conical
Fonnect.

Mount type) Carefully take out the fixture from the ampule in the horizontal direction after
nsert the dedicated handpiece connector into the mount part.

7) Position the fixture near the drilled site paying attention during movement that the fixture

Hoes not separate from Handpiece Connector & does not become contaminated by foreign

bodies.

B) A fixture is implanted into the bone to planned depth by turning (15~30rpm) a Handpiece

Clockwise with 45Ncm or more torque.

P) If the fixture is not completely implanted into the bone due to the hard bone density,

eparate Handpiece Connector from the fixture, then finish implanting by using a Ratchet
rench.

% When using a Ratchet Wrench, it is recommended to torque under 80N/cm. If the torque is

bver 80N/cm, there is a risk of surgical failure due to excessive torque which may cause the

ktructure deformation of inside of fixture and bone damage such as bone necrosis, partially

bone fracturing.

0) After implantation of the fixture, finish the operation by connecting Cover Screw to the
ixture with torque under 10Ncm by using Hand Driver to protect the inside of fixture from the
oreign bodies, and then suture the surgical site.

In the case of using Healing Abutment instead of Cover Screw, use the same torque as
hbove.

[* Abnormal surgery methods or complicated surgical techniques may increase the risk of
urgical failure.
3) Post-operative care

) After surgery, the healing period depends on each patient's clinical condition (bone quality,
bone quantity, initial stability, loading condition, Oral condition, etc.). Therefore, the careful
bttention of patient and clinician's close inspection on the progress are needed.

[ Minimum 6 weeks healing period is required if surrounding bone is abundant and the bone
huality is good. Minimum 12 weeks healing period is required in case of cancellous bone
Londition, placing narrower than 3.5 diameter of implant and wider than 6 diameter of
mplant.

D) Give advice to the patient for recognizing that excessive pressure such as masticatory force
s not applied to the surgical site during the healing period (Osseo-integration period).

[ The time of osseointegration is different depending on the bone quality of the patient, but
n general, 6 months (for the maxillary), 3 months(for mandibular) are required.

B) Give advice to the patient for taking good care of the patient's oral hygiene to avoid side
pffects.

1) Attach the identification tag containing the Lot number, which is enclosed in the exterior
box, on the patient's chart, x-ray film, etc. to make it possible to trace the product.

b) Before operating the next stage of surgery, the clinician should check the fixture's progress
bf Osseo-integration by x-ray image or diagnosis such as percussion reaction.

b) In case of implant failure, it must be visited immediately for treatment.

1. Adverse Effects
1) It could result in implantation failure, like bone loss, low initial stability, fixation failure,

2) Complications such as hematoma, swellings, ruptures, bleeding, Inflammation, infection,
Loft tissue ulcer, feeling of irritation, malocclusion, hypersensitive tooth and an open suture
kite may result from inattentive surgical practice or poor patient overall health.

3)Numbness from nerve damage in the facial area is usually a temporary symptom, but some
Lases are permanent.

5. Contraindication

[Contraindications should be observed when selecting patients. These include, but are not
imited to:

1) Low bone quality and inadequate bone quantity

2) Bad oral hygiene and pathological infection at the alveolar bone.

3) Internal diseases such as hematodyscrasia and diabetes, or mal- nutrition

4) Alcoholic, drug abuse, heavy smoking and a mental patient.

5) Other periodontal and surgical operation prohibited patient

6) People with allergies and hypersensitivity for titanium (CP Ti Grade 4, Ti-6Al-4V ELI).

6. Preservation & Handling

1) The package hermetically sealed and sterilized with gamma radiation should be stored at
5°C-22°C condition.

2) The product must be opened just prior to surgery.

3) Surgical instruments verified for safety as a medical device should be used.

4) Unpacked or damaged product should be not used and it cannot be returned to the
anufacturer or distributor.

5) When disposing of such devices, safely dispose of them in accordance with the relevant

buthorities' regulations regarding the disposal of medical devices.

6) If serious incident occurs in relation to the device should be reported to the manufacturer

bnd the competent authority of the Member State in which the user and/or patient is

rritation and nerve damage. Also there is a risk of death due to severe infection in severe cases.

established.
7) If the package that is not opened by dentist is defective, request a replacement from
nanufacture.

7. Caution /i\

1) Be fully aware of the instructions for use prior to using Megagen Implant System.

2) Do not use the product, if the valid date (shelf life) were expired.

3) Do not use the product contaminated by mistake of the operating surgeon.

4) When opening the fixture, open the outer wrapper with the help of an assistant. The
bmpoule with the fixture packaged should be opened by the surgeon and mounted on the
kurgical instrument

5) Care should be taken to avoid damaging the conical connections due to excessive force

hen the fixture is embedded.

6) If the opened product or package is damaged, it is difficult to maintain the sterilization
ktate. Discard even if it is not used.
(7) if the Pick Up is not done properly, care must be taken that the Fixture is separated and
penetrated into the body during the procedure.

8) Care should be taken that product deformation and fracture can easily occur if the
prosthesis is manufactured without considering the patient's tooth shape and load
distribution, or if the fixture placement angle and the prosthetic angle are different.

9) Too high a density when using bone graft materials may result delayed bone fusion due to
boor blood supply.

10) Patients aged 18 and over who have completed the growth of the jaw bone (Partial or
kcomplete edentate patient).

Patient Notice]

Caution after the first procedure

Please bite a gauze about 1 hour for checking the bleeding.

Cold pack is required for swelling area.

Take painkillers if you have pain.

Do not exercise excessively, take a bath.

Eat soft foods and avoid irritating foods for a day or two.

Avoid smoking and don't drink alcohol for a month.

Do not brush the area after the first operation, disinfect hexamedin gargle.

Be careful with the treatment area until the final prosthetic treatment ends.

Care After Final Treatment

Keep your mouth clean at all times.

Brush your teeth, interdental toothbrush and floss after eating.

Avoid hard or chewy foods or chew a lot.

Please visit regularly to check for abnormalities.

Please do scaling once every 6 to 12 months.

% Warnings

1) Dental surgery must only be performed by dentists and surgeons with training and
experience in oral surgery as well as diagnosis and preoperative planning.

2) The product must be used in clean and pleasant environment area.

3) Inappropriate selection of patient and surgery can cause the implantation failure and loss
bf alveolar bone.

4) This is a single-use product and should not be reused.

5) Risks re-using single-use medical device

1) Re-use is not validated and it carries risks such as transmission of infectious diseases.

D) It could be resulted in extensive malfunctions, including the defective connection, jammed
bbutment, damage, and screw loosening.

B) Failure of osseo-integration may occur.

6) The manufacturer does not have any responsibility for the product re-sterilized by users.
7) The contaminated products must be discarded since it causes infection and surgery fail.
8) The manufacturer does not have any responsibility for problems using competitors’
broducts or improper instruments.

9) This product can be used in countries where the product was approved by their
ljovernment or related agencies. Product availability may vary by country due to registration
process.

F If users use similar products that are not manufactured or sold by MegaGen, there may be
b problem in quality and precision compatibility.
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Applications

‘ * ARi ExCon Implant System

1. Product Summary

To recover a patient’s masticatory function, it is necessary to have a dental implant which
is implanted into a patient's alveolar bone as a root of a tooth and abutment which is
protruded through the gum in the oral cavity. These products include various Implant
Component Systems to offer a masticatory function and esthetic result very similar to natural tooth.
The prosthetic component intended for temporary placement, such as the Temporary
Abutment, Temporary Cylinder, Healing Cap has a maximum intra-oral use of 180-days.
Product lines are as follows:

* Products for healing or formation of soft tissue

* Products for fabricating of final prosthesis

* Products for fabricating of provisional prosthesis

* Products for impression taking

* Products for interconnection of prosthesis

2. Indications for Use

The ARi ExCon Implant System is intended to be surgically placed in the maxillary or mandibular
molar areas for the purpose providing prosthetic support for dental restorations (Crown, bridges,
and overdentures) in partially or fully edentulous individuals. It is used to restore a patient's
chewing function in the following situations and with the clinical protocols.

¢ Delayed loading

* Immediate loading when good primary stability is achieved and with appropriate occlusal loading.
For TIGEN Abutment and ZrGEN Abutment, all digitally designed abutments for use with
TIiGEN Abutment and ZrGEN Abutment are intended to be sent to a MegaGen-validated
milling center for manufacture.

3. Pre-operative planning
For a successful treatment, the following confirmation procedures should be performed
carefully to confirm the treatment plan and evaluation, and also the product with medical

and dentistry’s point of view.

(1) Should check out the patient's oral status through the clinical, radiography photo, and model analysis.
(2) Should ask the patient’s decision in case of various treatment methods, after providing the
sufficient explanation of the merit and demerit of each method and treatment schedule.

(3) Should check a patient’s medical history to evaluate the status of patient's health condition. If
there is any doubt about a patient’s health condition, the various clinical tests should be
performed to determine the absence of abnormal conditions before preparing for the surgery.

(4) Should check the sealing condition of the packaging, which is completely sterilized by gamma-irradiation,
to ensure that the product is completely sealed and remains the sterilization status.

(5) Should not use the product if the package is not completely sealed or that is torn, and also
should certainly check the abnormalities such as foreign body, stain, minute dust, expiared date,
and etc. after opening the package.

(6) Check the product information such as reference code, size, manufacturing date and
expirtion date before starting the surgery.

(7) Check for compatibility with the opponent component before oral installation.

4. Instruction for Use & Procedure

(1) It could result in implantation failure, like bone loss, low initial stability, fixation failure, irritation and
nerve damage. Also there is a risk of death due to severe infection in severe cases.

(2) Complications such as hematoma, swellings, ruptures, bleeding, Inflammation, infection,
soft tissue ulcer, feeling of irritation, malocclusion, hypersensitive tooth and an open suture
site may result from inattentive surgical practice or poor patient overall health.

(3) Numbness from nerve damage in the facial area is usually a temporary symptom, but some
cases are permanent.

For a detailed procedure and the features of our dental implant system components used with
the products, please refer to the catalog of relevant Implant System issued by MegaGen Implant
Co., Ltd.

* TIGEN Abutment

1) Preparation before use in Dental Clinic

— Check the specifications of the abutment to be manufactured by carefully checking the order

sheet from the dental clinic.

— Confirm whether the product is the one intended to be used by checking the product label,

and also check the product packaging and product itself.

2) Using the product

o Dental Clinic / Hospital

— Seat the Scan Abutment to the Fixture implanted inside the oral cavity of the patient. Engage the
hex/octa connection part of the implant. Hand tighten the abutment screw using a 1.2mm hex driver.

— Check whether the Scan Abutment and Fixture are properly seated when taking a Panoramic radiography.

- Scan the scan abutment to obtain the data of the patient's oral condition using a dental
scanner. Remove the Scan Abutment.

— Remove the Scan Abutment.

- Select TIGEN Abutment with appropriate profile diameter and gingival Height.

— Send the scan data by e-mail and selected TIGEN Abutment to Validated Milling Center.

© Validated Milling Center

- Obtain a scanned 3D data file and open it using dental CAD program.

— Based on the 3D data, design the shape of the customized prosthesis using the dental CAD program.
It must be designed with the allowable range of design parameters provided by MegaGen with all

for use of the machine from the particular manufacturer.

- Clean the final prosthesis to remove any foreign substances.

- Send the final prosthesis to the dental clinic.

© Dental Clinic / Hospital

— TiGEN Abutment must be sterilized by user prior to use. Install the sterilized final prosthesis
into the oral cavity of the patient.

~ Install the prosthesis according to the proper surgical protocol.

® ZrGEN Abutment

1) Preparation before use in Dental Clinic

— Check the specifications of the abutment to be manufactured by carefully checking the order
sheet from the dental clinic.

— Confirm whether the product is the one intended to be used by checking the product label,
and also check the product packaging and product itself.

2) Using the product

@ Dental Clinic / Hospital

- Seat the Scan Abutment to the Fixture implanted inside the oral cavity of the patient. Engage
the hex/octa connection part of the implant. Hand tighten the abutment screw using a 1.2mm hex driver.

— Check whether the Scan Abutment and Fixture are properly seated when taking a Panoramic radiography.

- Scan the scan abutment to obtain the data of the patient's oral condition using a dental
scanner. Remove the Scan Abutment.

— Remove the Scan Abutment.

— Select ZrGEN Abutment of with appropriate profile diameter and gingival Height.

- Send the scan data by e-mail and selected ZrGEN Abutment to Validated Milling Center.

© Validated Milling Center

— Obtain a scanned 3D data file and open it using dental CAD program.

- Based on the 3D data, design the shape of the Zirconia top-half using the dental CAD program.
The Zirconia top-half must be designed with the allowable range of design parameters

provided by MegaGen with all digitally designed abutments for use with ZrGEN Abutments.

Refer to the table 1 in the ZrGEN Abutment part of catalog for the allowable range of design
parameters of Zirconia top-half.

~ Securely mount the FDA-Cleared Zirconia Block into the milling machine then mill it with the
customized prosthesis information. When manufacturing the Zirconia top-half, Consult the
instructions for use of the Zirconia Bloc and the machine from the particular manufacturer.

— Clean thoroughly the zirconium oxide dust with a soft brush and then blast it with oil-free
compressed air.

- Sinter the customized zirconia top-half part. Refer to equipment manufacturer’s product
manual for the conditions of sintering.

— Cement ZrGEN and Zirconia top-half together. Cement the finished zirconia prosthesis part to
the ZrGEN Abutment with FDA-Cleared dental cement. Use an adhesive interacting strongly to
zirconia and refer to the respective manufacturer’s product manual for using and caution.

~ Clean the final prosthesis to remove any foreign substances refer to the respective manufactur
er's product manual.

- Send the ZrGEN Abutment cemented with Zirconia top-half to the dental clinic.

© Dental Clinic / Hospital

- ZrGEN Abutment cemented with Zirconia top-half must be sterilized by user prior to use. Install
the sterilized final prosthesis into the oral cavity of the patient. If the prosthesis does not fit the
patient, return it to the Validated Milling Center for re-manufacturing.

digitally designed abutments for use with TIGEN Abutments. Refer to the table 2 in the TIGEN Abutment — Install the prosthesis according to the proper surgical protocol. The ZrGEN Abutments are

part of catalog for the allowable range of design parameters.
~ Securely mount the TIGEN Abutment into the milling machine and then mill it with the

customized prosthesis information. When milled the TIGEN Abutment, Consult the instructions

straight only for use on dental implants placed parallel with adjacent teeth and not intended
for angle correction.

* Do not use any product inappropriate for or that cannot be connected to the implant joint. For
implant compeatibility, refer to the catalog.

5. Post-operative care

(1) After surgery, the healing period depends on each patient's clinical condition (bone quality,
bone quantity, initial stability, loading condition, Oral condition, etc.). Therefore, the careful
attention of patient and clinician's close inspection on the progress are needed.

(2) Give advice to the patient for recognizing that excessive pressure such as masticatory force
is not applied to the surgical site during the healing period (Osseo-integration period).

(3) Give advice to the patient for taking good care of the patient's oral hygiene to avoid side effects.

(4) Attach the identification tag containing the Lot number, which is enclosed in the exterior
box, on the patient’s chart, x-ray film, etc. to make it possible to trace the product.

(5) In case of implant failure, it must be visited immediately for treatment.

6. Adverse Effects

(1) It could result in implantation failure, like bone loss, low initial stability, fixation failure,
irritation and nerve damage, degradation of masticatory function by careless surgical practice.
Also, there is a risk of death due to severe infection in severe cases.

(2) Complications such as malaise, flushing, itching, pain, edema, bleeding, Inflammation, fever,
infection, soft tissue ulcer, feeling of irritation, malocclusion, and an open suture site may result
from inattentive surgical practice or poor patient overall health.

(3) Numbness from nerve damage in the facial area is usually a temporary symptom, but some
cases are permanent.

7. Contraindications

Contraindications should be observed when selecting patients. These include, but are not

limited to:

© Low bone quality and inadequate bone quantity

©Bad oral hygiene and pathological infection at the alveolar bone.

o Internal diseases such as hematodyscrasia and diabetes, or mal- nutrition

Alcoholic, drug abuse, heavy smoking and a mental patient.

© Other periodontal and surgical operation prohibited patient

© People with allergies and hypersensitivity for titanium (CP Ti Grade 4, Ti-6Al-4V ELI) and
cobalt chromium alloy.

8. Preservation & Handling

(1) Cover Screw and Healing Abutment are products sterilized by gamma-irradiation.

(2) Non-sterilized products should be sterilized with high pressure steam sterilization for 15
minutes at temperatures 132°C(270°F) and wrapped with 30minutes drying time before use.
(Sterilizer Type: Gravity Type)

(3) Use only FDA cleared sterilization accessories including wrap.

(4) Products made of plastic may deform in process of high pressure steam sterilization, therefore
should not exceed 160°C or pressure 0.45MPa.

(5) After applying the investment, cool the investment slowly for coagulation to avoid the
deformation by the delicate shrinking or expansion.

(6) It should be used surgical instruments of relevant Implant system.



7) Melting temperature for gold materials: above 1481.5°C
8) Burnout temperature for plastic materials: above 332°C
9) If the recommended tightening torques are not observed, risks such as loosening
product deformation and fracture may occur.(refer catalog.)
10) Screws fractures may occur if retightened five or more times.
11) Give advice to the patient for taking good care of the patient's oral hygiene to avoid side effects|
12) Unpacked or damaged product should be not used and it cannot be returned to the
anufacturer or distributor.
13) When disposing of such devices, safely dispose of them in accordance with thel
relevant authorities' regulations regarding the disposal of medical devices.
14) If serious incident occurs in relation to the device should be reported to the manufacture
land the competent authority of the Member State in which the user and/or patient is established
15) If the package that is not opened by dentistis defective, request a replacement from manufacture
16) Sterilized products should be stored at 15°C~22°C condition, and non-sterile products
should be stored at 15°C~30°C condition.

9. Caution /\

1) Be fully aware of the instructions for use prior to using Megagen Implant System.
2) Do not use the product, if the valid date (shelf life) were expired.

3) Do not use the product contaminated by mistake of the operating surgeon.

4) If the opened product or package is damaged, it is difficult to maintain the sterilization
ktate. Discard even if it is not used.
5)If the Pick Up is not done properly, care must be taken that the product is separated and
penetrated into the body during the procedure.
6) Care should be taken that product deformation and fracture can easily occur if thel
prosthesis is manufactured without considering the patient's tooth shape and load
distribution, or if the fixture placement angle and the prosthetic angle are different.
7) The product is a single-use product, therefore it should not be reused and user not tol
euse products between patients.

8) Patients aged 18 and over who have completed the growth of the jaw bone (Partial o
kcomplete edentate patient)

Patient Notice]

Caution after the first procedure

Please bite a gauze about 1 hour for checking the bleeding.

Cold pack is required for swelling area.

Take painkillers if you have pain.

Do not exercise excessively, take a bath.

Eat soft foods and avoid irritating foods for a day or two.

Avoid smoking and don't drink alcohol for a month.

Do not brush the area after the first operation,disinfect hexamedin gargle.

Be careful with the treatment area until the final prosthetic treatment ends.

Care After Final Treatment

Keep your mouth clean at all times.

Brush your teeth, interdental toothbrush and floss after eating.

Avoid hard or chewy foods or chew a lot.

Please visit regularly to check for abnormalities.

Please do scaling once every 6 to 12months.

[ Warnings
1) Dental surgery must only be performed by dentists and surgeons with training and
experience in oral surgery as well as diagnosis and preoperative planning.
2) The product must be used in clean area.
3) Inappropriate selection of patient and surgery can cause the implantation failure and loss o
flveolar bone.
4) This is a single-use product and should not be reused.
5) Risks re-using single-use medical device

* Re-use is not validated and it carries risks such as transmission of infectious diseases.

* It could be resulted in extensive malfunctions, including the defective connection, jammed

abutment, damage, and screw loosening.

* Reuse between patients is prohibited.
6) The manufacturer does not have any responsibility for the product re-sterilized by users.
7) The contaminated products must be discarded since it cause infection and surgery fail.
8) The manufacturer does not have any responsibility for problems using competitors’ product:
or improper instruments.
9) This product can be used in countries where the product was approved by their governmen
lor related agencies. Product availability may vary by country due to registration process.
[ If users use similar products that are not manufactured or sold by MegaGen, there may be
problem in quality and precision compatibility.

10) Small diameter implants and angled abutments are not recommended for the posterior region).
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el, and take out the transparent
terior box
P o the nole formed by criling with the depth gauge
fxtu

Use_the various indicators and gauge types to determine the hole's
conditon to determine whether the Tiole's difection of location s correct
as the operator plai

B B Dover part dounwardy diected of ransparent plastc
gontainer by ore_hand, Th hold ark on the label sticker
nother CChI o o Samy o Gpen T PIAste
t[:gnlam‘er AT s ut e eaied e
mpule iy pe;
4) The cap on the ampule is designed as a ‘Snap-on’ type, which can
be easily opened by one-hand and one touch. Clasp the ampule by
one hant and en pusn the 0 0 by he Thurmb 1o Separate he. cap
from the_ampuie
B hether the Tdure is fxed on a Holder {holder ype) or @
Titanium leveler (leveler type). For holder type, check te Mount is
Connetted v the: eture For aveler ype. hedk -ths Mount s not
connected with the fixture. In case the fixture is extemal type and not
gonnected wih the Mount, you shouid connect the Mount to'ihe fiture
ake out carefully the fiiure from the ampule by connecting
Handmece Connector to the fixture or Mount.

$)°B3aNREh wnper ampule (lono biock) and take out the inner ampule
Wity one hand holding e lower ampule (shorl bloc)
5) Thecap of e mer ambule & ned as a snap-on’ tpe that
R omened it e ouch: g the gmeule with one-hand
588 oS i amECy ot o 8BS, e i 8
ake siie that the fxture s a mount ype or oo rmunl type, and
icture_ wi t

{No-mount ype) Caretuly take out the fiiure from o ampule in the
vertial drecton aier nsert the cedicated handpiece connector o the
TRaIa) D . par o ina oA o

(ot el Tarehily Ghke ot e “ilurs. trom the ampule in the
Rorzontal drecfon affer sert the. dedicated handpiece ‘connector into

1° BEA0 e e near the ariled_site paying attention during
movement that the iiture dogs not separate from Handpiece Connector
§ does. not become contaminated by foreian
8 Rolure & mpianted o the” bane o plamad depth by tuming
(157-30mm a Handpiace clockvise wilh 45Nem of more tor
9) I the filure, s "ot completaly implanted into the bons
Rard bone densty. soparats Handpiece Connector fom the e e
tinkh implaning b Using & pelchet Wra
! Wienen, % Scommended 1o toraue under
BDN/cm 58 torate. ws over ON/em, there s & risk of suraical failure
fo excessive forque which may cause the structure deformation of
\’nswde o {iirs 28 Bove" damabs SUSh 55 bane Tacracis. pona bore
racturi
10) Aﬂer mplantation of the fixure, fish the opsration, by comnecin
the fixture with torque under 10Ncm by using Hand
tect the maide of Ixuia o e forocn bodies. A3d thon
St the' Suraical e
In the case of using Healing Abutment instead of Cover Screw, use
the,game oraue a5 sbove.
* Abnormal surgery_mef or complicated surgical techniques ~may
ncrona e TokCor sireisl e,
(3 Post-operative c:
11 After syrgery, the healing period depends on cach patient's diinical
condition (bone quality._bol anity, initial stabilty, loading_conition,
Gal conditon, aic.). Thersfors. e "carsiul “attenton ol paiont  and
cimiians close mspection on the progress are needed
healing period is reauifed i surounding bone is
oot e 15 bore By & Ghod i 15 mosks asing
eriod is required In case of cancelous bone condition. placing
nariower than' 3.5 diameier of impfant and” wider than 6 diameter” of
implant.
2) Guo advice (o the patint for recoanizing that excessive pressire
uch as masticalory force s not applid o the surgical site during the
heahng A AR
fime of csseoinleqralion & diferent devending on the ong
qualiy of ‘the put in gener, 6 montnsflor the LA
monlhs(ior manmbu\ar) are reayie
3) i 457 taking good care of the patient's orl
QS 1 010 508 eTCt.
4) Atach, the idenification tag containing the Lot number, which is
enclosed in " box, on the patient’s chart, x-ray film, etc. to
e R possioh B Tace 08 rotue
5) Belore operating the next stage of surgery. the clinician should check
the fixture's progress of Osseo-mlegranon by x-ray image or diagnosis

nchse ‘o1 mplant failre, I must be visted immediately for

treatmen
. Adver

()t could resuit, in_ implantation failre. lie fore loss. low It
stabilly. fxaton, failre, irftation and dam degradation of
masticaion unction by careless. Surdical practice. ARG thers s & ok of

s de to- Sovers fecton 1 Severe Cases.
) Complications such as malaise, flushing. itching, _pain,
bleeding. Inflammation. fever, infection, soft tissue  uicer, ieehng i
imiation. malocclusion, and "an open’ suture site may " resuit from
Tgiteqive sraical practice or poor patient overal healt

fromnerve damage In the facial aréa is usualy a
o orary Syl lom, but some cases are permanent

ntrain
GornaICaons, Should be observed when selecting patients. These
include. but are not limited to:

and inadequate bone quantity

8ad oral hyglens and pathological infection at the alveolar bone
Internal cseases  such hematodyscrasia and  diabetes, or

n%

ol tal and surgical operation pronjoited pafe
Peome wun aHergwes g Typeransiihiy ot hamur (G Ti Grade 4,
TT-GAT4V L) ‘ang. Cobalt chromium aloy
nb Handling
[t package nermenca\ry sealed and sterized with gamma radiation
should e st
Ezg The %6 cpered ost Dmor to surgery.
3) surﬂgma\ Sturants vaniea for:saloly a5 & madical device should

-nutit
A? A\cohohc Sug abuse. heaw smoking and a mental patient

{8 iSacked or damaged product shoud be not used and it canrot be
jelumed to the manufactrer of dtibutor

(5 When disposing devices, safely dispose of them in
Ccortiae Cahn1he Cloivant aothories aucte  reordng " the
disposal of medical devices.

(6) If serious " incident “occurs in relation to the device should
1eported o the manufacturer and he competent authoriy of the Member

fate in whic {5y and/or pationt o esiablc:

T e it Pat Fhot 53800 By RSN % vefective, reuest a
replacement from manufacture.
8. Caution

(1) Be fully aware of the instructions for use prior to using Megagen

Implant System.

g Do not use the product, if the valid date (sheH life) were expired
Do not Use the podct contaminated by mitake of the operating

0 %When opening the fxture, opan the outer wrapper vih the help of
an assistant. ampoule with the e packaged should be opensd

) Care shou\d be taken that product deformation and fracture can
easily occur if the prosthesis is manufactured without considering the
atient's tooth shape and load distribution, or if the fixture placement
angle and the prosthetic angle are d\"efeﬂ
(9)" Too high a density when using bone graft materials may result
delayed bone fusion due to poor blood supply.
(10) Patients aged 18 and over who have completed the growth of the
w bone (Partjal or COmD\QIQ edentate patient).
[Patient Notie]
Caution aﬂer the first procedure
- P\QGSQ bl a gauze about 1 hour for checking the

Bo0%k & required for swellng area,
© pain.

20 TS s oo Wising Josck for a day or  two,
AVoid_sioking and don't arink aiconor fora month.

Do not biush the area after the first operation,

diiniect hexamedin gargle

= Your o et all tmes
- Buush your Eeth, fierdenta tootbrush and floss
after eali
- AVold nard or chewy foods or chew a lt.

- Please visit regularly to check for abnormalities
— Please do scaling once every 6 to 12 months.
% Wamings ——————————————
(1) Dental surgery must only be performed by dentists and surgeons
wit raning and experienco noral surgery a5 well as iagnosis' and
reoperative plan

4 The product TSt be used fn clean and pleasant environment area.

nappropriate "selecton” of patient and- suirgery can cause  the
mplaniation ailre and loss of aeolar
{4 Ins is a single-use product and Shodld not be reused

Rwsks re-using single-use medical device

use is not validated and it carries fisks such as transmission of
m«ecmus diseases.
2) It could be resuited in extensive malfuncions. including the defective
Connection, Jammed abutment damage. and screw 00361NG
7 Falre o S5se0- isgraton may occur
manufaciurer does ot have ary’ responsibilly for e product

o e

The conlammaled roducts must. be discarded since 1 cause
infection and surgery fail
anstactorer oes not_nave any resporsibilly o probems

ising competitors” products ot improper nstruments.
(9) This product can ntries where the product was
approved by ey veent b TolHa By PIOWEL SvSiatiy

ly Vary by countn dle 1o regiration procass.
Bty sm\ar roducts "l are ol renulectured. or soid by
MegaGen, ther foblem quality and  precision
compatibi
(10) The Dental Implant has not been evaluated for ~safety
Cmpatiity o the MR mitsament 1t Rot not bear lesiad fof eating,
migration. or Image arfact n the Wi environment. The salety of Dental
Implant in the MR e ent is_unknown. Scanning a patient who has.
1S avice.oay resut It patant il

# Link o SSCP (The summary of safety and clinical performance)

Del
. Produkizusammentfassung
Jieses Produkt ist ein Zahn implantat, das aus remem T\Ian beslehl und
durch einen chirurgischen Eingriff durch den einer

ot (ntaaardronehen Char Chaeiormochan (berkaier B
nwurzel implantiert wird zur Wiedetherstelung einer_Kafunktion bei
teivoise oder_ vollstindig zahriosen Palienten. €5 oiot” verschiedene
108en Formen zur Implantation an der vorderen_oder hinteren
Siole l ersaneaicha Baiocan von Sanveniar €S wd
igenden Sitiationen Lnd mit den Kinischen Frotokollen verwende
O eRogertes. Laden
T auter und okklusaler

Belastung
Godere Implanate  (Durchmesser 6 mm oder mehr) sind fur den
Molarerbarelch voraseeha
2 Ve r\du
enla\med\z\msches Gerat, das Ober_ oder Untereferinochen
mplantiert wid, ) eothetiane Bode W Zahmsrotosan 2o sk
o Kaulinktion 6n tenwoge odbr vesiantky Sanpioser Patbnar
Wigerheteustolin
3. Gebrauchsanweisung und Verfahren
(D) Praoperave Pianun
greiche Behand\un% solten die  folgenden
esnangungsveriamen sorgfellg  dUrchgefthrt " werden,, n
Behandlungsplan ~ und Produkt  aus
RSP iy 2 medinicher SR 215 betiatia
1) Solte den ralen Status des Patienten annand der Rinischen Aralyse,
s_Rontgenfotos und der Modellanalyse tberprafer
& oo o Patonian im Falle

Ron
Perkusswonsreakmn berprafen.

vom Handstickanschiuss [st und nicht durch Fremdkorper verunreinigt

i
8) Durch Drehen (1530 /min) eines Handstucks im_ Unrzeigersinn mit
einem Drehmoment von 45 Nem oder mehr wird eine Fitur bis zur
geplanten Tiele n den nochen mplantert

i

Vomcmurvg aufgrund der’ harten Knochendichte —nicht
trennen  Sie  den

Soistinty OB ochen - implantiert -~ wird,
Coatbetanganiuse von bl Vorhing nd  bencn e §6
Implantation mit einem Ratschenschiissel,

0 hes BaSChaRSCRSSels wird ein Drenmoment unter
0 K armplonien. Wenn das Drehmoment toer 80 N/cm liegt oastent

8l
die Gerar oines chinrgichen Versaoen uigrind eines Goeimag

2u einer slruklureHen “erlonmung dor innensette der

4 Dies st oin Elnwegorodukt und solle richt widewerwendet werden. | uilizendo un cacciavite manudle, per proteagers Finkemo cellmpieno

rwendus el corp ecrane), auinds sutuars ¥ o chinaico

Wiedervemwandung B nieht vaidiert und bt Reken wie die guarigione ‘al posto della vite di
2

uberlragung  von nfekdions kankneien,

copernura uti mzzare B it e B i

todi chiru romall o tecniche. chitigiche complicate possono

umenlare ) nscmo di faimento chiruraic
erator

Versagen der Osseointegration kommen

o ehingico, il periodo d guarigione dipendedalle
Heé tbemimmt keine Verantwortung fir das vom Benutzer
o

Pinaien Produkte missen _entsorot

e und agen.
tbemimmt feine_Verantworting

do f guarigone minimo di 6 seltimans se osso

e und- teilweise

ochenbrichen Tahren

kan
10f Beanden Sle' nach 'ar Impeantation der Vorichtung die Operation,
indem s\e Te AbIBCRSChiauBe T ainem von weniger als

n der Vorrchtng befestioen, dor o ner e oebra ey

vorwengen, das_Imere ~ der _Vorrichtung vor  Fremdkbrpem  zu
schotzen, und "hahen-Sio gann ole Operationsstelle

Bei Verwendung des telle der D das

Slases. Produkt kann in "CANde verwendat waiden.

(9 n o 15 Sotimace B ebo A os0. SAoes,
AUkt vor_ deren Regwekrung oder verwendion” Behoiden zuge\assen impia X
urde. barke

dlejche Drehmomenl Wie oban awenden.
komplizierte O

e 8RB Bge EhaREhan MSSaES ShoRn
(3) Postoperative Betreuur

der Operstion hengt che Ehelzek vom kiischon Zuseend

1)’ Nacl
Patienfen —ab _ (Knochenqualitat, P e
Bz asand. Mosdscetnd uaws. Shker St o, Sorg Al s
Be’otaac:wlung Uos Forscnits duichden Patiomien und ‘den A
erforderlich,

Bl relcch umgabandom Knochan und auter Krachenaualiat ist aina

Eimhezelt, von_mindes 6 Wochen erforderlich, Bei

spon:
st oGinG Ehelzgt von pndesians 12 Wochen Srioraemich,

n
o s metat SoRTAGer B G e easer 68 Therintas
Drefer als § Durchmesser des Implarats platzirt wird

ie den Patienten darauf hin. dass er erkennt, dass wahrend

Weisen rau i erl
Gor' FiSmosorags | (Bsae nagBlioneonass kein dbeimatiger Druck
v =B, Kallcsit auf de Oreralionssiele ausost

von_der

i et der
Patiagton 8 3bar i AloSmenan r & Nove (er den Searkisiey

und 3 Monate (f0r den Unlerdefer) erfordtich,

3" Goben “Sie. dem Pailenten Rachiage. far _eine aue Plee der
Mundnaiene_des Patienten, um Nenenwwkungen 20 yormedo

4) Bringen Sie
S AL g DAk, T der Panemen kle dem Rz:mgenmm
usw. an, um die Ruckverfolgung des Produkis zu ermbal

& Vor Gen Einarifl n die. nachate Stufe, des. chingischen Exiarffs solte
der Kinker den Farschvitt dor Geseo-inteaetion der Vorthtung anhend

S o0y oner Dibnos

ines. Impiantanirsagens muss s sofort zur Behandiung

au’gesuchl pwerden
bei
(1) Es kénnle 2y gnem  Implatationsversagen _fahven, vio

inge gen
und o Verscmechlerung e aRion -~ diseh
Unvorsichige shmurache SIace. besteht in schweren Féllen ein

e e et nfokhon
(2)_ Komplkationen wie' Unwonisein, t Haulrélurvg‘ Juckreiz, Schmerzen.
i

Infektionen,

Waaigeschwrs. Bsizgeithy - FeRIbGe " und_ el offene NERRISHS
kénnen aus unaufmerksamer chirurischer Praxis oder einem schiechien
Allgemeinzustand des Patienten resultieren

3) thl” aufarund v

im Gesichtsbereich ist

0 BORS Banand oA avsrsicnond eriat
e e K manaoaehionis e Eatonten  hepiiien. um
O G S N T g A
Zueitel am_ Gesundretiszustang eines, baterten Bottehon,” spiten dip

seine Entscheidung bitter Vor- ind Nachiete. Jeder
Wethode hat,

gorma\erwewse ain' vortbargenendes. Sympiom, ‘aber amige. Falle. sind

jaueralt

(4) Wenn im Zusammenhang mit dem Produkt e schwerwiegender
Zuisehontal aufttt, solfe cer Hersteller tnd e zusténdige Benorde des

1 Anwender und/oder Patient niedergelassen ist,

inisch b
keine abrormalen Zusténde vorliegen. bevor die ‘Operation vorbereitet
i

4) “Uberpriifen Sie den Versiegelngszustand der Verpackung, die
VOlStaNgD dutch Gammmbesuamang. Stareien ist

el Merden
Kontraindikationen

Bei cer Patientenauswahl sind_ Kontraindikationen zu beachten. Dazu

noren, sind aber richt beschiark! ati
fedi

fase des Poclii¢ volstind versiegelt 81 ind din Sterisatonsstabis
ibehalt.

5) Uberprtifen Sie die Knochenform und ~qualitét sowie das Volumen vor
der Implantation durch Rénigenauinahmen und wahlen Sie die geeignete
FurarsBe und Efrsetzpositon aus

N K Mundhygiene und pathologische  Infektion  am
Aveolarknochen

(31 intoms "Riankneiten wie Hamatodyskrasie und Diabetes oder
Wangbsmehrung

(4) " Alkoholiker, D starker Raucher und  ein

6) 5Q . um  die 2u
uberprme

7) enden Sie, das Produkt nicht, wenn die Verpackung nicht
vousnanmg versiegelt oder zerrissen ist, und Oberprifen Sie nach dem
ckung aui jeden Fall e Anomalien wie' Fremckorper.

5

usw
mpfohlen, _je Mundzustand des Patienten eine

méghchsl oS o Banioges b 20 i

osterioren Bereich _empfienit der Herstalr die Wahl eines
\mamameieshg ingsdurchm mehr_als
Schmalerer maniatoelestioungsdurchmesser. gewahit wird, bestant dia
R e riarone Bt s Staken Kauait " dag
Bellanen oder abnormer Essgewohmholen
9) Uberpriifen Sie

(5) " Andere ~parodontale und chirurgische ~ Eingriffe sind  Patienten
untersagt

) Parsonen mit {liergien und (Jboremplindicrieit gegenuber Titan (CP
L rage 4, T-6AL~4Y ELI) und Kobalt-Chrom-Legierina.

nung & Handhabun

iandhabung
01y e mametiach vercissene und mit Gammastaning sterisierte

Vermackung solfe bel 15C 20T celagert verde

kd muss Unmitisoar vor der Operation geofinet erden
Esdeisoﬂlen medizintechnisch  gepriifte  chirurgische  Instrumente
en

(@ Unverpacite oder beschadigte Produide. solen nicht verwendst
eller

nicht den  Hers! oder  Vertreiber

i Groge,
Hersneuungsdanum {nd ' Verlalisgaium.  bevor Sie mit  der Operation

beai
{5 Anvendungen
Im Folgenden wird grob_erklart, wie Sie das Produkt verwenden und
bedenen. i ein detailertes Verfahven und e Werkmale Unserer
Zanimplantatsystemkomponenien.  die it den Prodliden ven

rden, beziehen Sie sich bitte auf den Katalog des enlsorechenden
Implantatsysters, herausgegeten von MegaGen Implant.Co.

1) "Bohren Sie in

werden.
{5) Wenn Sie solche Geréite entsorgen, entsorgen Sie sie sicher gemaB
den, Vorschrifen " der - zustandigen  Behorden  zur Entsorgung  von
Medizinprodukten

©) Wemn die richt vom Zahnarz! gedfinete Verpackung defek! ist

oo S bewrn Hersteller Ersatz a

7. Achtun
(i) Macnen s\e sich vor der Verwendung des Megagen Implant Systems

mi
an der geplanten
Sicle 2y plawieren. 2u Tosam: Zenpunkt solien die Umdrenungen pro

Minute s Bohrers entsprechend dem Zusfand des Knochens
ind der At der chinroscren nsinimente Snaedan werden. (Ungeahr
800 Ujmin) Sie den Bereich ausreicherid _mit

RochsatIBging, um sine” Richamerose Gunch Hiss i JormiTaam
Gowindebyer solten mit miedigerer Drehzahl oebofirt werden (ungefénr

2) Nachem Sie i geciantes Loch for eine Haltoruig gebopt haben,
festdtigen S’ die ALt der Haligung und die GroGe, i a
feschrcben” st und, nehmen Sie den- transparenten Kmetsicibehdiar
R Amea aus dat ADGoR erpackur
s Messen Sl di Tiefe dss"durch das Bofyen, entstanderen Lochs. mi
dem Tefermessgerst, Lm es an die Lange cer Haltering anzupassen.
e S o b danen Ind\kalcren nd Lenrentypen. um den
Zustand des Lochs zu bestimmen, um festzustellen, ob die Richtung
gar Posiion des Lochs korfokt s, wi vor Bemener geplant.
3) Greilen Sie den en  gerichieten  korvexen  Teil des
rchuagen KunsSiof beraters . Saer 1and. Haten St 68
Pleimarkieftng auf” dem Etikettenaliikigber. mit eier andefen and und
medzinisches Papier _langsar

Renststoftienatier 2u dffen. Nehmen S5 Ganach S versiegele Ampule
heraus.
[AmDuHenlyD]

Die Kappe aul der Ampulle st als ,Snap-on“-Typ konzipiert, der
Blch it et Elnd unc oot Bt oRarinar vatden et s
Sie die Ampulle mit einer Hand und dricken Sie dann die Kappe mit
dem Daumen nach oben. m die Kappe eizen von der Amplle zu

trenner
5) ubeTprmen Sie, ob die Vorrichtung auf einem Halter (Haltertyp) oder
anem Tianum - Nwemerer (Nvelierertyp)“befestgt ist, Uberprfen Sie'f0r
den_Haltertyp, ob ing Mt “der” Halletung verbunden: st
Broeviason sie”Sich et NNeH\ererlyD‘ dass g Haterung nicnt mi
der_Halterung verbunden ist. Fals ich ein extemes  Gerdt
Fonable e’ gl M et Haltelang veioundén. B, solen sie- g
Halterung mit der Halterung verbinden.

& Nehmen Sie - ie. Haterng vosichiio von der Ampulle ab, indem Sie
¢t Hendsiickanschluss it cer Halloung oder Hallerung verbinen:

Leqo

%2850 o obwo Ampulle (langer Block) und nehmen Sie dio

mere Ampille heraus. indem Sie miteiner Hand de untere. Ampulle

(kurzer Block) halter

5'Bie Kappe dar nheren Ampulle st als ,Snap-On"=Typ korzipiert, der

sich licht mit eier Serthing oinen Iasst. Greifen Sie die Ampulle mit

und s n Sie den Deckel mit hrem Daumen, um den

B0kl Soror 24 catlemen

§) Stelen Sie sicher. das bei der Hatetungum_einen
rierton_oder ‘micht moriierto _p delt, und_nehmen S die

(No-dount-Typ) Nehmen Sie die Hallerung Vorgihig. i vertikaer
chiung "aus der Ampulle heraus, nachdem Sie den  speziellen
in_den Cta-Tal des komschen
Anschiusses eingeftinrt haben.

(flferungsyp) Nehmen Sie' die Haterung vorsichtia fn horizontaler
Richtung ~aus der Ampulle heraus, nachdem speziellen

e neerivey i oy Seerieosiei SrosionTt hagern
7) Positonieren Sie die Halterung in der Nahe der geboniten Stalle und
™ 516 Wanrend der BaWeOunG Garau, dass. Sch dle Haterung. micht

en” Sie das Produkt nicht, wenn das Goltigkeitsdatum

mi
2) Verwends
Haubarkeu) abgelaufen st

fe kein Produki, das aus Versehen des Operateurs

Kontgmnen wrce
(4) Ofinen Sie beim Offnen der Vorrichtung die &uBere Verpackun

Hilfe eines Helfers. Die mit der Halterng verpackte Ampulle solite vom
Chiurgen- gesfinet nd ‘aLfdem chitrgischen- Insfment. angebracht

(5) Es solle darauf, geachiot werden. dass dio korischen Verbindungen

Jbermatioe. Kiafteinwirking beschadigt werden, venn

icht
vomcmurvg cingebetiel wi

csuneie SProdut oder die gedfinete  Verpaciun
schwierig, den  Sterilisationszustand

Sathealen. ERBoroRh e Sa Bich Wemn &8 MeH vemaniet
(75 Wenn das Pick-Up nicht richtig durchgefuhrt wird, muss darauf

achiet werden, dass die Vorriohtung: getrennt und” wahrend - des

(8T “Sarac smachi®t wardan.”dass Produkerbormungen und
Briche ~leicht  auftreten  kdnnen, wenn die Prothese ohne
Bericksichtigung der Zahnform und Laswerteiling des  Patienten
hergestellt wird oder wenn_ der Platzierungswinkel der Vorrichtung und der
protetische Winkel unterschiediich sin

T e aue! Yhohe " Dichte Verwendun
Knochenersatzmaterialien kann au!grund emer Shiechan B sorotag
74 siner verzogerten Knochentusion

(10) Patienten m des Kieferknochens.

) nten ab hstu
abgeschiossen haben taiwsse oder vousnanmg zahnlose Patienten).
[Panemenmnhllun

e B S L3l inen Verbandsmull, um die Blutung

= FGr den Schwellungsbereich it eine Kiiiackung erforderlich.

- Nehmen Sie Schmé wenn Sie Schim
= Bomagan St S et LAl Mebnen S

o
Essen Sie welche Speisen und vérmeiden S iriterende Sreisen for

ein_oder zwel
= Ei

e Honat 3G nicht rauchen nd keinen Alkofol tinken
reich nach der ersten Operation nicht borsten,  Hexamedin

desinfzieren, guigeln

Sie vorsichtig mit dem Behandlungsbereich um, bis die

andatige DRy Bohandung Bbaeschios e ot

Pllege nach der Endbehandiung

- Hallen Sie Ihren Mund i

! Sauber
Futeon Sie e Z8nne. Ierdentaibarste und Zahriseide rach dem

Essen.

= Vermeiden Sie harte oder zihe Speisen oder kauen Sie

m
T B el chan T RS sa ARl . ST ARG 2u pralen

Bite fGhven Sk alle 6 bis 12 Monate eine Skallerung dirch,

h Amaiiche Eingrife darfen nur von Zamarzten nd Chitrgen mit

usbildung und Erfahrung in  Oralchirurgie  sowie  Diagnostik - und

préoperatier Planung durohgelthr werden
B Produ< miss. n einer sauberen und angenehmen Umgebung
verwer erden.

ndet wer

(3) Eine_unangemessene Auswahl des Patienten und der Operation kann
2U einem Implantationsversagen und einem Verlust von Aleolarknochen
fahren.

(m) \Das Zahnimpantat wurde nicht i smnemeu nd Kompeilitat In | del cerpte, e generale ‘sono necessari 6 mesi
urde nicht a rmun 3 m mand
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S5 bie Tisammeniasoung 99 Siarerhan-und. Kinkahen
medic

" ettt deH Seaiaarapions Gelratiematia

Ui X
viene impiantato in una mandibola (Tosso mascellare inferiore) o in’un di

wmmedwalamenle per il tratiamento.

Sperezions chiurgica del denlte toretivare (8, lurzione masticalora o
Esi

B>

u
fallimento della_fissazione, iritazione e danni

2o porona Vien "Wizzato halle. Soubnt
situazioni e con i protocall clinici . Inoltre c'é il fischio di morte a causa di una grave
.

0.

quando si oftiene una buona stabilita primaria e con malessers, vampate di calore, prurly. dolore,

riato. sangui: mazione, _ febt ez d

Gli impianti piu arandi (diametro 6 mm o pit) sono dedicati alla regione Iessulw mom sensazione dl Ihaione, Traloe A
e 0sson praiica chirurgica disatienta o da
lUso previsto

Dispositvo_medico dentale, che viene impiantato nellosso mescellare

o ar e nelt aea foccicle & soltamente un
portare Un dispositivo_protesico come s

jato aialoii competome. delo’ Sito
POEEE sabilie utisatore 2ol hasionts.

ssers eseouie allentament - per
utazione.

Dovrabbe veriicare lo stato oralo del paziente attraverso la clinica. la
al odk emalodwscraswa e mabe:e o malnutiizione
mentale

&
Sersone co o ipersensibiia APme (P T Grage 4,
LohL 4V LI o s \ega gopallo-cro

i n Sazine, prima o proparars! per |intervento S entazone. meiCaente. sigilata e sterlizzata_con radezion | &
re esequi

mma deve essere consenvata a una temperatura compresa tra 15

iolaig |6 Condbion aperto appena prima  dell intervento
Completamente sterilzzata mediante. fraggamento- gamma
sia_completamente  sigilato e mantenga

9 ConlroHare Ja forma o la qualta dellosso, I volme atraverso | raggf

3 Geneagiato_non  Jeve essere utilzzato o
anto e solezonare la dmensione delatiezzatura e 1a

5 Utizzare le misurazion, \SO per vemmare Ja qualta delfosso

ot & Semicars e o Sromald Felh e esaras, one non Speita dal dentista & difetiosa, richiedere la

possible determinato dalle condizioni orall del
o posteriore, i produttore: consigla sceghere un dispositivo di
diame! di ceglie U lizzare 1l procotio se la data di validia (durate) ¢ scaduta

causa della forte forza masticatoria del paziente o dell | Operante
orm Quardo <i apre Iapparecchio, aprie Iimvolucio estermo con Ialuto di

urg
Samneggiate le connessioni coniche
SCaISA O una (o8 eCCesaa Guandh | BADAIGcCINo. 8 ICasealo
Ouamo segue smega anprossimatvamente come usare ¢ far furzirare confezione apefl sono " dannegglati
procedura_ det e se
Comparant odl nostt. sBiors [piattre: Gontal ulzsah canl
logo el refato” sstoma implantare mésso’ G viene esequito correttamente,
atenzione che IADRABCENIS 31 SOReraio  DaTelaNS Mel corbs. curante
abanars 1osso. aiveoiare per posizionare un cispositvo mpriare gce:
osiione peryicala con Yar &ument chiioc: A auest SeBssero_prestare attrgione_affinché
possano verlicarsifacimento se e piofesi vene
ente_di ente e la

ng B Sesisionamand et maro 3

Beve assere brat con i numaro di 5 Slevata duando i utizzano material da innesto

) isare tna husione. ossea Tibicaa a Causa delo 3carso
{10} Bazfonti-a sts pari o superiore a 18 anni che hanno compketato la
gescla delfosso mascalare (pezients ecentats parzide o complek)
e,

foro_formato _dalla_perforazione _con
profondita in modo che corrisponda  alla lunghezza del

* uumare | vart indicatori e tiof df calibro per determinare le_ condiziont o un imeacco freddo per larea gonfia
n foro &

foro per determinare
Correlta come panifca dalo
o e o a i o S, Bvia. i | AR ey oiomo o due.

plastica_rasparente. Quindi teni
siv:

a
Prre 1 Gontentore. dl plastica.  Successvamente, estar 18
e atterzione allzrea da attare fino al termine del trattamento

P Caoouend. el ampola ¢ progetiato come un (g0 ‘a sca||o4 che

e pul
I ceopuccio verso falt con i obiice | - Lavarsi 1 Genti."fo 300 nterdentale e 1 fio interdentale dopo
an

tna vela i Titanio_(ipo Tvelatore)
alf

e.
Fietatore; Veiicare “che P supporo [ a\\‘appareccmalura X gegute | fidimersionamento una voita ogni 6-12 mesi

o o La Shidrgia dentale devo essore eseauita solo da dentst e chiroh
ecchiatura  dall amaoua collegando erier si
gonnetiore gel Rentoals I aabaCENaRIa D o SupAoTE
000 essere utilzzato in un ambiente, pulto e aradev
Aonre Tampola superiore (blocco Inge) ed estrate fampola interna priata
cor

sol & un prodotto monouso e non deve essere fiutilizzato.

ere il coperchio con il police per fimuovere il o

convalidato e comporta rischi come la trasmissione

8 Assicirars) che apoarccchialua dia dol tio con montagglo o serza
0io ed estrare |apparecchiatura con Un connetiore per manipolo

), Puo vermcarsw A osteointegr:

senza monlegglo) Estramo con cautol fattezzara dallamaol in i
nettore del o non haAcuna Tesponsabiie Ber il prodotto fisteriizzato

e responsabilta per problemi nellutizzo o

a propri

puo essere ulmzz ato nel paesi in cui il prodotto
over agenzie

ecchiatura non
o6 o vanba contaminata da oD satiane
N o e S vinard Th bacs & Paase - daas e

azione.
8,0l enti ulizeno prodotd simil che nog sono febbricatl o vendul

ttotando (1530 gi/min) Un manipolo in- senso ofaito con uha Copia
. potrebbe esserci un problema di compatbita di qualita e

i i

5 Se fimplnto hon & compleiamente Implaniato nelfosso a, causa dolla

S

qumm terminare \‘\mp\anto Utlizzando una hiave Limpianto dentale non é stato valutato per
Quay hiav

I ue ma

one. Ggla. struttura aH‘mtemo Co1a turs edanni ossel come "R Sasients che ha aueso dRpoSivo puo

ferminare Toperazione collegandy la T o S58p M epiogo della sicurezza e dele prestazioni ciiniche)

o
Lopai et St o

Espaiiol
1. Resumen del Pa

producto

5 t0oBroaets et U Mdlante dental, aue esta hecho de tianio puro
86 implanta en Ia mandibula (el hueso ds la mendibuia mferor) o en el
hueso de la mandibula superior (el hueso superior) como raiz_del diente

evds de'la operacon. quitoica. Teaizada por o dentsta. para
[l & wroien mesicckoris. de packnies desdentedos percel, o
totalmy rios_tamarios y par far en_ el ‘sitio
T orive oara-atonteh. oASiones. e ‘perdiia eral.”Sa
utiiza en Ias siguientes situaciones y con I0s. protocolos clinicos:

- Caroa reliasada
- Carga inmediata cuando se logra una buena estabilidad primaria y
con carga ockisal adecuada

mplantes mas grandes (6 mm de dimetro o mas) estan

GRS tndae s abian SeTkr

bioposhivo médico dental, que se implanta en e hues a
Rl superts o et "hara"Soponer o ‘spativg Soich:
mo_una protesis dental. para restaurar la funcion mesticatoria de
acientes desdentados pargial o lotiment,
? Instrucciones de uso y Procedimiento
i) i cacon preopersions
Para un tratamiento exitoso, se deben realizar cuidadosamente los
siguientes procedimientos de  confirmacion para confirmar el plan de
{riamiento y la evaluacion. y también el prodico con el punto do vista
médico 5 odontoloaico
) Debe verificar el estado cre\ de\ paciente a traves del analisis clinico,
Stogriiico de redogratie ¥
Debe soliciar la demsm " pacienta en caso de varios. mébdos de
Fatarion, g oo proporcionar a explicacion sufidente de- las
enle‘esydesvene s, de cada método y programa de 1
e aThcal 51 nistora, madice e " BaGente. nara avaliar el
rado de Ja condicién de ‘salud de pacierte, Si'existe agtne duda
sobre el estado de salud de Un pacente, se deben realzar las dversas
pruebas Pk s ot minar T2 Ausenca de. cbnaciones. naTEes
antes de preparar la cirugia
4) Debe verficar el estado de sellado del empaque. aque esta
completamente esterlizado por radiacion gamma, para asegurarse de
ue el producto esté completamente sellado y mentenga el estado de

9 Compiuste a forma v la calidad del hueso, el volumen a traves do
ayoe X anies ce e Implniacion v seleccions 6l tamano de flacen ¥ a
SRi6n U8 haercin Aeausdos.
; Uiice las mediciones BQ para comprobar la calidad, del hus
No*Gebe Usar 8 prodiicto. 318 paauets. o' esta completamente
sellack o §i osta rolo, v tamiién debe VORicar amomayaads
cuerpos fos, menchas, poko diminuto, fecha de vencimiento, etc
el R A s
8% B cmienca Bty accesorio de mplante lo. més ancho posible
segiin lo determine |a concicion ora del
&0, o sito posteror el fabiicante recnmwenda elegir un diametro de
fachn oo 0 que 5 mm. Si se elige un diametro de
T ) o M Shoche, otk ol esas” db fractrs. gel
mpinte debicd 3 la fuerte Tuera masticatoria del paciente 0 a los

9) Verifique la informacion del producto como codigo de referencia,
talla, fecha de fabricacion y fecha de  vencimiento antes de iniciar la

(2 Bicaciones
ntinuacion se explica aproximadamente céomo usar y
Droduclo Para oblener urv orocedwmwenlo delaHado y las caracleﬂslwcas
de a de

mplantes _dentales
Ridon conter Droduclos st 8] cale\ogo del sistema do mplantes
eprespondinte emiicd por WegaGen mplan

o 6 R1cED Shebar ars Coloear ana Tiseion de_implante enla

Ubicacion. paniicada. con Vaiios Ieitumanton  Guiiraicos. £
momento. Ias fevoluciones por minuto (RPM) del taladio deben a‘uslarse
geaun la condicion del hueso v ios tipos de’ Instfumentos quirLplcos:
(Aproximadamente 100" om) Thiaua. o sufcients. - solucon

RO TREEIS para ouitar o Foctosit el fuese oy o1 calog. s Bl
|a5\adroS foscado debe perforarse con RPM més bajas (aproximadamente

2, Desputs de hacer un office adecuado para un disposilo, confime
ios tipos manio_descritos en la efiqueta, y saque la
e B el Nantnsrons Thauica b T Sais. suahar

+ Mida la_profundidad del orificio_formado al perforar con el calibre de
profundded para ale concida Con' i longitud cel ascesori

* Use los dversos indicadores y callores para doterminar i

5 paa dbterminar Sl Gracebn e Waeadin Bal oz

65 correcta segtin lo planeo el operador.

) Suete la parte Convexa dmgma hama abajo del recipiente de plastico
transparente_con Uego sostenga la marca de flecha en la
O o Lo O ey Some Bntarmants u oanel medcs
pera abi ol ecipiente de plésico. Después de eso. saaue la ampolla

wpo de_ampolia]
4) "% 8pa e fa ampola esta disefiada como un po Snap-ori, aue
se plede air iem\mente con Lna sola mano Y un solo togue. Suete la
ampolla_co y luego empuje la tapa hacia arriba con
BUIBGr para. separar 4 apa do s ampola a & e
5) Compruebe sl e\ msoosmvo este Nado en_un soporte (tipo soporte)
o (tipo " nivelador). Para el tipo de soporte,
Cotue i Separia Gits conectado con el _accesorbo. Para e 1ipo
de, Jvelador, verfiaue aue, el soporle o este conectado” con. e
Scabono % oo Ue ol el TsaonG 559 d& oo artemd y o estd
Gonactao con 6l Soports, dabe. conectar i Soportb al ISpoSING,
6) Extraiga con cuidado el accesorio de la_ampolla conectando el
gonector de i pleza de mano o accesoro o sopore.

tio
4) Abra la_ampolla_superior (bloque largo) y saque la_ampolla interior
gigtando con una mano la ampola nferor (moque coro)
5) La tapa de la ampola interna n fipo ‘a presion’
e Dm0 B Tl 2on un Solo sea Brhn & 2rale can
tna mano "y desiice a tapa con el o bara et e 98
inmed
6) Asegiiese de que el accesoro sea del tipo de montae o sin
moritale, Y exraiga o accesorio con Un conector de peza de mano
excl
(Tipo_sin montura) Retire con cuidado el accesorio de la_ampolla_en
dreccion verical despuiés de nserar el coneclor de a peza de mano
dedicada en la parte intema hexagonal/octava de la
TR0a Pl B agn. oo avaats o dsposivo. da. & ampoa en
dteocion Morsortal dspués. de rsonar e onector de la- peza o
mano_dedicada en la pieza de montaje

), Cooaue el accesoro cerca del sifo perforado_prestando atencion
durante o] movimiento a aue el accesoro o se separe del conector de

la pieza de mano y no se contamine Con CUEIPOS exirarios.
©) Se implanta un accesoro en el hueso & Ia profundidad planificada
girando. (1530 iom_Una pleza de meno en o sentido de as aguis

37 Telo con un par . torsion de. 45 Nem o s
9 5] el accssorio no esta completamente mplantado en ol hueso
debido a la dureza del hueso, separe el conector de la pieza de mano
del accesono ¥ oo te fine ds Impianialo Con una Iave de.tinauste
a llave de carraca, se fecomienda apretar menos de 80
Nem. Sl mraue s superor a'80 Niem, eists’ o resgo do falla
quirtrgica _debido forque excesivo' que puede causar la
Golormacion de a sstuctura g6l nterioy 081 aCeesco Y daRG. Bse
como necrosis dsea, fractura osea parcial
f0) Desaues. do 8 implantacion del accesorio, finalice la_operacion
conectando, el tonilo, de, cifte & accesorio con U ar de torsion
inferior a 10 Nem usando el destorniliador manual para proteger el
interor del accesorio de s cueros extanos ¥ liego bR i
uirirgic

"Gl Saso de uiilzar un pilar de cicatizacion en lugar de un tornilo
o clore, yllce el mismo toraue que el anieror
+ Los quittrgicos anofmales o las técicas  quirurgicas
Cotoiats pden umeriar of iesgo de facaso UGk,
(3) Cuidado poslo rator]
1) Cospués 'do 14 g, el periodo de cicatizacion depende de la
condicion clinica de cada paciente (calidad osea. cantidad _osea.
estabiidad_inicial, condicion_de_carga, condicion ofal, etc). Por lo
farto, se ecesiia Ia aiencion cudadoga del paciente § Ia-inspeccion
minuciosa del progreso por pate del m
i, GhBarrouE He araoh Moo de & semares o o hueso
mrcundame o5 abundante y a calidad del hueso o5 fuona. Se reduiere
de cicatiizacion minimo de emanas en caso de
Gondicion de hueso_esporoso, colocando W imoanes Sors in Bemet
inferior a 3.5 y un diametio_supert
D A A aplica una
presion excesva. como la_ferza mesticaloria, en el sitio_quirirgico
dugenis of pero jodo de_cicalrizacion (perfiodo de dstecintegracion
.8 liempo de osteoirieqracion os dierento deponiendo do s caliad
osea de\ pameme pero en general se requieren 6 meses (para el
aien). 3 meses (para el mandibuar)
Dar a_paciento para Cuidar bien Ia figiene bucal el
Bacionte ‘para st efocios Sectmdari
Fager a sliauta. da ientiicacion due_contine el namero de L
aus s adunts en a caja aderor en fa ficha do pacinte. Refcua’ s
elc. para que sea posible rastrear el produc



5) Antes de operar la siguiente etapa de la cirugla, el médico debe !patient, les différents tests cliniques doivent etre effectués pour gamma doit 8tre stocke a 15C-22C 1) Gaurti n osul aleolar pentru a plasa o fixare a implantului in locatia | osului maxilarului (pacient cu edentare partiala sau completa) (Tipo_sem montagem) Retire cuidadosamente o acessério da ampola na pilar encravado, danos e afrouxamento do parafuso.
verficar o progreso de a osteoinisgracion del accesorio medarieuna ; eterminer Fapsence de condifons anormales avant de se préparer & a | () Lo produt ot ire owen iusl aant fa chiurgle planificats cu diverse msruments chitrgicale. In acest moment, rotaile | [Aviz pentf pacient] dreca vertcal epos Inserf o coneclor, dedicads da. peca de méo N J) Pods ocorel faha na osseainiegrecto
n diagnostico, como Una reaccion @ la | chirurge. 3) Do Istuments chiumicaik. dont o sécue & eté vériié en tent| o minul (FPM) dle burahiui ieiuie aisieto In (urictie cb starea osul | - Atene s rima procedurs rte hexagonal / octa interna da conexao coni {6) O fabricante nao se responsabliza pelo produto reesterilzado pelos
e tion 4 Dovt | velfir retal detanchgite do lombalage. aui est| dle dsmositl médical dotvent Sire ulisds £ J0\bul de “sturaents. hurgicale, Uspromaty 800 —~ 1200m) | -, V& ugam & muscall un tfon aproximati 1 ors pent a verfica ffibo_ de, Tontager) Relie. cLidadasaments 0 acesserio, da_ampola na | usUaros.
6) En caso de falla del implante, debe ser visitado inmediatamente para | complétement stérilisé par _irradiation gssurer ue e | (4) Lo produt débally o endommagé e dot oas ete wilisé ot il ne | igall sufiient ol saina pe Sha ponit & preven! necroza oAUl | sAngerarea tega0 horzongal depois de Inseri o conector dedicado ca paca de | (7) 08, produtos contaminados devem ser descariados, pols causam
ratamiento. a3t Completement scellé ol este o Tetd de Stériaaton D . rotourme, . FpHAT s el cibnr Dl AU+ ‘BUGHI CL- robint rebuia. 54 115" Ghuit Cu. iurat mai | - Pachelul roce esto necesar pentry zona umfatd méo na peca de montagem. infecgao e faha na_cirurgia
PP UAES (5 Brme o1 s auaiks o2 oa e vajue bar detraphie | 15 Lo 48 I8 Tse ai-rdhct db cab Dsposiie. diminez s en toute | BCI (aoual 1o B0 b Ui analgezice dacs avel 7 Bosiclons. o acessorio pieximo ao local perfurado prestando atengdo | (8) O fabiicante 1o $6 fesponsabiliza por problemas com o uso de
{5) Fodra, Tesuiar en una falla do_implantacion. como pérdida osea, | avant | implantaton, et selectbmez fa talle o fHation et 1a Boaiion | sacurts aux des_autoriés 2) Dupa ce al, faout © galrd adecyata pertny un dspozity de fare, | - Nu Taceli exercii in exces, acel ale. durente o movimento, para aue o acessdrio 1 se separe do conecior | prodlos de Cancoriéncla ou instumenios merobi
baia estabiidad inicia falla de fiacion, fifacion 'y dafo a los nenios, | dinsertion approprises congermant la mise ay rebut des disposii medica Gonirnet purlo i imensitnea _descrise pe i - Mananca alimente moi i evita ali meme\e itente ponin, o 21 sau dous. | g peca de Ao o 0 sefa conleminad por corpos astianos (9) Este produto pode ser usado foi
degradacion de_la on “masicatoria’ por- una, practiea Quitioks §) Utz lss mesures 5Q pour verifr la qualié dun os (6) Si lemballage qui nest pas el Gomite est dblectuowk, | SHOPGIE S SCORIBl Tocinania B EstE GeraSrant TG o i EUa | = Eulen TeralT ol 2oR o) 250) B G5 & o 8) U acessorio ¢ implantado 350 ate a profunddade planejada | aprovado peld Tovemo od agdhcs reacionadas. A mspamnmdede
descuidaca. También emsne ol flsgo de murte dsbido a una infeccion | 7) N, pas, utiser e prodt si Femoaliage n'est pas complétament scollé | demandez unéemmacemem & Tabricant, exlamoaré‘ - i format . seaton o n Nu_ peraii zona  dupa. prima Soarale. Qe garoara cu grando (15=30rpm) uma Roh & e sentids Porare. comt Toraus Blodulo”pode Varir de acord com O pals davido 20 pro de
rave_en ou_dechiré, et doit egalement verifier les anomalies telles aue corps surdli adancimea gauril formate prin gaurie cu indicatorul de | hexames e 45Ncm ou
2) Ccmohcacwoges como  malestar gereral, envojecimiento. picazon, | étranger, tache, poussiére mnusclle. date. d expiration, etc. apres avor Ty Arertion £ o duti adancime pentru a se poliivi cu lungimea dispozitivului de_fxare i, Aente fa zona de tratament pana la terminarea tratamentului protetic | 9) Se "o SET3% no_estiver completamerte implantado no osso | < 83 95 usuarios usarem produtos similares que ndo s fabicados ou
dolor,”edema, sangrado, inflamacion. fiebre. infeccion, Glcera de  teiidos | ouvert I'emballage. () giooyes B ‘”ner‘";”“ CLaiient des instructions - duliisation avant} + Utiizali diferiyi indicatori §i fipuri de calibre pentru a determina starea devido & dersidade do_osso dro. separe o conector da peca de Ma0 | vendidos pela MegaGen. pode haver Um problema de compabiidade de
blandos. sensacion e iriacion. malodlusion v un Sio de sutura abiera |8) 11 est ecommana op, chalsir une fcation dmplant aussi large aue | (5" gagen Implar gauii penitu a defermina daca directia sau localia gaurii este corecta rifie dupa tratamentul final do_acessorio e, em seglida, termine de implantar Usando Uma chave | qualidade e precis:
puedondeberse 2 Una pracica quiiigica desatenta o & una M salud | possioke en Rncton e e iech en riare oy o D35 [Uliser, le produit si la date de validte (durée de: 3o cum'a planificat operatoru S ezl aura curata (ot tiy Catraca. 10 0 molan Denlemc ngo foi avaliady auanto, & sequanca o
cnoral ol pacionte. e Rostarieur,  fabiicant Totogmande e chost un Jametre do ganseivation) a sxpire. " 6 du chi 3 Piceq Danes Comexs, Incheptets n s a feciientului de olastic | - Soalstiva po Nt paius iartara si ata dentara gupa mesa # Ao usar uma chave de catraca, é recomendado um torque abaio de | compatibilidade ambiente  de Ele nfo fol tesiado  para
8578 ertmecimeno por dafo a los newios en el érea facial suele ser uaon et SLpBsct A i 1 L Srrmgire d6. AN oAt iy 28 Utliser e produit - contaming - parerreur du chilurgien | ransparent cu o mama, Apol ineli marcalll sageats de pe elicheta : - Evital alimantele Gl sau mesiecate-sau mestacal Ml BON/em."Se o toraye. ior superior a BON/cm, existe o fisco de falha TN, Tigracas Ou aefato o imagem no_amblente
plus etroil sst’ choisl, | exste un rsaue de fiacture do ipiant en | OB R o I du i Femball " autocolantd c & mana si scoateli incet o hartie_ medicala pentru a | - V& rugam sd vizitall regulat pentru a verifica dacd exista anomalil citirgica devido ue excessivo que pode causar a deformacgo da | seguranca do \mp\enle Seniie 1o et b BUCE. descorpecin. A
{9 Lors, de P A TR e e o r[jescmde remmemu\ e Hastic! o8 Bcsear ‘scomt ok Solat VAL g i facoll scaiarea o et a 6 pénd la 12 luni sstrtura & mlemor‘ i 8 Ganbs Saseos: Cama. reCions Gesea digitale 2ot d ciente que possui este dispositivo pode resultar
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® Abutments & Accessories for AnyOne Internal / Externalx
System

@ Abutments & Accessories for XPEED AnyRidge Internal System

@ Abutments & Accessories for EZ Plus Internal System+

@ Abutments & Accessories for Rescue Internal+
System*

@ Abutments & Accessories for ExFeel Internal+ / External System«

@ Abutments & Accessories for MiNi Internal System

@ Abutments & Accessories for ST Internal System

@ Abutments & Accessories for BLUEDIAMOND IMPLANT System

@ Abutments & Accessories for AnyOne OneStage System

[} for Intermezzo System+

I Exteral

@ Catalogue number

@ Serial number

@ Batch code

@ Date of manufacture

@ Accessories for Advanced Intermezzo System

(*) This modelis not available for sale in Canada because it is not
licensed by Health Canada.

English
1) Product Summary
To recover a patient’s masticatory function, it is necessary to have a
dental implant which is implanted into a patient’s alveolar bone as a root
of a tooth and abutment which is protruded through the gum in the oral
cavity. These products include various Implant Component Systems to

@ Use by date

@ Sterilized using irradiation

@ Do not re-use

@ Do not resterilize

@ Non-sterile

@ Caution, consult accompanying documents

@ Consult instructions for use

@ Temperature limitation

@ Do not use if package is damaged

offer a masticatory function and esthetic result very similar to natural tooth.
The prosthetic component intended for temporary placement, such as the
Temporary Abutment, Temporary Cylinder, Healing Cap has a maximum
intra—oral use of 180-days.
(2) Intended Use/ Indication for Use
Applicable prosthetic components (except for Abutment & Accessories for
MiNi Internal System and Accessories for Intermezzo System, Advanced
Intermezzo  System) are used to fabricate appropriate prosthetic
restorations that correspond to fixture implanted in the alveolar bone.
These products include various sizes and shapes to select according to
its intended use and its use.
Product lines are as follows:
= Products for healing or formation of soft tissue
= Products for fabricating of final prosthesis
= Products for fabricating of provisional prosthesis
= Products for impression taking
= Products for interconnection of prosthesis
% Abutments & Accessories for MiNi Intemal System
Applicable prosthetic components are used to fabricate appropriate
prosthetic restorations that correspond to fixture implanted in the alveolar
bone. These products include various sizes to select according to its
intended use.
= Products for healing or formation of soft tissue
= Products for fabricating of final prosthesis
= Products for fabricating of provisional prosthesis
= Products for impression taking

for & Advanced System
Applicable prosthetic components are used to fabricate appropriate

E@®~gPEb®®

@® Manufacturer

prosthetic r that c to fixture implanted in the alveolar
bone. The Fixture support the final prosthesis.
= Products for healing or formation of soft tissue

= Products for fabricating of provisional prosthesis

= Products for impression taking

(3) Pre—operative planning

For a successful treatment, the following confirmation procedures should
be performed carefully to confirm the treatment plan and evaluation, and
also the product with medical and dentistry’s point of view.

1) Should check out the patient's oral status through the clinical,
radiography photo, and model analysis.

2) Should ask the patient’s decision in case of various treatment methods,
after providing the sufficient explanation of the merit and demerit of each
method and treatment schedule

3) Should check a patient’s medical history to evaluate the status of
patient’s health condition. If there is any doubt about a patient’s health
condition, the various clinical tests should be performed to determine the
absence of abnormal conditions before preparing for the surgery.

4) should check the sealing condition of the packaging, which is
completely sterilized by gamma-irradiation, to ensure that the product is
completely sealed and remains the sterilization status.

5) Should not use the product if the package is not completely sealed or
that is torn, and also should certainly check the abnormalities such as
foreign body, stain, minute dust, expiared date, and etc. after opening the
package.

6) Check the product information such as reference code,
manufacturing date and expirtion date before starting the surgery.
7) Check for compatibility with the opponent component before oral
installation.

(4) Instruction for Use & Procedure

For a detailed procedure and the features of our dental implant system
components used with the products, please refer to the catalog of
relevant Implant System issued by MegaGen Implant Co., Ltd.

(5) Post-operative care

1) After surgery, the healing period depends on each patient’s clinical
condition (bone quality, bone quantity, initial stability, loading condition,
Oral condition, etc.). Therefore the careful attention of patient and
clinician's close inspection on the progress are needed.

2) Give advice to the patient for recognizing that excessive pressure such
as masticatory force is not applied to the surgical site during the healing
period (Osseo-integration period)

3) Give advice to the patient for taking good care of the patient's oral
hygiene to avoid side effects.

4) Attach the identification tag containing the Lot number, which is
enclosed in the exterior box, on the patient's chart, x-ray film, etc. to
make it possible to trace the product.

5) In case of implant failure, it must be visited immediately for treatment.
(6) Adverse Effects

1) It could result in implantation failure, like bone loss, low initial stability,
fixation failure, irritation and nerve damage, degradation of masticatory
function by careless surgical practice. Also there is a risk of death due to
severe infection in severe cases.

(2) Complications such as malaise, flushing, itching, pain, edema,
bleeding. Inflammation, fever, infection, soft tissue ulcer, feeling of
irritation, malocclusion, and an open suture site may result from
inattentive surgical practice or poor patient overall health.

3) Numbness from nerve damage in the facial area is usually a temporary
symptom, but some cases are permanent.

(7) Contraindications

Contraindications should be observed when selecting patients. These
include, but are not limited to:

1) Low bone quality and inadequate bone quantity

2) Bad oral hygiene and pathological infection at the alveolar bone.

3) Internal diseases such as hematodyscrasia and diabetes, or mal-
nutrition

4) Alcoholic, drug abuse, heavy smoking and a mental patient.

5) Other periodontal and surgical operation prohibited patient

size,

6) People with allergies and hypersensitivity for titanium (CP Ti Grade 4,
Ti-BAI-4V ELI) and cobalt chromium alloy.

(8) Preservation & Handling

1) Cover Screw and Healing Abutment are products sterilized by gamma-
irradiation.

2) Non-sterilized products should be sterilized with high pressure steam
sterilization for 15 minutes at temperatures 132°C(270°F) and wrapped
with 30minutes drying time before use. (Sterilizer Type : Gravity Type)

3) Use only FDA cleared sterilization accessories including wrap.

4) Products made of plastic may deform in process of high pressure
steam sterilization, therefore should not exceed 160 or pressure

0.45MPa.
5) After applying the investment, cool the investment slowly for
coagulation to avoid the deformation by the delicate shrinking or
expansion.

6) It should be used surgical instruments of relevant Implant system.

7) Melting temperature for gold materials: above 1481.5C

8) Burnout temperature for plastic materials: above 332°C

9) If the recommended tightening torques are not observed, risks such as
loosening, product deformation and fracture may occur. (refer catalog.)
10) Screws fractures may occur if retightened five or more times.

11) Give advice to the patient for taking good care of the patient's oral
hygiene to avoid side effects.

12) Unpacked or damaged product should be not used and it cannot be
retumed to the manuiacturer or distributor.

13) When disposing of such devices, safely dispose of them in
accordance with the relevant authorities' regulations regarding the
disposal of medical devices.

14) If serious incident occurs in relation to the device should be reported
to the manufacturer and the competent authority of the Member State in
which the user and/or patient is established.

15) If the package that is not opened by dentist is defective, request a
replacement from manufacture.

16) Sterilized products should be stored at 15C~22C condition, and
non-sterile products should be stored at 15C~30C condition.

© Caution /1

1) Be fully aware of the instructions for use prior to using Megagen
Implant System.

2) Do not use the product, if the valid date (shelf life) were expired.

3) Do not use the product contaminated by mistake of the operating
surgeon.

4) If the opened product or package is damaged, it is difficult to maintain
the sterilization state. Discard even if it is not used.

5) If the Pick Up is not done properly, care must be taken that the product
is separated and penetrated into the body during the procedure.

6) Care should be taken that product deformation and fracture can easily
occur if the prosthesis is manufactured without considering the patient's
tooth shape and load distribution, or if the fixture placement angle and the
prosthetic angle are different.

7) The product is a single-use product, therefore it should not be reused
and user not to reuse products between patients.

8) Patients aged 18 and over who have completed the growth of the jaw
bone (Partial or complete edentate patient)

[Patient Notice]

- Caution after the first procedure

- Please bite a gauze about 1 hour for checking the bleeding.

— Cold pack is required for swelling area.

- Take painkillers if you have pain.

- Do not exercise excessively, take a bath.

- Eat soft foods and avoid irritating foods for a day or two.

- Avoid smoking and don't drink alcohol for a month.

- Do not brush the area after the first operation,disinfect hexamedin
gargle.

Perncrpaiis MH » Pol

==Bescareful with the treatment area until the final prosthetic treatment
SpaBHATope.

wwwnevacert.ru | info@nevacert.ru

ends.
Care After Final Treatment
- Keep your mouth clean at all times.
- Brush your teeth, interdental toothbrush and floss after eating
~ Avoid hard or chewy foods or chew a lot.
- Please visit regularly to check for abnormalities.
- Please do scaling once every 6 to 12 months.
* W

Produkte zur Heilung oder Bildung von Weichgewebe

Produkte zur Herstellung der endgltigen Prothese

Produkte zur Herstellung provisorischer Prothesen

Produkte fur die Abdrucknahme

= Produkte zur Verbindung von Prothesen

# Abutments & Zubehor far MiNi Internal System

Anwendbare prothetische Komponenten werden verwendet, um geeignete

oS

(1) Dental surgery must only be performed by dentists and surgeons with
training and experience in oral surgery as well as diagnosis and
preoperative planning.

(2) The product must be used in clean area.

(3) Inappropriate selection of patient and surgery can cause the
implantation failure and loss of alveolar bone.

(4) This is a single-use product and should not be reused.

(5) Risks re-using single-use medical device

1) Re-use is not validated and it carries risks such as transmission of
infectious diseases.

2) It could be resulted in extensive malfunctions, including the defective
connection, jammed abutment, damage, and screw loosening.

3) Reuse between patients is prohibited

(6) The manufacturer does not have any responsibility for the product re—
sterilized by users.

(7) The contaminated products must be discarded since it cause infection
and surgery fail,

(8) The manufacturer does not have any responsibility for problems using
competitors” products or improper instruments.

(9) This product can be used in countries where the product was
approved by their government or related agencies. Product availability
may vary by country due to registration process

* If users use similar products that are not manufactured or sold by
MegaGen, there may be a problem in quality and precision compatibility.
(10) The Dental Implant has not been evaluated for safety and
compatibility in the MR environment. It has not been tested for heating,
migration, or image artifact in the MR environment. The safety of Dental
Implant in the MR environment is unknown. Scanning a patient who has
this device may result in patient injury

(11) Small diameter implants and angled abutments are not recommended
for the posterior region.

# Link to SSCP (The summary of safety and clinical performance)

Deutsch

(1) Produktzusammenfassung
Um die Kaufunktion eines Patienten wiederherzustellen, ist ein
Zahnimplantat erforderlich, das als Zahnwurzel und Pfeiler in den
Alveolarknochen eines Patienten implantiert wird und durch das
Zahnfleisch in die Mundhohle ragt. Diese Produkte umfassen
v ttensysteme, um eine Kaufunktion und
ein asthetisches Ergebnis zu bieten, die dem natlrlichen Zahn sehr
ghnlich sind.
Die prothetische Komponent die fir die pr Platzierung
vorgesehen ist, wie 2. B. das provisorische Abutment, der provisorische
Zylinder oder die Einheilkappe, darf maximal 180 Tage intraoral verwendet
werden.
(2) Verwendungszweck/Indikation zur Verwendung
Anwendbare prothetische Komponenten (auBer Abutment & Zubehdr fur
das interne MiNi-System und Zubehtr fir das Intermezzo-System, das
erweiterte  Intermezzo-System) werden verwendet, um  geeignete
prothetische Restaurationen herzustellen, die der in den Alveolarknochen

i entsprechen. Diese Produkte umfassen
verschiedene GroBen und Formen, die entsprechend ihrer beabsichtigten
Verwendung und ihrer Verwendung auszuwéhlen sind.
Produktlinien sind wie folgt:

prothetische ten herzustellen, die der in den Alveolarknochen
B ntspr Diese Produkte umfassen

verschiedene GroBen, die je nach Verwendungszweck ausgewahit werden

konnen.

= Produkte zur Heilung oder Bildung von Weichgewebe

= Produkte zur Herstellung der endgiiltigen Prothese

= Produkte zur Herstellung provisorischer Prothesen

= Produkte far die Abdrucknahme

# Zubehor fur Intermezzo—- und erweitertes Intermezzo-System

Anwendbare prothetische Komponenten werden verwendet, um geeignete

prothetische Restaurationen herzustellen, die der in den Alveolarknochen

implantierten Befestigung entsprechen. Die Vorrichtung unterstutzt die

endgltige Prothese

= Produkte zur Heilung oder Bildung von Weichgewebe

= Produkte zur Herstellung provisorischer Prothesen

= Produkte fur die Abdrucknahme

(3) Praoperative Planung

Fur  eine  erfolgreiche ~ Behandlung  sollten  die  folgenden

Bestatigungsverfahren  sorgfaltig  durchgefthrt ~werden, um  den

Behandlungsplan und die Bewertung sowie das Produkt aus medizinischer

und zahnmedizinischer Sicht zu bestatigen

1) Sollte den oralen Status des Patienten anhand der Kiinischen Analyse,

des Rontgenfotos und der Modellanalyse tberprifen.

2) Sollte den Patienten im Falle verschiedener Behandlungsmethoden um

seine Entscheidung bitten, nachdem er die Vor- und Nachteile jeder

Methode und jedes Behandlungsplans ausreichend erklért hat

3) Sollte die Krankengeschichte eines Patienten Uberprufen, um den

Status des Gesundheitszustands des Patienten zu beurteilen. Wenn

Zweifel am Gesundheitszustand eines Patienten bestehen, sollten die

verschiedenen Klinischen Tests durchgefihrt werden, um festzustellen, ob

keine abnormalen Zusténde vorliegen, bevor die Operation vorbereitet wird.

4) Uberprifen Sie den Versiegelungszustand der Verpackung, die

vollstandig durch Gammabestrahlung sterilisiert ist, um sicherzustellen,

dass das Produkt vollstandig versiegelt ist und den Sterilisationsstatus

beibehalt.

5) Verwenden Sie das Produkt nicht, wenn die Verpackung nicht

vollstandig versiegelt oder zerrissen ist, und GOberprifen Sie nach dem

wie z. B. Kaukraft auf die Operationsstelle ausgelibt wird.

3) Geben Sie dem Patienten Ratschiage fir eine gute Pflege der
Mundhygiene des Patienten, um Nebenwirkungen zu vermeiden.

4) Bringen Sie das Identifizierungsetikett mit der Chargennummer, das der
AuBenverpackung beiliegt, auf der Patientenakte, dem Rontgenfilm usw. an,
um die Ruckverfolgung des Produkts zu ermdglichen.

5) Im Falle eines Implantatversagens muss es sofort zur Behandlung
aufgesucht werden

(6) Nebenwirkungen

1) Es konnte zu einem fithren, wie Knocl s
geringe  Anfangsstabilitat, Fixationsversagen, Reizungen  und
Nervenschaden, Verschlechterung der Kaufunktion durch unvorsichtige
chirurgische Praxis. Auch besteht in schweren Féllen ein Todesrisiko durch
eine schwere Infektion.

(2) Komplikationen wie Unwohlisein, Hautrotung, Juckreiz, Schmerzen,

Odeme, Blutungen, 1. Fieber, Infektionen, e,
Reizgefuhl, ~ Fehlbiss und eine offene Nahtstelle konnen —aus
unaufmerksamer  chirurgischer ~ Praxis  oder  einem  schlechten

Allgemeinzustand des Patienten resultieren.

3) Taubheitsgefihl aufgrund von Nervenschaden im Gesichtsbereich ist
normalerweise ein voriibergehendes Symptom, aber einige Falle sind
dauerhaft.

(7) Kontraindikationen

Bei der Patientenauswahl sind Kontraindikationen zu beachten.
gehoren, sind aber nicht beschrankt auf:

1) Niedrige Knochenqualitat und unzureichende Knochenmenge

2) Schlechte Mundhygiene und pathologische Infektion am Alveolarknochen.
3) Innere Erkrankungen wie Hamatodyskiasie und Diabetes oder
Fehlernahrung

4) Alkoholiker, Drogenmissbrauch, starkes Rauchen und ein Geisteskranker.
5) Andere parodontale und chirurgische Eingriffe sind fir den Patienten
verboten

6) Personen mit Allergien und Uberempfindlichkeit gegentber Titan (CP Ti
Grad 4, Ti=6AI-4V ELI) und Kobalt-Chrom-Legierung.

(8) Konservierung & Handhabung
Deckschraube und  Gir
sterilisierte Produkte.

2) Nicht sterilisierte Produkte sollten mit Hochdruck-Dampfsterilisation fiir
15 Minuten bei Temperaturen von 132C (270°F) sterilisiert und mit einer
Trocknungszeit von 30 Minuten vor Gebrauch verpackt werden
(Sterilisatortyp: Schwerkrafttyp)

3) Verwenden Sie nur von der FDA zugelassenes Sterilisationszubehor,
einschlieBlich Folie.

Dazu

sind  durch ng

Offnen der Verpackung auf jeden Fall die lien wie f
Flecken, Staub, Verfallsdatum usw.
6) Uberprafen Sie die Produktinformationen wie Referenzcode. GroBe,

Herstellungsdatum und  Ablaufdatum, bevor Sie mit der Operation
beginnen.

7) Vor der oralen auf K mit der e

prafen.

(4) Gebrauchsanweisung und Verfahren

Fur ein detailiertes Verfahren und die Merkmale unserer

Zahnimplantatsystemkomponenten, die mit den Produkten verwendet
werden, beziehen Sie sich bitte auf den Katalog des entsprechenden
Implantatsystems, herausgegeben von MegaGen Implant Co., Ltd.

(5) Postoperative Betreuung

1) Nach der Operation héngt die Einheilzeit vom Klinischen Zustand des
Patienten ab (Knoch K itat,  Ar
Belastungszustand, Mundzustand usw.). Daher ist eine sorgféltige
Beobachtung des Fortschritts durch den Patienten und den Arzt
erforderlich.

2) Weisen Sie den Patienten darauf hin, dass er erkennt, dass wahrend
der (O Ini kein U Druck

grationsph:

4) Produkte aus Kunststoff konnen sich bei der Hochdruck-
Dampfsterilisation verformen und sollten daher 160°C oder einen Druck von
0.45 MPa nicht Uberschreiten.

5) Nach dem Auftragen der die zur K

langsam abkihlen, um Verformungen durch empfindliche Schrumpfung
oder Ausdehnung zu vermeiden
6]

Es solten chirurgische Instrumente des  entsprechenden
Implantatsystems verwendet werden.
7) Schmelztemperatur fur Goldmaterialien: Uber 1481,5T
8) far Kur 1 liber 332°C

9) Bei Nichtbeachtung der empfohlenen Anzugsdrehmomente konnen
Risiken wie Lockerung, Produktverformung und Bruch auftreten. (siehe
Katalog.)

10) Schraubenbriiche konnen auftreten, wenn sie fiinfmal oder ofter
nachgezogen werden

11) Geben Sie dem Patienten Ratschlage fur eine gute Pflege der
Mundhygiene des Patienten, um Nebenwirkungen zu vermeiden

12) Unverpackte oder beschadigte Produkte sollten nicht verwendet werden
und kénnen nicht an den Hersteller oder Handler zurGckgeschickt werden
13) Wenn Sie solche Gerate entsorgen, entsorgen Sie sie sicher gemaB
den Vorschriften der zustdndigen Behdrden zur Entsorgung von


ZENBOOK
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Medizinprodukten.
14) Wenn im Zusammenhang mit dem Produkt ein schwerwiegender Vorfall

2) Dies kann zu umfangreichen Fehlfunktionen fuhren, einschliieBlich
fehlerhafter Verbindung, verklemmtem Abutment, Beschadigung und
chral

auftritt, solite der Hersteller und die zustandige Behorde des

in dem der Benutzer und/oder Patient niedergelassen ist, gemeldet werden.
15) Wenn die nicht vom Zahnarzt gedffnete Verpackung defekt ist, fordern
Sie beim Hersteller Ersatz an.

16) Sterilisierte Produkte soliten bei 15C~22T und nicht sterile Produkte
bei 15C~30T gelagert werden.

(9) Achtung

1) Machen Sie sich vor der Verwendung des Megagen Implant Systems mit
der Gebrauchsanweisung vertraut.
2) Verwenden Sie das Produkt
(Haltbarkeit) abgelaufen ist.

3) Verwenden Sie kein Produkt,
kontaminiert wurde.

4) Wenn das gedffnete Produkt oder die Verpackung beschadiat ist, ist es
schwierig, den Sterilisationszustand aufrechtzuerhalten. Entsorgen Sie es,
auch wenn es nicht verwendet wird.

5) Wenn das Pick Up nicht richtig durchgefiinrt wird, muss darauf geachtet
werden, dass das Produkt wahrend des Verfahrens getrennt und in den
Korper eingedrungen ist.

6) Es solte darauf geachtet werden, dass Produktverformungen und
Briche leicht auftreten konnen, wenn die Prothese hergestellt wird, ohne
die Zahnform und Lastverteilung des Patienten zu berlicksichtigen, oder
wenn der Platzierungswinkel der Vorrichtung und der prothetische Winkel
unterschiedlich sind.

7) Das Produkt ist ein Einwegprodukt, daher sollte es nicht
wiederverwendet werden und der Benutzer darf Produkte nicht zwischen
Patienten wiederverwenden.

8) Patienten ab 18 Jahren, die das Wachstum des en:

nicht, wenn das Giltigkeitsdatum

das aus Versehen des Operateurs

ung.
3) Die Wiederverwendung zwischen Patienten ist verboten.

(6) Der Hersteller tbernimmt keine Verantwortung fiir das vom Benutzer
resterilisierte Produkt.

(7) Die kontaminierten Produkte missen entsorgt werden,
Infektionen verursachen und Operationen versagen.
(8) Der Hersteller Gbemimmt keine Verantwortung
Konkurrenzprodukten oder ungeeigneten Instrumenten.
(9) Dieses Produkt kann in Landern verwendet werden, in denen das
Produkt von deren Regierung oder verwandten Behorden zugelassen
wurde. Die Produktverfugbarkeit kann aufgrund des
Registrierungsprozesses von Land zu Land variieren.

* Wenn Benutzer &hnliche Produkte verwenden, die nicht von MegaGen
hergestellt oder verkauft werden, kann es zu Qualitits— und
Prazisionskompatibilitatsproblemen kommen.

(10) Das Zahnimplantat wurde nicht auf Sicherheit und Kompatibilitat in
der MR-Umgebung bewertet. Es wurde nicht auf Erwarmung, Migration
oder Bildartefakte in der MR-Umgebung getestet. Die Sicherheit von
Zahnimplantaten in der MR-Umgebung ist unbekannt. Das Scannen eines
Patienten mit diesem Gerat kann zu Verletzungen des Patienten fuhren.

da sie

fur Probleme mit

alveolare. Il Fixture sostiene la protesi definitiva.

= Prodotti per la guarigione o la formazione dei tessuti molli

= Prodotti per la realizzazione di protesi provvisorie

= Prodotti per la presa delle impronte

(3) Pianificazione preoperatoria

Per un trattamento di successo, le seguenti procedure di conferma

devono essere eseguite attentamente per confermare il piano di

trattamento e la valutazione, e anche il prodotto dal punto di vista medico

& odontoiatrico.

1) Dovrebbe verificare lo stato orale del paziente attraverso la clinica, la

foto radiografica e I'analisi del modello.

2) Deve chiedere la decisione del paziente in caso di modalita

terapeutiche diverse, dopo aver fornito la sufficiente spiegazione del

merito e demerito di ciascuna modalita e schema di trattamento.

3) Dovrebbe controllare la storia medica di un paziente per valutare lo

stato delle condizioni di salute del paziente. In caso di dubbi sulle

condizioni di salute di un paziente, prima di prepararsi per l'intervento

chirurgico devono essere eseguiti i vari test clinici per determinare

I'assenza di condizioni anormali.

4) Controllare le condizioni di sigillatura della confezione, che &
te ata mediante to gamma, per garantire

che il prodotto sia completamente sigillato e mantenga lo stato di

(11) Implantate mit kleinem Durchmesser und abgewinkel utment
werden far den Seitenzahnbereich nicht empfohlen.
# Link zu SSCP (Die Zusammenfassung der Sicherheit und Klinischen

Leistung)

[taliano

(1) Riepilogo prodotto

uperare

abgeschlossen haben (teilweise oder vollstandig zahnlose Patienten)
[Patientenmitteilung]

Vorsicht nach dem ersten Verfahren
- Bitte beiBen Sie ca. 1 Stunde auf einen Verbandsmull, um die Blutung zu
kontrollieren.
- Fir den eich ist eine Ku erforderlich.
- Nehmen Sie Schmerzmittel ein, wenn Sie Schmerzen haben.
- Bewegen Sie sich nicht tbermaBig, nehmen Sie ein Bad
- Essen Sie weiche Speisen und vermeiden Sie irritierende Speisen fur ein
oder zwei Tage.
— Einen Monat lang nicht rauchen und keinen Alkohol trinken.
— Bereich nach der ersten Operation nicht bursten,
desinfizieren, gurgeln.
— Gehen Sie vorsichtig mit dem Behandlungsbereich um, bis die endgtiltige
prothetische Behandlung abgeschlossen ist.

Pflege nach der Endbehandlung
- Halten Sie Ihren Mund immer sauber.
- Putzen Sie Ihre Zahne, Interdentalbirste und Zahnseide nach dem Essen.
- Vermeiden Sie harte oder zahe Speisen oder kauen Sie viel.
- Bitte besuchen Sie uns regelmaBig, um auf Anomalien zu priifen.
- Bitte fuhren Sie alle 6 bis 12 Monate eine Skalierung durch,
»

Hexamedin

(1) Zahnérztliche Eingriffe durfen nur von Zahnarzten und Chirurgen mit
Ausbildung und Erfahrung in  Oralchirurgie sowie Diagnostik und
praoperativer Planung durchgefuhrt werden.

(2) Das Produkt muss in einem sauberen Bereich verwendet werden.

(3) Eine unangemessene Auswahl des Patienten und des Eingriffs kann zu
einem Implantationsversagen und einem Verlust von Alveolarknochen
fuhren.

(4) Dies ist ein Einwegprodukt und sollte nicht wiederverwendet werden.

(6) Risiken bei der Wiederverwendung von Einweg-Medizinprodukten

1) Die Wiederverwendung ist nicht validiert und birgt Risiken wie die
Ubertragung von Infektionskrankheiten.

Per r la funzione di un paziente, & necessario avere
un impianto dentale che viene impiantato nell'osso alveolare del paziente
come radice di un dente e un moncone che sporge attraverso la gengiva
nel cavo orale. Questi prodotti includono vari sistemi di componenti
implantari per offrire una funzione masticatoria e un risultato estetico
molto simile al dente naturale.
La componente protesica destinata al posizionamento provvisorio, come il
moncone prowvisorio, il cilindro prowvisorio, la cappetta di guarigione ha
un utilizzo intracrale massimo di 180 giorni.
(2) Uso previsto/Indicazione per I'uso
| componenti protesici applicabili (ad eccezione dell'abutment e degli
accessori per il sistema interno MiNi e degli accessori per il sistema
Intermezzo, il sistema Advanced Intermezzo) vengono utilizzati per
realizzare restauri protesici appropriati che corrispondono  allimpianto
impiantato nell'osso alveolare. Questi prodotti comprendono varie
i i e forme da i in base alla inazione d'uso e al suo

utilizzo.

Le linee di prodotti sono le seguenti:

= Prodotti per la guarigione o la formazione dei tessuti molli

= Prodotti per la realizzazione di protesi definitiva

= Prodotti per la realizzazione di protesi provvisorie

= Prodotti per la presa delle impronte

= Prodotti per I'interconnessione di protesi

# Monconi e accessori per il sistema interno MiNi

| componenti protesici applicabili vengono utilizzati per realizzare restauri
protesici appropriati che corrispondono all'impianto impiantato nell'osso
alveolare. Questi prodotti includono varie dimensioni da selezionare in
base alla destinazione d'uso.

= Prodotti per la guarigione o la formazione dei tessuti molli

= Prodotti per la realizzazione di protesi definitiva

= Prodotti per la realizzazione di protesi provvisorie

= Prodotti per la presa delle impronte

# Accessori per Intermezzo e Advanced Intermezzo System

| componenti protesici applicabili vengono utilizzati per realizzare restauri
protesici appropriati che corrispondono all'impianto impiantato nell'osso

5) Non utilizzare il prodotto se la confezione non & completamente
sigillata o strappata, e verificare inoltre le anomalie quali corpo estraneo,
macchia, polvere minuscola, data di scadenza, ecc. dopo I'apertura della
confezione.

6) Verificare le informazioni sul prodotto come codice di riferimento, taglia,
data di produzione e data di scadenza prima di iniziare l'intervento
chirurgico.

7) Verificare la compatibilita con il
dell'installazione orale.

(4) Istruzioni per |'uso e procedura

Per una procedura dettagliata e le caratteristiche dei componenti del
nostro sistema implantare dentale utilizzati con i prodotti, fare riferimento
al catalogo del relativo sistema implantare emesso da MegaGen Implant
Co., Ltd.

(5) Assistenza post-operatoria

1) Dopo lintervento chirurgico, il periodo di guarigione dipende dalle
condizioni cliniche di ciascun paziente (qualita ossea, quantita ossea,
stabilita iniziale, condizione di carico, condizione orale, ecc.). Pertanto ¢
necessaria l'attenta attenzione del paziente e l'attenta ispezione del
medico sui progressi.

2) Dare consiglio al paziente per riconoscere che una pressione eccessiva
come la forza masticatoria non viene applicata al sito chirurgico durante il
periodo di guarigione (periodo di osteointegrazione)

3) Consigliare al paziente di prendersi cura dell'igiene orale del paziente
per evitare effetti collaterali.

4) Applicare il cartellino identificativo contenente il numero di Lotto, che &
racchiuso nella scatola esterna, sulla cartella del paziente, sulla pellicola
radiografica, ecc. per consentire la tracciabilita del prodotto.

5) In caso di falimento del'impianto, deve essere
immediatamente per il trattamento.

(6) Effetti negativi

) Potrebbe causare un fallimento dell'impianto, come perdita ossea,
bassa stabilita iniziale, falimento della fissazione, irritazione e danni ai
nervi, degrado della funzione masticatoria a causa di una pratica
chirurgica negligente. Inoltre c'¢ il rischio di morte a causa di una grave
infezione nei casi pit gravi.

(2) Complicazioni come malessere, vampate di calore, prurito, dolore,
edema, sanguinamento, inflammazione, febbre, infezione, ulcera dei
tessuti molli, sensazione di irritazione, malocclusione e un sito di sutura
aperto possono derivare da una pratica chirurgica disattenta o da una
cattiva salute generale del paziente .3) L'intorpidimento da danno ai nervi

componente avwversario prima

visitato
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nell'area facciale & solitamente un sintomo temporaneo, ma alcuni casi
sono permanenti.

(7) Controindicazioni

Le controindicazioni devono essere osservate nella selezione dei pazienti.
Questi includono, ma non sono limitati a:

1) Bassa qualita ossea e quantita ossea inadeguata

2) Cattiva igiene orale e infezione patologica dell'osso alveolare.

7) 1l prodotto & un prodotto monouso, pertanto non deve essere
riutilizzato e I'utente non deve riutilizzare i prodotti tra i pazienti.
8) Pazienti di eta pari o superiore a 18 anni che hanno completato la
crescita dell'osso mascellare (paziente edentato parziale o completo)
[Awiso per il paziente]

Attenzione dopo la prima procedura
- Si prega di mordere una garza per circa 1 ora per controllare I'emorragia.

=

Alcolisti, abuso di droghe, forte fumo e un paziente mentale.

5) Paziente vietato altri interventi parodontali e chirurgici

6) Persone con allergie e ipersensibilita al titanio (CP Ti Grade 4, Ti-6AI-
4V ELI) e alla lega cobalto-cromo.

(8) Conservazione e trattamento

1) La vite di copertura e il moncone di guarigione sono prodotti sterilizzati
mediante iraggiamento gamma.

2) | prodotti non sterilizzati devono essere sterilizzati con sterilizzazione a
vapore ad alta pressione per 15 minuti a temperature di 132 T (270 °F) e
avvolti con un tempo di asciugatura di 30 minuti prima dell'uso. (Tipo di
sterilizzatore: tipo a gravita)

3) Utilizzare solo accessori per la sterilizzazione approvati dalla FDA,
incluso l'involucro.

4) | prodotti in plastica possono deformarsi durante il processo di
sterilizzazione a vapore ad alta pressione, pertanto non devono superare i
160 C o la pressione di 0,45 MPa.

)

3) Malattie interne come e diabete, o malnutrizion
)
)

-€ o un impacco freddo per I'area gonfia.

- Prendi antidolorifici se hai dolore.

- Non esercitare eccessivamente, fare un bagno.

— Mangia cibi morbidi ed evita cibi irritanti per un giomo o due.
- Evita di fumare e non bere alcolici per un mese.

un implante dental que se implanta en el hueso alveolar de un paciente
como la raiz de un diente y un pilar que sobresale a través de la encfa en
la cavidad oral. Estos productos incluyen varios sistemas de
componentes de implantes para ofrecer una funcion masticatoria y un
resultado estético muy similar al diente natural.

El componente protésico destinado a colocacion temporal, como el Pilar
Temporal, el Cilindro Temporal, el Cicatrizador, tiene un uso intraoral
méximo de 180 dias.

(2) Uso previsto/ Indicacion de uso

Los componentes protésicos aplicables (excepto el pilar y los accesorios
para el sistema intemno MiNi y los accesorios para el sistema Intermezzo,
el sistema Intermezzo avanzado) se utilizan para fabricar las

- Non spazzolare |'area dopo la prima disinfettare i gargarismi
con esamedina.
- Prestare atenzione allarea da trattare fino al termine del trattamento
protesico finale.
Cura dopo il trattamento finale
- Tieni la bocca sempre pulita.
- Lavarsi i denti, lo spazzolino interdentale e il filo interdentale dopo aver
mangiato.
- Evita cibi duri 0 gommosi o mastica molto.
- Si prega di visitare regolarmente per verificare la presenza di anomalie.
- Eseguire il ridimensionamento una volta ogni 6-12 mesi.
»

tauraciones protesicas que C a la fiacion
implantada en el hueso alveolar. Estos productos incluyen varios tamafios
y formas para seleccionar de acuerdo a su uso previsto y su uso.

Las lineas de productos son las siguientes:

= Productos para la cicatrizacion o formacion de tejidos blandos

= Productos para la fabricacion de protesis definitiva

= Productos para la fabricacion de protesis provisionales

= Productos para la toma de impresiones

= Productos para interconexion de protesis

3# Pilares y accesorios para el sistema interno MiNi

Los componentes protésicos aplicables se utilizan para fabricar

5) Dopo I e del r 3 lentamente il
rivestimento per la coagulazione per evitare la deformazione dovuta al
delicato ritiro o alla dilatazione.

6) Dovrebbero essere utilizzati strumenti chirurgici del relativo sistema
implantare.

7) Temperatura di fusione per i materiali d'oro: superiore a 1481,5 C

8) Temperatura di burnout per le materie plastiche: superiore a 332 C

9) Se non vengono rispettate le coppie di serraggio consigliate, possono
verificarsi rischi quali allentamento, deformazione del prodotto e
frattura.(fare riferimento al catalogo.)

10) Se riavvitate cinque o pill volte, possono verificarsi fratture delle viti.
11) Dare consigli al paziente per prendersi cura delligiene orale del
paziente per evitare effetti collaterali.

12) Il prodotto disimballato o danneggiato non deve essere utilizzato e
non pud essere restituito al produttore o distributore.

13) Per lo smaltimento di tali dispositivi, smaltirli in sicurezza in conformita
con le normative delle autorita competenti in materia di smaltimento dei
dispositivi medici.

14) Se si verifica un incidente grave in relazione al dispositivo deve essere
segnalato al fabbricante e all'autorita competente dello Stato membro in
cui ¢ stabilito I'utente e/o il paziente.

15) Se la confezione non aperta dal dentista ¢ difettosa, richiedere la
sostituzione al produttore.

16) | prodotti sterilizzati devono essere conservati a 15 C ~22 C e i
prodotti non sterili devono essere conservatia 15 ¢ ~ 30 C.

(9) Attenzione

1) Essere pienamente consapevoli delle istruzioni per I'uso prima di
utilizzare il sistema implantare Megagen.

2) Non utilizzare il prodotto, se la data di validita (shelf life) & scaduta.

3) Non utilizzare il prodotto contaminato per errore del chirurgo operante.
4) Se il prodotto o la confezione aperti sono danneggiati, & difficile
mantenere lo stato di sterilizzazione. Scartare anche se non viene
utilizzato.

5) Se il Pick Up non viene eseguito correttamente, prestare attenzione che
il prodotto si separi e penetri nel corpo durante la procedura.

6) E necessario prestare attenzione affinché la deformazione e la frattura
del prodotto possano verificarsi facilmente se la protesi viene fabbricata
senza considerare la forma del dente del paziente e la distribuzione del
carico, o se I'angolo di posizionamento dell'impianto e I'angolo della
protesi sono diversi.
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(1) La chirurgia dentale deve essere eseguita solo da dentisti e chirurghi
con formazione ed esperienza in chirurgia orale, diagnosi e pianificazione
preoperatoria.

(2) Il prodotto deve essere utilizzato in un'area pulita.

(3) La selezione inappropriata del paziente e lintervento chirurgico
possono causare il fallimento dell'impianto e la perdita dell'osso alveolare.
(4) Questo ¢ un prodotto monouso e non deve essere riutilizzato

(5) Rischi il riutilizzo del dispositivo medico monouso

1) Il riutilizzo non & convalidato e comporta rischi come la trasmissione di
malattie infettive

2) Potrebbero verificarsi gravi malfunzionamenti, inclusi
difettosa, moncone bloccato, danni e allentamento della vite.
3) £ vietato il riutilizzo tra pazienti.

(6) Il produttore non ha alcuna r

connessione

per il prodotto r

(4) Instrucciones de uso y procedimiento

Para obtener un procedimiento detallado y las caracteristicas de los
componentes de nuestro sistema de implantes dentales que se utilizan con
los productos, consulte el catalogo del sistema de implantes
correspondiente emitido por MegaGen Implant Co., Ltd.

(5) Cuidado postoperatorio

1) Después de la cirugia, el periodo de cicatrizacion depende de la
condicion clinica de cada paciente (calidad oOsea, cantidad osea,
estabilidad inicial, condicion de carga, condicion oral, etc.). Por lo tanto,
se necesita la atencion cuidadosa del paciente y la inspeccion minuciosa
del progreso por parte del médico.

2) Dar consejos al paciente para que reconozca que no se aplica una
presion excesiva, como la fuerza masticatoria, en el sitio quirdrgico
durante el periodo de cicatrizacion (periodo de osteointegracion)

3) Dar consejos al paciente para cuidar bien la higiene bucal del paciente
para evitar efectos secundarios.

4) Pegar la etiqueta de identificacion que contiene el numero de Lote, que
se adjunta en la caja exterior, en la ficha del paciente, pelicula de rayos x,
etc. para que sea posible rastrear el producto.

5) En caso de falla del implante, debe ser visitado inmediatamente para
tratamiento.

(6) Efectos adversos

1) Podria resultar en una falla de implantacion, como pérdida osea, baja

1es protésicas apropiadas que correspondan al

implantado en el hueso alveolar. Estos productos incluyen varios tamafos
para seleccionar de acuerdo a su uso previsto.

= Productos para la cicatrizacion o formacion de tejidos blandos

= Productos para la fabricacion de protesis definitiva

= Productos para la fabricacion de protesis provisionales

= Productos para la toma de impresiones

# Accesorios para Intermezzo y Sistema Intermezzo Avanzado

Los componentes protésicos aplicables se utilizan para fabricar

inicial, falla de fijacion, iritacion y dafo a los nervios,
degradacion de la funcion masticatoria por una préactica quirdrgica
descuidada. También existe el riesgo de muerte debido a una infeccion
grave en casos graves.

(2) Complicaciones como malestar general, enrojecimiento, picazén, dolor,
edema, sangrado, inflamacion, fiebre, infeccion, ulcera de tejidos blandos,
sensacion de irritacion, maloclusion y un sitio de sutura abierto pueden
deberse a una practica quirdrgica desatenta o a una mala salud general del
paciente. .

restauraciones protésicas apropiadas que correspondan al

implantado en el hueso alveolar. El accesorio soporta la protesis final.

= Productos para la cicatrizacion o formacion de tejidos blandos

= Productos para la fabricacion de protesis provisionales

= Productos para la toma de impresiones

(3) Planificacion preoperatoria

Para un i exitoso, se deben realizar cuidadosamente los

dagli utilizzatori.

(7) 1 prodotti contaminati devono essere eliminati poiché provocano
infezioni e I'intervento chirurgico fallisce.

(8) Il produttore non ha alcuna responsabilita per problemi nell'utilizzo di
prodotti della concorrenza o strumenti impropri

(9) Questo prodotto puo essere utilizzato nei paesi in cui il prodotto &
stato approvato dal loro governo o da agenzie collegate. La disponibilita
del prodotto pud variare in base al Paese a causa del processo di
registrazione.

* Se gli utenti utilizzano prodotti simili che non sono fabbricati o venduti
da MegaGen, potrebbe esserci un problema di compatibilita di qualita e
precisione.

(10) Limpianto dentale non & stato valutato per la sicurezza e la
compatibilita nell'ambiente RM. Non & stato testato per riscaldamento,
migrazione o artefatti dellimmagine nel'ambiente RM. La sicurezza
dell'impianto  dentale nell'ambiente della risonanza magnetica &
sconosciuta. La scansione di un paziente che ha questo dispositivo pud
causare lesioni al paziente.

(11) Gli impianti di piccolo diametro e gli abutment angolati non sono
consigliati per la regione posteriore.

# Link a SSCP (I riepilogo della sicurezza e delle prestazioni cliniche)

Espafiol
(1) Resumen del producto
Para recuperar la funcion masticatoria de un paciente, es necesario tener

siguientes procedimientos de confirmaciéon para confirmar el plan de
tratamiento y la evaluacion, y también el producto con el punto de vista
médico y odontologico.

1) Debe verificar el estado oral del paciente a través del analisis clinico,
fotogréfico de radiografia y modelo.

2) Debe solicitar la decision del paciente en caso de varios métodos de
tratamiento, después de proporcionar la explicacion suficiente de las
ventajas y desventajas de cada método y programa de tratamiento.

3) Debe verificar el historial médico de un paciente para evaluar el estado
de la condicion de salud del paciente. Si existe alguna duda sobre el
estado de salud de un paciente, se deben realizar las diversas pruebas
clinicas para determinar la ausencia de condiciones anormales antes de
preparar la cirugia.

4) Debe verificar el estado de sellado del empaque, que esta
completamente esterilizado por radiacion gamma, para asegurarse de que
el producto esté completamente sellado y mantenga el estado de
esterilizacion.

5) No debe usar el producto si el paquete no esta completamente sellado
o si esta roto, y también debe verificar anormalidades como cuerpos
extrafios, manchas, polvo diminuto, fecha de caducidad, etc. después de
abrir el paquete.

6) Verifique la informacion del producto como codigo de referencia, talla,
fecha de fabricacion y fecha de vencimiento antes de iniciar la cirugia.

7) Compruebe la compatibilidad con el componente oponente antes de la
instalacion oral.

3) El entt por dafio a los nervios en el area facial suele ser un
sintoma temporal, pero algunos casos son permanentes.

(7) Contraindicaciones

Se deben observar las contraindicaciones al seleccionar a los pacientes
Estos incluyen, pero no se limitan a:

1) Baja calidad osea y cantidad inadecuada de hueso

2) Mala higiene bucal e infeccion patologica a nivel del hueso alveolar.

3) Enfermedades internas como hematodiscrasia y diabetes, o
desnutricion

4) Alcoholico, drogadicto, fumador empedernido y enfermo mental.

5) Otra operacion periodontal y quirirgica paciente prohibido

8) Personas con alergias e hipersensibilidad al titanio (CP Ti Grado 4, Ti-
BAI-4V ELI) y aleacion de cromo cobalto.

(8) Conservacién y manejo

1) El tornillo de cierre y el pilar de cicatrizacion son productos esterilizados
por radiacion gamma,

2) Los productos no esterilizados deben esterilizarse con vapor de alta
presion durante 15 minutos a temperaturas de 132 C (270 °F) y envolverse
con 30 minutos de tiempo de secado antes de su uso. (Tipo de
esterilizador: Tipo de gravedad)

3) Utilice unicamente accesorios de esterilizacion aprobados por la FDA,
incluido el envoltorio.

4) Los productos hechos de plastico pueden deformarse en el proceso de
esterilizacion por vapor a alta presion, por lo tanto, no deben exceder los
160 T o la presion de 0,45 MPa,

5) Después de aplicar el i enfrie el

para que coagule y evite la deformacion por la delicada contraccion o
expansion.

6) Se deben utilizar instrumentos quirtrgicos del sistema de implante
correspondiente.

7) Temperatura de fusion para materiales de oro: por encima de 1481,5 T

8) Temperatura de quemado para materiales plasticos: por encima de




33T
9) Si no se respetan los pares de apriete recomendados, pueden ocurrir
riesgos tales como aflojamiento, deformacion del producto y fractura
(consulte el catéalogo).
10) Pueden producirse fracturas de los tornillos si se vuelven a apretar
cinco o més veces.
11) Dar consejos al paciente para el buen cuidado de la higiene bucal del
paciente para evitar efectos secundarios.
12) El producto desempacado o dafiado no debe usarse y no puede
devolverse al fabricante o distribuidor.
13) Cuando se deshaga de tales dispositivos, deséchelos de manera
segura de acuerdo con las regulaciones de las autoridades pertinentes con
respecto a la eliminacion de dispositivos médicos
14) Si se produce un incidente grave en relacion con el dispositivo, se
debe informar al fabricante y a la autoridad competente del Estado
miembro en el que esté establecido el usuario y/o el paciente.
15) Si el paquete que no fue abierto por el dentista esta defectuoso,
solicite un reemplazo a la fabrica.
16) Los productos esterilizados deben almacenarse a 15 C ~ 22 T, y los
productos no estériles deben almacenarse a 15 C ~ 30 C.
(9) Precaucion
1) Sea plenaments
Megagen Implant System.
2) No utilice el producto si la fecha de validez (vida til) ha expirado.
3) No utilice el producto contaminado por error del cirujano operador.
4) Si el producto o paquete abierto esta dafiado, es dificil mantener el
estado de esterilizacion. Desechar aunque no se utilice.
5) Si el Pick Up no se realiza correctamente, se debe tener cuidado de que
el producto se separe y penetre en el cuerpo durante el procedimiento.
6) Se debe tener cuidado de que la deformacion del producto y la fractura
puedan ocurrir facilmente si la protesis se fabrica sin tener en cuenta la
forma del diente del paciente y la distribucion de la carga, o si el angulo
de colocacion del accesorio y el angulo de la protesis son diferentes.
7) El producto es un producto de un solo uso, por lo tanto, no debe
reutilizarse y el usuario no debe reutilizar productos entre pacientes
8) Pacientes de 18 afios en adelante que hayan completado el crecimiento
del hueso de la mandibula (Paciente edentado parcial o completamente)
[Aviso al paciente]

Precaucion después del primer procedimiento
- Muerda una gasa alrededor de 1 hora para controlar el sangrado.
- Se requiere compresa fria para el area hinchada.
- Tome analgésicos si tiene dolor.
- No hagas ejercicio en exceso, date un bafio.
- Coma alimentos blandos y evite los alimentos irritantes durante uno o
dos dias.
- Evite fumar y no beber alcohol durante un mes
- No cepillar la zona después de la primera operacion,
gargaras con hexamedina.
- Tener cuidado con la zona a tratar hasta que finalice el tratamiento
protésico definitivo.

Cuidados Después del Tratamiento Final
- Mantenga su boca limpia en todo momento.
- Cepillarse los dientes, cepillarse los dientes interdentaimente y usar hilo
dental después de comer.
- Evitar alimentos duros o masticables o masticar mucho.
- Visite periodicamente para comprobar si hay anomalias.
- Realice el escalado una vez cada 6 a 12 meses.
*

de las instrucciones de uso antes de utilizar

desinfectar

La cirugia dental solo debe ser realizada por dentistas y cirujanos con
asi como diagnostico y

m
formacion y experiencia en cirugia oral,
planificacion preoperatoria.

(2) €l producto debe usarse en un area limpia.
(3) La seleccion inadecuada del paciente y la cirugia pueden provocar el

fracaso de la implantacion y la perdida de hueso alveolar.

(4) Este es un producto de un solo uso y no debe reutilizarse.

(6) Riesgos de reutilizacion de dispositivos médicos de un solo uso

1) La reutilizacion no esté validada y conlleva riesgos como la transmision
de enfermedades infecciosas.

2) Podria resultar en fallas extensas, incluyendo conexion defectuosa,
pilar atascado, dafos y aflojamiento de tornillos.

3) Prohibida la reutilizacion entre pacientes

(6) El fabricante no tiene ninguna responsabilidad por el producto
reesterilizado por los usuarios.

(7) Los productos contaminados deben desecharse ya que causan
infeccion y falla la cirugfa.

(8) El fabricante no tiene ninguna responsabilidad por problemas al usar

protetice adecvate care corespund fixarii implantate fn osul alveolar.
Dispozitivul sustine proteza finala.

= Produse pentru vindecarea sau formarea tesuturilor moi

= Produse pentru fabricarea protezei provizorii

= Produse pentru amprentare

(3) Planificarea preoperatorie

Pentru un tratament de succes, urmatoarele proceduri de confirmare
trebuie efectuate cu atentie pentru a confirma planul de tratament si
evaluarea, precum si produsul din punct de vedere medical si stomatologic.|
1) Ar trebui sa verifice starea orald a pacientului prin intermediul analizei
clinice, a fotografillor radiografice si a modelului.

2) Ar trebui sa ceara decizia pacientului In cazul diferitelor metode de
tratament, dupa fumnizarea unei explicatii suficiente a meritului i

productos de la 0 instrumentos
(9) Este producto se puede utilizar en paises donde el producto fue
aprobado por su gobierno o agencias relacionadas. La disponibilidad del
producto puede variar segtn el pais debido al proceso de registro.

* Si los usuarios usan productos similares que no son fabricados o
vendidos por MegaGen, puede haber un problema de compatibilidad de
calidad y precision.

(10) No se ha evaluado la seguridad y compatibilidad del implante dental
en el entorno de RM. No ha sido probado para calentamiento, migracion
o artefactos de imagen en el entorno de RM. Se desconoce la seguridad
del implante dental en el entomo de RM. Escanear a un paciente que
tiene este dispositivo puede resultar en lesiones al paciente.

(11) Los implantes de diametro pequefio y los pilares angulados no se
recomiendan para la region posterior.

3# Enlace a SSCP (El resumen de seguridad y rendimiento clinico)

Roméana

(1) Rezumatul produsului

Pentru a recupera functia masticatorie a pacientului, este necesar sa aveti
un implant dentar care este implantat in osul alveolar al pacientului ca
radacina a unui dinte si un bont care iese prin gingie In cavitatea bucala.
Aceste produse includ diverse sisteme de componente ale implantului
pentru a oferi o functie masticatorie si un rezultat estetic foarte
asemanator cu dintele natural.

Componenta protetica destinata plasarii temporare, cum ar fi bontul
temporar, cilindru temporar, capacul de vindecare are o utilizare intra—
orala maxima de 180 de zile.

(2) Utilizare prevazuta/Indicatie de utilizare

Componentele protetice aplicabile (cu exceptia Bontului si Accesoriilor

demeritului fiecarei metode si program de tratament.

3) Ar trebui s& verifice istoricul medical al pacientului pentru a evalua
starea starii de sanatate a pacientului. Daca exista vreo indoiala cu privire
la starea de sanatate a pacientului, trebuie efectuate diferite teste clinice
pentru a determina absenta conditiilor anormale Tnainte de a se pregati
pentru interventie chirurgicala.

4) Ar trebui sa verifice starea de etansare a ambalajului, care este complet
sterilizat prin iradiere gamma, pentru a se asigura c& produsul este
complet sigilat si raméane In starea de sterilizare.

5) Nu ar trebui sa utilizasi produsul dacd pachetul nu este complet sigilat
sau care este rupt si, de asemenea, ar trebui sa verificati cu siguranta
anomaliile cum ar fi corpul stréin, pata, praful minut, data expirarii si etc.
dupa deschiderea pachetului.

6) Verificati informatille despre produs, cum ar fi codul de referinta,
dimensiunea, data de fabricatie si data de expirare fnainte de a incepe
operatia.

7) Verificaii compatibilitatea cu componenta adversara
instalarea orala.

(4) Instructiuni de utilizare si procedura

Pentru o procedura detaliata si caracteristicile componentelor sistemului
nostru de implant dentar utilizate cu produsele, va rugadm sa consultati
catalogul de sisteme de implant relevante emis de MegaGen Implant Co.,

nainte  de

s
=%

(5) Ingrilire postoperatorie

1) Dupa operatie, pericada de vindecare depinde de starea clinica a
fiecarui pacient (calitatea osului, cantitatea de os, stabilitatea initiala,
starea de Incarcare, starea bucald etc.). Prin urmare, este necesard o
atentie atentd a pacientului si a clinicianului asupra progresului.

2) Acordati sfaturi pacientului pentru a recunoaste ca presiunea excesiva,

pentru Sistemul Intern MiNi i Accesoriile pentru Sistemul
Sistemul Intermezzo Avansat) sunt utilizate pentru a fabrica restaurari
protetice adecvate care corespund fixarii implantate in osul alveolar.
Aceste produse includ diferite dimensiuni si forme pentru a fi selectate n
functie de utilizarea prevazuta si de utilizare.

Liniile de produse sunt dupa cum urmeaza:

= Produse pentru vindecarea sau formarea tesuturilor moi

= Produse pentru fabricarea protezei finale

= Produse pentru fabricarea protezei provizorii

= Produse pentru amprentare

= Produse pentru interconectarea protezelor

# Bonturi si accesorii pentru sistemul intern MiNi

Componentele protetice aplicabile sunt utilizate pentru a fabrica restaurari
protetice adecvate care corespund fixarii implantate in osul alveolar.
Aceste produse includ diferite dimensiuni pentru a le selecta in functie de
destinatia.

» Produse pentru vindecarea sau formarea tesuturilor moi

= Produse pentru fabricarea protezei finale

= Produse pentru fabricarea protezei provizorii

= Produse pentru amprentare

# Accesorii pentru Intermezzo si Sistemul Intermezzo Avansat
Componentele protetice aplicabile sunt utilizate pentru a fabrica restaurari

cum ar fi forta . nu este aplicata la locul chirurgical In timpul
perioadei de vindecare (perioada de osteo-integrare).

3) Acordaii sfaturi pacientului pentru a avea grijd de igiena bucala a
pacientului pentru a evita efectele secundare.

4) Atasati eficheta de identificare care contine numarul lotului, care este
inclusa In cutia exterioara, pe fisa pacientului, film cu raze X, etc. pentru a
face posibila urmérirea produsului.

5) In cazul esecului implantului, acesta trebuie vizitat imediat pentru
tratament.

(6) Efecte adverse

1) Poate duce la esec de implantare, cum ar fi pierderea osoasa,
stabilitate initiala scazutd, esec de fixare, iritatie si lezarea nervilor,
degradarea functiei masticatorii prin practica chirurgicald neglijenta. De
asemenea, exista riscul de deces din cauza infectiei severe In cazurile
severe.

(2) Complicatii precum starea de rau, inrosirea fetei, mancarimea, durerea,|
edemul, sangerarea, inflamatia, febra, infectia, ulcerul tesuturilor moi,
senzatia de iritatie, malocluzia si un loc de sutura deschis pot rezulta din
practica chirurgicald neatentd sau din starea de sdndtate generala a
pacientului. .

3) Amorteala de la afectarea nervilor in zona fetei este de obicei un
simptom temporar, dar unele cazuri sunt permanente.

(7) Contraindicatii
Contraindicatiile trebuie respectate la selectarea pacientilor. Acestea
includ, dar nu se limiteaza la:
1) Calitatea osoasa scazuta si cantitatea inadecvata a osului
2) Igiena bucala proasta si infectie patologica la nivelul osului alveolar
3) Boli interne, cum ar fi hematodiscrazia si diabetul, sau malnutritia
4) Alcool, abuz de droguri, fumat intens si pacient psihic.
) Alte operatii parodontale si chirurgicale interzise pacientului
) Persoane cu alergii si hipersensibilitate la titan (CP Ti Grad 4, Ti-6AI-4V
LI) i ali
(8) Conservare si manipulare
1) Cover Screw si Healing Abutment sunt produse sterilizate prin iradiere
gamma.
2) Produsele nesterilizate trebuie sterilizate cu sterilizare cu abur de inalta
presiune timp de 15 minute la temperaturi de 132 C (270 °F) si ambalate
cu un timp de uscare de 30 de minute inainte de utilizare. (Tip sterilizator:
tip gravitational)
3) Folositi numai accesorii de sterilizare aprobate de FDA, inclusiv folie.
4) Produsele din plastic se pot deforma in procesul de sterilizare cu abur
de fnalta presiune, prin urmare nu trebuie s& depaseasca 160C sau
presiunea 0,45MPa.
5) Dupa aplicarea investitiel, se raceste lent investitia pentru coagulare
pentru a evita deformarea prin contractia sau dilatarea delicata.
6) Trebuie utilizate instrumente chirurgicale ale sistemului de implant
relevant.
7) Temperatura de topire a materialelor de aur: peste 1481,5 C
8) Temperatura de ardere a materialelor plastice: peste 332C
9) Daca nu sunt respectate cuplurile de strangere

5]
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[Aviz pentru pacient]
Atentie dupa prima procedura
- Va rugam sa muscati un tifon aproximativ 1 ora pentru a verifica
sangerarea.
- Pachetul rece este necesar pentru zona umflaté.
- Luati analgezice daca aveti dureri.
— Nu faceti exerciii in exces, faceti o baie.
- Mananca alimente moi si evita alimentele iritante pentru o zi sau doua.
- Evitati fumatul si nu consumati alcool timp de o luna.
= Nu periati zona dupa prima operatie, dezinfectati gargara cu hexamedin
— Atentie la zona de tratament pana la terminarea tratamentului protetic
final.
Ingrijire dupd tratamentul final
- Pastreaza-ti gura curata tot timpul.
- Spalati-va pe dinti, periuta interdentara si ata dentara dupa masa.
- Evitati alimentele tari sau mestecate sau mestecati mult.
- Va rugam s vizitati regulat pentru a verifica daca exista anomalii
- V& rugam sa faceti scalarea o data la 6 pana la 12 luni.

*  Avertizél

(1) Chirurgia stomatologica trebuie efectuata numai de stomatologi si
chirurgi cu pregatire si experientd in chirurgia bucala, precum si diagnostic
sl planificare preoperatorie.

(2) Produsul trebuie utilizat in zona curata.

(3) Selectia necorespunzatoare a pacientului si interventia chirurgicala pot
cauza esecul implantarii si pierderea osului alveolar.

(4) Acesta este un produs de unica folosinta si nu trebuie reutilizat.

pot

apdrea riscuri precum slabirea, deformarea produsului s rupere.

(consultati catalogul).

10) Se pot produce fracturi ale suruburilor daca sunt stranse din nou de

cinci sau mai multe ori.

11) Acordati sfaturi pacientului pentru a avea grija de igiena bucala a

pacientului pentru a evita efectele secundare.

12) Produsul neambalat sau deteriorat nu trebuie utilizat si nu poate fi

returnat producatorului sau distribuitorului.

13) Atunci cand aruncati astfel de dispozitive, aruncati-le In siguranta in
i cu reglementarile autoritatilor relevante privind eliminarea

dispozitivelor medicale

14) Daca apare un incident grav in legatura cu dispozitivul, trebuie

raportat producatorului si autoritatii competente a statului membru in care

este stabilit utilizatorul si/sau pacientul.

15) Daca pachetul care nu este deschis de stomatolog este defect,

solicitati un Tnlocuitor de la productie.

16) Produsele sterilizate trebuie depozitate la 15 C ~ 22 C, iar produsele

nesterile trebuie depozitate la 15 C ~ 30 C.

(9) Atentie

1) Fiti pe deplin constienti de instructiunile de utilizare inainte de a utiliza

Megagen Implant System.

2) Nu utilizati produsul daca data valabila (perioada de valabilitate) a fost

expiratd.

3) Nu utilizati produsul contaminat din greseala chirurgului operator.

4) Daca produsul sau pachetul deschis este deteriorat, este dificil sa se

mentina starea de sterilizare. Aruncati chiar daca nu este folosit.

5) Tn cazul in care Pick Up nu se face corect, trebuie avut grija ca

produsul sa fie separat si patruns n corp in timpul procedurii.

6) Trebuie avut grija ca deformarea si fractura produsului sa apara cu

usurintd daca proteza este fabricata fara a lua in considerare forma

dintilor si distributia sarcinii pacientului sau daca unghiul de plasare a

dispozitivului si unghiul protetic sunt diferite.

7) Produsul este un produs de unica folosinta, prin urmare nu trebuie

reutilizat si utilizatorul sa nu refoloseasca produsele intre pacienti.

8) Pacienti cu varsta de 18 ani si peste care au terminat cresterea osului

maxilar (pacient cu edentare partiald sau completa)

Canparransope
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(6) Risc medicale de unica folosintad

1) Reutilizarea nu este validata si prezintd riscuri precum transmiterea de
boli infectioase.

2) Ar putea avea ca rezultat defectiuni extinse, inclusiv conexiunea
defectd, bontul blocat, deteriorarea si slabirea suruburilor.

3) Reutilizarea intre pacienti este interzisa.

(6) Productorul nu are nicio responsabilitate pentru produsul resterilizat
de catre utilizatori.

(7) Produsele contaminate trebuie aruncate deoarece provoaci infectie si
esecul interventiei chirurgicale.

(8) Producatorul nu are nicio responsabilitate pentru problemele legate de
utilizarea produselor concurentilor sau a instrumentelor
necorespunzatoare.

(9) Acest produs poate fi utilizat Tn tarile in care produsul a fost aprobat
de guvern sau agentii conexe. Disponibilitatea produsului poate varia in
functie de tara din cauza procesului de inregistrare.

* Dacé utilizatorii folosesc produse similare care nu sunt fabricate sau
vandute de MegaGen, este posibil sa existe o problema de compatibilitate
cu calitatea si precizia.

(10) Implantul dentar nu a fost evaluat pentru siguranta si compativilitate
n mediul MR. Nu a fost testat pentru incélzire, migrare sau artefact de
imagine in mediul MR. Siguranta implantului dentar in mediul RM este
necunoscuta. Scanarea unui pacient care are acest dispozitiv poate duce
la ranirea pacientului.

(1) Implanturile cu diametru mic si
recomandate pentru regiunea posterioara.
# Link catre SSCP (Rezumatul sigurantei si performantei clinice)

bonturile unghiulare nu  sunt
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English

1. Product Summary
ZrGEN  Abutment is intended to support for the customized
zirconia crown made by CAD/CAM system.
Scan Abutment is used for digital impression using dental
scanner. And it is allowed to design, manufacture customized
abutment using /CA
2. Intended Use / |ﬂdlcaﬁ0ﬂ for Use
ZrGEN Abutment is used for connecting with a fixture and
functions as the implant prosthesis. It is used with a cemented
zirconia-based crown.
Scan utment is scanned by a 3D scanner to create 3D
image file and it is sent to a dental CAD to design and
manufacture a customized abutment. The 3D image of the
Scan Abutment is used to know the implantation position and
direction of a fixture.
3. Pre—operative planning X o
For a successful treatment, the following confirmation
procedures should be performed carefuly to confirm the
treatment plan and | evaluation, and also  the product with
medical and dentistry’s point of v
(1) Should check out the Datrents oral status through the
clrmcal radiography photo, and model analysis.
(2) Should ask the patient’s decision in of various
treatmem methods, after providing the sufficient explanation of
the merit and demerit of each method and treatment schedule.
(3) Should check a patient’s medical history to evaluate the
status of patient’s health condition. If there is any doubt about
a patient’s health condition, the various clinical tests should be
performed to determine the absence of abnormal conditions
before preparing for the surgery.
(4) Should not use the product if the package is not
completely sealed or that is torn, and also should certainly
check the abnormalities such as foreign body, stain, minute
dust, expiared date, and etc. after opening the Dackage
(5) Check the product information such as reference code,
srze manufacturing date and expiration date before starting the

(6) Check for compatibility with the opponent component before
oral installation.
4. Instruction for Use & Procedure

or a detailed procedure and the features of our dental
implant system components used with the products, please
refer to the catalog ot relevant Implant System issued by
MegaGen Implant Co., .
(1) ZrGEN Abutment
1) Preparation before use

(a) Check the specifications of the abutment to be
[jnar{u{actured by carefully checking the order sheet from the
ental

(b) Confirm whether the product is intended to be used by
checking the product label, d also check the product
gacka_gmg and product itself.

) Using the product

() CAD/CAM center, Dental laboratories

a) Scan the patient’s oral condition in dental laboratories using
a dental plaster model which is taken impression in dental
clinic with Scan Abutment, or scan it directly using a dental
scanner at dental clinic. Obtain a scanned 3D data file and
open it using dental CAD program

b) Based on the 3D data, design’ the shape of the customized
prosthesis using the dental CAD Pro
c) Using a miling machine,
manufacture
instructions
manufacturer.
d) Sinter the customized zirconia prosthesis part. Refer to
equipment manufacturer’s product manual for the conditions of
sintering

e) A weII trained dental technician perform final touch-up on
the milled and sintered zirconia prosthesis part.

f) Cement the finished zirconia prosthesis part to the ZrGEN
Abutment. Use an adhesive interacting strongly to zirconia and
retgr to the respective manufacturer's product ‘manual for using
an

a) Completely clean the final prosthesis to remove any foreign

shape zirconia_ material to
the customized prosthesis part. Refer to the
for use of the machine from the particular

m

h) Send the final prosthesis to the dental clinic.

(b) Dental clinic /Hospital

a) Install the final prosthesis into the oral cavity of the patient.

H the prosthesis does not fit the patient, return it to the
’AD/CAM center, dental laboratories for re-manufacturing.

b) \nstall the prosthesis according to the proper surgical

Scan Abut
CAD/CAM cemer dental laboratories
Attach the Scan Abutment to the dental plaster model taken

Scan the entire dental plaster model,
utmem by dental scanner.
(c) Send the scanned file to the CAD program to manufacture
a customized abutment.
2) Dental clinic
(a) Install the Scan Abutment to the fixture implanted inside the
oral cavity of the patient.
(b) Scan the oral cavity of the patient including the Scan

butment.
(c) Send the scanned data to the CAD/CAM center, dental
laboratories equrpped with a CAD/CAM system to manufacture
a customized abutm
* The angle should be ‘within 20° from the axis of the fixture.
* Do not use any product inappropriate for or that cannot be
connected to the implant joint. For implant compatibility, refer
to the catalog.
5. Post-operative care
(1) After surgery, the healing period depends_on each patient’s
clinical condition (bone quality, bone quantity, initial stability,
loading condition, Oral condition, etc.). Therefore the careful
attention of patient and clinician's  close inspection on the
progress are needed.
(2) Give advice to the patient for recognizing that excessive
pressure such as masticatory force is not applied to the
site during the healing period (Osseo-integration

rncludmg the Scan

period).

(3) Give advice to the patient for taking good care of the
patient's oral hygiene to avoid side effects.

(4) Attach the identification tag containing the Lot number,
which is enclosed in the exterior box, on the patient's chart,
x-ray film, etc. to make it possible to trace the product.

(5) In case of implant failure, it must be visited immediately for
treatment.
6. MVSI’SS Effects

(1) It could result in implantation failure, like bone loss, low
initial stability, fixation failure, irritation and nerve dam:
degradation of masticatory function by careless surgrcal
practice. Also there is a risk of death due to severe infection in
severe cases.

(2) Complications such as malaise, flushing, itching, pain,
edema, bleeding, Inflammation, fever, infection, soft tissue
ulcer, feeling of rritation, malocclusion, 'and an open suture site
may result from inattentive surgical practice or poor patient
overall health.

(3) Numbness from nerve damage in the facial area is usually a
temporary symptom, but some cases are permanent.
7. Contraindications

Contraindications should be observed when selecting patients.
These include, but are not limited to.
Low bone quality and rnadequate bone quantity
(2) E!ad oral hygiene and pathological infection at the alveolar

bon
(3) \nternal diseases such as hematodyscrasia and diabetes, or
mal- nutrition
(4) Alcoholic, drug abuse, heavy smoking and a mental patient.
(5) Other periodontal and surgical operation prohibited patient
(6) Pe: dtple with aIIer res and hypersensitivity for trtamum (CP Ti
Grade 4, Ti-6Al-4V ELI) and cobalt chromium alloy.
8, Preservation & Handll
(1) Non-sterilized Droducts should be sterilized with high
ressure steam sterilization for 15 minutes at temperatures 13
‘C(270°F) and wrapped wrth 30minutes drying time before use.
(Sterrlrzer Type : Gravity Ty
(2) Use only FDA cleared sterilization accessories including
wrap.
(3) \t should be used surgical instruments of relevant Implant

syst
(4) H ‘the recommended tightening torques are not observed,

risks such as loosening, product deformation and fracture may | 4,

occur.(refer catalog.)
(5) Screws fractures may occur if retightened five or more
tim

s

(6) Give advice to the patient for takmg good care of the
patient's oral hygiene to avoid side eff

(7) Unpacked or damaged product should be not used and it
cannot be returned to the manufacturer or distributor.

(8) When drsposm% of such devices, safely dispose of them in
accordance with the relevant authorities’ regulations regarding
the disposal of medical devices.

(9) If serious incident occurs in relation to the device should be
reported to the manufacturer and the competent authority of the
Member State in which the user and/or patient is_establishe

(10) If the package that is not opened by dentist is detectrve
request a replacement from manufacture.

(11) Non-sterilized products should be stored at 15C-30C
condition.
9. Caution

(1) Be fully aware of the instructions for use prior to using
E\Aegagen Implant System

Do not use the product, if the valid date (shelf life) were

exprred
(3) Do not use the product contaminated by mistake of the
of rating SUE

If the Picl Up is not done properly, care must be taken that

the product is separated and penetrated into the body during
the procedure.

(5) Care should be taken that product deformation and fracture
can easily occur if the prosthesis is manufactured without
considering the patient's tooth shape and load distribution, or if
dhtet hxture placement angle and the prosthetic angle
itferent

(6) The ‘product is a single-use product, therefore it should not
be reused and user not to reuse products between patients.

2
@

(7) Patients aged 18 and over who have ccmpleted the
growth) of the jaw bone (Partial or complete edentate
[Baﬁem Notice]

Caution after the first procedure

- Please bite a gauze about 1 hour for checking the bleeding.
- Cold pack is required for swelling area.

- Take painkillers if you have pain.

- Do not_exercise excessively, take a bath.

- Eat soft foods and avoid imitating foods for a day or  two.

- Avoid smoking and don't drink alcohol for a month.

- Do not brush the area after the first operation, disinfect
hexamedin gargle.

~ Be careful with the treatment area until the final prosthetic

treatment ends.
Care After Final Treatment
— Keep your mouth clean at all times.
- Brush your teeth, interdental toothbrush and floss
eati
Avoid hard or chewy foods or chew a lot.
- Please visit regularly to check for abnormalities.
- Please do scaling once every 6 to 12 months.
% Warnings
(1) Dental surgery must only be performed by dentists and
surgeons with ftraining and experience in oral surgery as well as
diagnosis and preoperative planni
EQ; The product must be used in clean area.
3) Inappropriate selection of patient and surgery can cause the
implantation failure and loss of alveolar bone.
(4) This is a single- use product and should not be reused.
(5) Risks re-using single-use medical devi
1) Re-use is not valrdated and it
transmission of infectious diseases.
2) It could be resulted in extensive malfunctions,
defective connection, damage,
loosening. ) o
3) Reuse between patients is prohibited. o
(6) The manufacturer does not have any responsibility for the
roduct re-sterilized by users.
contaminated products must be discarded since it
cause mtectron and surgery fail.
he manufacturer does not have any responsibility for
Froblems using competitors” products or improper instruments.
) This product can be used in countries where the product
was approved by their g govemmem or related agencies. Product
availability may vary by country due to registration process.
* |f users use_ similar products that are not manufactured or
sold by MegaGen, there may be a problem in quality and
precision compatrbrlrty
(10) The Dental Implant has not been evaluated for safety and
compatibility in the MR environment. It has not been tested 10r
heating, mrgratron or image artifact in the MR environment.
safety of Dental Implant in the MR environment is unknown
Scanmng a patient who has this device may result in patient
#"lik 10 sscp (The
performance)

after

cames risks such as
including the

jammed abutment, and screw

summary of safety and clinical

Deutsch

1.

Das Z1GEN-Abutment dient zur g der individuellen
Zirkonoxidkrone, die mit einem CAD/CAM System hergestellt wird.
Das Scan-Abutment wird fir den digitalen mit einem
Dentalscanner verwendet. Und es ist erlaubt, individuelle
Abutments mit CAD/CAM zu entwerfen und herzustellen.

2. Verwendungszweck

Das ZrGEN-Abutment wird zum Verbinden mit einer Vorrichtung
verwendet und fungiert _als Implantatprothese. Es wird mit einer
zementierten Krone auf Zirkonoxidbasis verwendet.

Das gescannte Abutment wird von einem 3D-Scanner gescannt,
um_eine 3D-Bilddatei zu erstellen, und es wird an ein dentales
CAD gesendet, um ein individuelles Abutment zu entwerfen und
herzustellen. Das 3D-Bild des Scan-Abutments wird verwendet,
um dre \mplantatronsposrtron und -richtung einer Befestigung zu

Tee
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Praoneratlve Planung

Fir _eine ertolgrerche Behandlung die iollenden
E!estaté;un;sveriahren sorgfaltig durchgefihrt werden, um
Behandlungsplan und ‘die Bewertung sowie das Produkt aus
medrzrmscher und zahnmedizinischer Sicht zu bestétigen.

1) Solite den oralen Status des Patienten anhand der klinischen
Analyse, des Rontgenfotos und der Modellanalyse berprafen.

(2) © Sollte  den  Patienten_ im Falle  verschiedener
Behandlungsmethoden um seine Entscheidung bitten, nachdem er
ie Vor- und Nachteile jeder ~Methode und jedes
Behandlungsplans ausreichend erlautet hat.

(3) Sollte die Krankengeschichte eines Patienten tberprifen, um
den Gesundheitszustand des Patienten zu beurteilen. Wenn
Zweifel am Gesundheitszustand eines Patienten bestehen, sollten
die verschiedenen Klinischen Tests durchgefthrt werden, um
festzustellen, ob keine abnormalen Zustande vorliegen, bevor die
Operation vorbereitet wird.

4) Solite das_Produkt nicht verwenden, wenn die Verpackung
nicht vollstindig versiegelt oder zerissen ist, und sollte auch
nach dem Offnen_der Verpackung auf jeden Fall die Anomalien
wie Fremdkorper, Flecken, Staub, Veriallsdatum usw. _Uberprifen.
(5) Uberprifen Sie die Produktinformationen wie Referenzcode,
GroBe, Herstellungsdatum und Verfallsdatum, bevor Sie mit der
Operation beginnen.
(6) Vor der oralen
Gegenkomponente prifen
Gebrauchsanwelsung & Verfahren

i Fir ein detailliertes Vertahren und die Merkmale unserer
Zahnimplantatsystemkomponenten, ~die  mit den  Produkten
verwendet werden, beziehen Sie sich bitte auf den Katalog des
emsprechenden Implantatsystems, herausgegeben von M
Implant td.

(1) ZrGEN —Abutment

1) Vorpereitung vor Gebrauch

(a) Uberprafen Sie die _Spezifikationen des herzustellenden
Abutments, indem Sie das Bestellformular der Zahnklinik sorgfaltig

sollten

Installation auf Kompatibilitat mit der

prifen.
(b) Bestatigen Sie, ob das Produkt verwendet werden soll, indem
Sie das Produktetikett tberprifen, und uberpruten Sie auch die
Produktverpackung und das Produkt selbst.

2) Verwendung_des Produkts

(a) CAD/CAM=Zentrum, Dentallabore

a) Scannen Sie den Mundzustand des Patienten in Dentallabors
mit einem Zahngipsmodell, das in der Zahnklink mit Scan
Abutment abgeformt wird, oder scannen Sie es direkt mit einem

Dentalscanner in der ZahnKinik. Erhalten Sie eine gescannte
(G:RDD%Iendate\ und offnen Sie sie mit einem dentalen
T

gr:
b) Entwerten Sie anhand der 3D-Daten dre Form der individuellen
Prothese mit dem dentalen CAD-Programm

c) Mit einer Frasmaschine Zirkonoxidmaterial zur Herstellung des
individuellen  Prothesenteils  formen. ~ Bea ie
Gebrauchsanweisung der Maschine des jewei
d) Sintern  Sie  das individuelle ~ Zir

en Herstellers

noxid—Prothesenteil.

Informationen  zu  den Smterbedmgungen finden Sie im
Produkthandbuch des Geratehersteller: .

e) Ein gut ausgebrldeter Zahntechmker nimmt die letzte
Ausbesseru und gesinterten

erkondroxrd Prothesenterls vor.

) Zementieren Sie das fertige erkonoxrd Prothesenteil auf das
rGEN-Abutment. Verwenden Sie ein Adhasiv, das stark mit
Zirkonoxid interagiert, und lesen Sie die Produktanleitung des
jeweiligen Herstellers zu Gebrauch und Vorsicht.

g Reinigen Sie die endglltige Prothese
remdkorper zu entfernen.

h) Senden Sie die endgiltige Prothese an die Zahnklinik.

(b) Zahnklinik/Krankenhaus

a) Installieren Sie die_endgiiltige Prothese in der Mundhohle des
Patienten. Wenn die Prothese dem Patienten nicht passt, senden
Sie sie zur Neuanfertigung an das CAD/CAM-Zentrum oder das
Dentallabor zurtick.

b) Setzen Sie die Prothese gemaB dem richtigen chirurgischen
Protokoll ein

(2) Scan-Abutment

1) CAD/CAM~-Zentrum, Dentallabore

(a) Bringen Sie das Scan-Abutment an dem Zahngipsmodell an,
das dem Abdruck der Mundhohle des Patienten entnommen

TN

vollstandig,  um

wurde.
(b) Scannen Sie das gesamte Zahngrpsmodell einschlieBlich des
Scan-Abutments, mit einem Dentalsc:
(c) Senden Sie die gescannte Dater an das CAD-Programm, um
ein mdrvkrlduilles Abutment herzustellen.

NKIINI|
(a) Installieren Sie das Scan-Abutment an der in der Mundhohle
des Patienten implantierten Halterung.
(b) Scannen Sie die Mundhohle des Patienten einschlieBlich des
Scan-Abutments.
(c) Senden Sie die gescannten Daten an das CAD/CAM-Zentrum,
ein Dentallabor, das mit einem /CAM-System ausgestattet ist,
um ein mdrvrduelles Abutment herzustellen.
* Der Winkel sollte innerhalb von 20°
Vorrichtung liegen.
= Verwenden Sie kein Produkt
ungeeignet ist oder nichi
Informationen zur \mplantatkompat
5. Posmneratlve Betreuun; X X o
( ) Nach der Operation hangt die Heilungsdauer vom Klinischen
Zusta nd des Patienten ab  (Knochenqualitat, Knochenmenge,
Anfangsstabilitat, Belastungszustand, Mundzustand usw.). Daher
ist eine sorgféltige Beobachtung des Fortschritts durch den
Patienten und den Arzt erforderlich.

Den Patienten darauf hinweisen, dass er erkennt, dass
wahrend der_ Heilungsphase (Osseo-Integrationsphase) kein
UbermaBiger Druck wie z. B. Kaukraft auf die Operationsstelle
ausgeubt wird. . . X
() Rats_chlage an den Patienten geben, wie er gut auf die
Mundhégrene des Patienten achten sollte, um Nebenwirkungen zu
ermel
4) Bringen Sie das Identifizierungsetikett mit der Chargennummer,
das der AuBenverpackung beiliegt, auf der Patientenakte, dem
Rontgzlenhlm usw. an, um die Ruckverfolgung des Produkts zu
ermaoglic
(5) Im Falle eines Implantatversagens muss es unverziiglich zur
Behandlung aufgesucht werden.

6. Nebenwirkungen

(1) Es konnte zu einem ersa%en fuhren,
Knochenverlust, geringe stab tionsversagen,
Reizungen und Nervenschaden, Verschlechterung der Kaufunktion
durch unvorsichtige chirurgische Praxis. Auch besteht in schweren
F2allen ein Todesrrsrko durch eine schwere Infektion.

von der Achse der
das fur das \mplantatgelenk

verbunden werden kann.
&t finden Sie im Katalog.

ey

wie

Komplikatignen wie _ Unwohlisein, Hautr6tung,  Juckreiz,
Schmerzen Odeme,  Blutungen,  Entziindungen,  Fieber,
Infektionen, Weichteilgeschwire, Reizgefuhl, Fehlbiss und eine

offene Nahtstelle kdnnen aus unaufmerksamer chirurgischer Praxis
oder einem schlechten Allgemeinzustand des Patienten resultieren

(3) ~ Taubheitsgefthl  aufgrund ~von  Nervenschaden im

Gesichtsbereich ist normalerweise ein vorlibergehendes Symptom,

aber einige Félle sind dauerhaft.

7. Kontraindikationen

Bei der Patientenauswahl sind Kontramdrkatronen zu beachten.

Dazu gehdren, sind aber nicht beschrankt

(1) Niedrige Knochenqualr_tat und unzurerchende Knochenmenge

(2) Schlechte Mundhygiene und pathologische Infektion  am

Alveolarknochen.

(3) Innere Erkrankungen wie Hamatodyskrasie und Diabetes oder

Fehlernahrung
Alkoholrker

Geisteskranker. . . . .

(5) Andere parodontale und chirurgische Eingriffe sind Patienten

l(mtersagt

Drogenabhéngiger, starker Raucher und ein

6) Personen m'rt Allergien und Uberempﬁndl'\chke'\t gegentber
Titan (CP Grade 4, Ti-6AI-4V EL) und
Kobalt-Chrom-| Le erun
8 Konservlerunc Handhabun

1) icht sterilisierte Produkte sollten mit

Hochdrl{ckdamptstenlrsatron fur 15 Minuten bei Temperaturen von

132°C (270°F) sterilisiert und mit einer Trocknungszeit von 30
Minuten  vor ebrauch  verpackt ~ werden.  (Sterilisatortyp:
Schwerkrafttyp) .

2) Verwenden Sie der FDA  zugelassenes

on

Sterilisationszubehér, emschlreBIrch Folie.

sollten  chirurgische Instrumente des entsprechenden
mplantatsygtems verwendet werden.
4) Bei Nichtbeachtung der emptohlenen Anzugsdrehmomente
konnen Risiken wie Lockerung, Produktverformung und Bruch
auftreten (siehe Katalog).
(5) Schraubenbriiche konnen auftreten, wenn sie funfmal oder
6fter nachgezogen werden.
(6) Ratschlage an den Patienten geben, wie er auf die
Mundhygiene des Patienten achten sollte, um Nebenwirkungen zu
vermeiden.
(7)  Unverpackte oder beschadigte Produkte sollten nicht
verwendet werden und kénnen nicht an den Hersteller oder
Vertrerber zurlickgegeben werden.

”AQ

(8) Wenn Sie solche Gerate entsorgen, entsorgen Sie sie sicher
gemaB den Vorschriften der zustdndigen Behorden zur
Entsora;mg von Medizinprodukten.

im _ Zusammenhang dem  Produkt ein

schwerwiegender Zwischenfall auftritt, sollte der Hersteller und die
zustandige Behorde des Mitgliedstaats, in dem der Anwender
und/oder Patient niedergelassen ist, gemeldet werden

Wenn die nicht vom Zahnarzt gedffnete Verpackung defekt
ist, fordern Sie beim Hersteller Ersatz an.
(11) Nicht sterilisierte Produkte soliten bei 15C-30C gelagert
‘gerden.

1=

. Achtung
(1) Machen Sie sich vor der Verwendung des Megagen Implant
Systems mit der Gebrauchsanweisung vertraut.

rwenden Sie das Produkt nicht, wenn das Gultigkeitsdatum
Haltbarkert) abgelaufen ist.
3) Verwenden Sie kein Produkt, das
Operateurs kontaminiert wurde.
4) Wenn das Pick Up nicht ordnungsgemaB durchgefihrt wird,
muss darauf geachtet werden, dass das Produkt’ wahrend des
Vorgangs getrennt und in den Kérper eingedrungen ist.
(5) Es sollte darauf geachtet werden, dass Produktverformungen
und_Briiche leicht auftreten konnen, wenn die Prothese ohne
Berlcksichtigung der Zahnform und  Lastverteilung des Patienten
hergestellt wird oder wenn der Platzierungswinkel der Vorrichtung
und der prothetische Winkel unterschiedlich sind.

aus Versehen des

(6) Das Produkt ist ein Einwegprodukt, daher sollte es nicht
wiederverwendet werden und der Benutzer sollte Produkte nicht
zwischen Patienten wrederverwende
7) Patienten ab das Wachstum des
Kieferknochens abgeschlossen haben (terlwerse oder vollstandig
niose Patienten)

Patientenmittellung]
- Vorsicht nach dem ersten Verfahren
- Bitte beiBen Sie ca. 1 Stunde auf einen Verbandsmull,
Blutung zu kontrollieren.
- Far den Schwellungsbereich ist eine Kihlpackung erforderlich.
- Nehmen Sie Schmerzmittel ein, wenn Sie Schmerzen haben.
- Bewegen Sie sich nicht iberméaBig, nehmen Sie ein Bad.
= Sie weiche Speisen und vermeiden Sie iritierende
Speisen fur ein oder zwei Tage.
- Einen Monat lang nicht rauchen und keinen Alkohol trinken.
- Bereich nach der ersten Operation nicht bursten, Hexamedin
desrnhzreren qure

n Sie vorsrchtrg mit dem Behandlungsbereich um, bis die
endgultrge prothetische Behandlung abgeschlossen ist.
Pflege nach der Endbehandlung
- Halten Sie lhren Mund immer sau
- Putzen Sie lhre Zahne, \nterdentalburste und Zahnseide nach
dem Essen.
- Vermeiden Sie harte oder zéhe Speisen oder kauen Sie viel.
- E!rtte besuchen Sie uns regelméBig, um auf Anomalien zu

um die

- E!rtte fuhren Sie alle 6 bis 12 Monate eine Skalierung durch.

(1) Zahnarztlrche Eingriffe ddrfen nur von Zahnarzten und

Chirurgen mit Ausbildung und Erfahrung in Oralchirurgie sowie

Diagnostik und praoperatrver Planung durchgeftihrt werden.

(2) dDas Produkt muss in einem sauberen Bereich verwendet

werden

(3) Eine unangemessene Auswahl des Patienten und des Eingriffs

kann zu einem Implantationsversagen und einem Verlust von

Alveolarknochen fihren.

(4) Dies ist ein Einwegprodukt und solle nicht wiederverwendet

werden.

(5) Risiken i

Einweg—-Medizinprodukten

1) Die Wiederverwendung ist nicht valrdren und birgt Risiken wie

die Ubertragung von Infektionskrankhei

2) Dies kann umtangrerchen

einschlieBlich ~ fehlerhafter Verbindung,

Beschadigung und Schraubenlockerung.
e Wiederverwendung zwischen Patienten ist verboten.

(6) Der Hersteller tbernimmt keine Verantwortung fir das vom

Benutzer resterilisierte Produkt.

7) Die kontaminierten Produkte miissen entsorgt werden, da sie

Infektionen verursachen und Operationen versagen.

8) Der Hersteller abernimmt keine Verantwortung 1ur Probleme

mit Konkurrenzprodukten oder ungeeigneten Instrumenten,

(9) Dieses Produkt kann in Landem verwendet werden, in denen

das Produkt von deren Regierung oder verwandten Behérden

zugelassen wurde. Die Produkiverfligbarkeit kann aufgrund des

Registrierungsprozesses von Land zu Land variieren.

* Wenn Benutzer ahnliche Produkte verwenden, die nicht von

MegaGen hergestellt oder verkauft werden, kann es zu Qualitats—

und Prézisionskompatibilitatsproblemen kommen.

(10) Da Zahmmplantat wurde nicht auf  Sicherheit

der Wiederverwendung von

"Fehlfunktionen _ fhren,
verklemmtem ~ Abutment,

und

Kompatibilitat in mgebung bewertet. Es wurde nicht auf
Erwarmung, Mrgratron oder Bildartefakte in der MR- Umgebung
getestet. ~ Die  Sicherheit ~von Zahnimplantaten in

MR-Umgebung ist unbekannt. Das Scannen eines_Patienten rmt
diesem Gerat kann zu Verletzungen des Patienten fihren.

# Link zu SSCP (Die Zusammenfassung der Sicherheit und
Klinischen Leistung)

Espafiol

1, Resumen del producto
El pilar ZrGEN esta disefiado para soportar la corona de
zirconia personalizada hecha por el sistema CAD/CAM.

Scan Abutment se utrlrza para la impresion digital mediante un
escaner dental. Y permite  disefiar, fabricar pilares
personalizados medrante CAD/CAM

2. Uso previsto

El pilar ZIGEN se utiliza para conectarse con un accesorio y
funciona como protesis de implante. Se utiliza con una corona
cementada a base de zirconio.

El pilar escaneado se escanea con un escaner 3D para crear
un archivo de imagen 3D y se envia a un CAD dental para
disefiar y fabricar un pilar personalizado. La imagen 3D del Scan
Abutment se utiliza para conocer la posicion de implantacion y la
direccion de un implante.

3. Planificacion preoperatoria

Para un_tratamiento exitoso, se deben realizar cuidadosamente
los siguientes procedimientos de confirmacion para confimar el
plan de tratamiento y la evaluacion, y también el producto con el
punto de vista medrco y odontologico.

(1) Debe veri ar el estado oral del pacrente a través del analisis
clinico, fotog de radiografia y m

2) Debe solrcrtar la decision del pacrente en caso de varios
métodos de tratamiento, después de proporcionar  una
explicacion suficiente de las ventajas y desventajas de cada
metodo y programa de tratamiento.

(3) Debe verificar el historial médico de un paciente para evaluar b

el estado de la condicion de salud del paciente. Si existe alguna
duda sobre el estado de salud de un paciente, se deben realizar
las diversas pruebas clinicas para determinar la ausencia de
condiciones anormales antes de preparar la cirugia.
(4 No debe wusar el producto si el paquete no esta
completamente sellado o si esta roto, y también debe verificar
anomalias como cuerpos  extranios, manchas, polvo diminufo,
fecha de vencimiento, etc. después de abrir el paquete.
(5) Verifique la informacion del producto como codigo de
referencia, tamafo, fecha de fabricacion y fecha de vencimiento
antes de comenzar la cirugia.
(6) Verifique la compatibilidad con el componente oponente antes
de la instalacion oral.
4. Instrucciones de uso y procedimiento
Para obtener un procedimiento detallado y las caracteristicas
de los componentes de nuestro sistema de implantes dentales
utrlrzados con los productos, consulte el catalogo del sistema de
Iantes correspondiente emitido por MegaGen Implant Co., Ltd.
(1) Pilar ZrGEN
1) Preparacion antes del u
(a) Verifique las especmcacrones del pilar a 1abrrcar revisando
curdadosamente la hoja de pedido de la clinica dent
b) me si_el producto esta destinado a ser utilizado
revrsando la etiqueta del producto y también verifique el
empaque del producto y el producto en si.
2) Uso del producto
(@) Centro AD/CAM Laboratorios dentales
a) Escanee el estado bucal del paciente en laboratorios dentales
utilizando un modelo de yeso dental del que se toma una
impresion en la clinica dental con Scan Abutment, o escanéelo
directamente con un escaner dental en la clinica dental. Obtenga
%llDarghrvo de datos 3D escaneado y &bralo usando el programa
eni
b) Sobre la base de los datos 3D, disefie la 1orma de la protesis
personalizada utilizando el programa dental CAD.
c) Utilizando una fresadora, dar forma al material_de zirconio
para fabricar la pieza protésica personalizada. Consulte las
instrucciones de uso_de la maquina del fabricante en particular.
d) Sinterizar la pieza protésica de zirconio personalizada.

Consulte el manual del producto del fabricante del equipo para

conocer las condiciones de sinterizacion.

e) Un protésico dental bien capacitado realiza el retoque final de

la pieza protésica de zirconia fresada y sinterizada.

f) Cemente la pieza protésica de zirconio terminada al pilar

Z1GEN. Utilice un adhesivo que interactue fuertemente con la

zirconia y consulte el manual del producto del fabricante

respectivo para su USo y precaucion.

g) Limpiar completamente la protesis definitiva para eliminar

cualquier material extrar

h) Enviar la protesis detrmtrva a la clinica dental.

(b) Clinica dental/Hospital

a) Instale la protesis definitiva en la cavidad bucal del paciente.

Sr Ia rot esis no se ajusta al paciente, devuélvala al centro
laboratorios dentales para su refabricacion.

b()j \nstale la protesis de acuerdo con el protocolo quirtrgico

ade:

(2) Prlar de escaneado

1) centro CAD/CAM, laboratorios dentales

(a) File el Scan Abutment al modelo de yeso dental tomado de

la impresion de la cavidad bucal del paciente.

(b) Escanee todo el modelo de yeso dental,

escaneo mediante un escaner dental. i

(c) Envie el archivo escaneado al programa CAD para fabricar un

pilar personalizado.

2) Clinica dental

(a) Instale el pilar de escaneado en el dispositivo implantado

dentro de la cavidad bucal del paciente.

(o) Escanee la cavidad bucal del paciente, incluido el pilar de

incluido el pilar de

esC:
(c) Envrar los datos escaneados al centro CAD/CAM, laboratorios
dentales equipados con un sistema CAD/CAM para fabricar un
pilar personalizado.
* El angulo debe estar dentro de los 20° desde el eje de la
luminaria.
* No utilice ningln producto inadecuado o que no pueda
conectarse a la articulacion del implante. Para compatibilidad con
implantes, consulte el catéalogo.
5. Cuidados postoperatorios
(1) Después de la cirugia, el periodo de curacion depende de la
condicion clinica de cada paciente (calidad ¢sea, cantidad osea,
estabrlrdad inicial, condicion de carga, condicion oral, etc.). Por
tanto, se necesita la atencion cuidadosa del paciente y la
mspeccron minuciosa del progreso por parte del médico.
(2) Asesorar al paciente para que reconozca que no se aplica
una_ presion excesiva, como la fuerza masticatoria, en el sitio
quirirgico  durante el periodo de cicatrizacion (periodo  de
osteointegracion).
Dar consejos al paciente sobre el buen cuidado de la higiene
bucal del paciente para evitar efectos secundarios.
(4) Pegue la etiqueta de identificacion que contiene el numero
de lote, que se adjunta en la caja exterior, en el historial del
placrenct'e pelicula de rayos X, efc. para que sea posible rastrear
el pros
() En caso de falla del debe
inmediatamente para tratamiento.
6. Efectos adversos
(1) Podria resultar en una falla de implantacion, como pérdida
oOsea, baja estabilidad inicial, falla de fijacion, irritacion y dafio a
los nervios, degradacion de la 1uncron masticatoria por una
practica quirdrgica descuidada. También existe eI riesgo de
muerte debido a una infeccion grave en casos grave:
2) Complicaciones como malestar general, enrojecrmrento,
icazon, dolor, edema, sangrado, inflamacion, fiebre, infeccion,
Ulcera de tejidos blandos, sensacion de irritacion, maloclusion y
un_ sitio de sutura abierto pueden deberse a una practica
quirdrgica desatenta o a una mala salud general del paciente. .
El" entumecimiento por dafio a los nervios en el area facial
suele ser un sintoma temporal, pero algunos casos son
ermanentes.
Contraindicaciones
Se deben observar las contraindicaciones al seleccionar a los
pacientes. Estos incluyen, pero no se limitan a:
1; Baja calidad ¢sea y cantidad inadecuada de hueso
Mala higiene oral e infeccion patologica en eI hueso alveolar.
da) Emermedades internas como hematodiscrasia y diabetes, o
lesnutricio
(4) Alcoholrco,

mel

(5) Otra operacion periodontal y quirargica del paciente prohibido
(6) Personas con alergias e hipersensibilidad al titanio (CP Ti
Grado 4, Ti-6Al-4V ELI) y aleacion de cromo cobalto.

8. Conservacion y manejo

1) Los productos no esterilizados deben esterilizarse con vapor
de alta presion durante 15 minutos a temperaturas de 132 T
(270 °F) y envolyerse con 30 minutos de tiempo de secado
antes de su uso. (Tipo de esterilizador: Tipo de gravedad)

(2) Utilice unicamente accesorros de esterilizacion aprobados por
la FDA, incluido el envoltori

implante, ser visitado

o

P

drogadicto, fumador empedernido y enfermo

(3) Deben utilizarse rnstrumentos quirargicos  del sistema de
implante correspondiente.
(4) Si no se observan los pares de apriete recomendados,

pueden ocurrir riesgos tales como aflojamiento, deformacion del
Froduclo y fractura (consutte el catalogo).

Pueden producirse fracturas de Ios fornillos si se vuelven a
apretar Cinco 0 mas veces.
(6) Dar consejos al paciente sobre el buen cuidado de la higiene
ycal del paciente para evitar efectos secundarios.
(7) El producto desempaquetado o dafado no debe usarse y no
puede devolverse al fabricante o distribuidor.

(8) Cuando se deshaga de tales dispositivos, deséchelos de
manera segura de acuerdo con las regulaciones de las
autoridades ~ pertinentes con respecto a la eliminacion de

dispositivos médicos. .

Si se produce un incidente grave en relacion con el
producto, debe comunicarse al fabricante y a la autoridad
competente del Estado miembro en el que esté establecido el
usuario y/o el paciente.

(10) Si el paguete que no fue abierto por el dentista esta
defectuoso, solicite un reemplazo al fabricante.
(1) Los productos no esterrlrzados deben amacenarse a una
temperatura entre 15 T y 30 C

Precaucion
1) Sea plenamente consciente de las instrucciones de uso antes
de utilizar el sistema de implantes Megagen.
) NS utilice el producto si la fecha de validez (vida ati) ha
expirado.
(3) No utrlrce el producto contaminado por error del cirujano
oper:
(4) Sr eI Pick Up no se realiza correctamente, se debe tener
cuidado de que el Droducto se separe y penetre en el cuerpo
durante el procedimiento.
(5) Se debe tener curdado de que la deformacion del producto y
la fractura puedan ocurrir facilmente si la protesis se fabrica sin
tener en cuenta la forma del diente del paciente y la distribucion
de la carga, o si el angulo de colocacion del accesorio y el
angulo de la protesis son diferentes.
6) El producto es un producto de un solo uso, por lo tanto, no
debe rteutrlrzarse y el usuario no debe reutilizar productos entre
aciente:

7) Pacientes mayores de 18 afos que han completado el
crecimiento del hueso de la mandibula (Paciente edentado parcial
o completamente)
[Aviso al paciente] X -

Precaucion después del primer procedimiento
- Muerda una gasa alrededor de 1 hora para controlar el
sangrado.

o

- Se requiere compresa fria para el area hinchada.
- Tome analgeésicos si tiene dolor.
- No hagas ejercicio en exceso, date un bafio.
- Coma alimentos blandos y evite los alimentos irritantes durante
uno o dos dias.
- Evite fumar y no beber alcohol durante un mes.
— No cepillar la zona después de la primera operacion,
desmtectar géargaras con hexamedm
= Tener cuidado _con la_zona a tatar hasta que finalice el
tratamrento protésico definitivo.
idados Después del Tratamiento Final
- Mantenga su boca limpia en todo momento.
- Cepillarse los dientes, cepillarse los dientes interdentalmente y
usar hilo dental después de comer.
= Evitar alimentos duros o masticables o masticar mucho.
- Visite periodicamente para comprobar si hay anomalias.
- Realice el escalado una vez cada 6 a 12 meses.
3 Advertencias
(1) La cirugia dental solo debe ser realizada por dentistas y
cirujanos con formacion y experiencia en cirugia oral, asi como
diagnostico y planificacion preoperatoria.
EZ; El producto debe usarse en un area limpia.
La seleccion inadecuada del pacrente y la cirugia pueden
ep“rovolcar el fracaso de la implantacion y la pérdida de hueso
lveolar.
EA; Este es un producto de un solo uso y no debe reutilizarse.
5) Riesgos de reutilizacion de dispositivos médicos de un solo
1) La reutilizacion no esta validada y conlleva riesgos como la
transmision de enfermedades infecciosas.
Podria resultar en fallas extensas, incluyendo conexion
defectuosa, pilar atascado, dafios y aflojamiento de tornillos.
3) Prohibida la reutilizacion entre pacientes.
(6) El fabricante no tiene ninguna responsabilidad por el
producto reesterilizado por los usuarios.
Los productos contaminados deben desecharse ya que
causan infeccion y falla la cirugia.
(8) El fabricante no tiene ninguna responsabilidad por problemas
usar productos de la competencia o instrumentos
inadecuados.
9) Este producto se puede utilizar en paises donde el producto
fue aprobado su gobierno o agencias relacionadas. La
disponibilidad del producto puede variar segun el pais debido al
proceso de registro.
* Si los usuarios usan productos similares que no son fabricados
vendidos por MegaGen, puede haber un problema de
compatibilidad de calidad y precision.
10) No se ha evaluado la segurrdad y compatibilidad del
implante dental en el entomno de RM. No ha sido probado para
calentarmento, migracion o artefactos de rma? en en el entorno
M. Se desconoce la seguridad del implante dental en el
entomo . Escanear a un paciente que
dispositivo puede resultar en lesiones al paciente.
f Enlace a SSCP (El resumen de seguridad y
clinico.

>
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1. Résumé du produit

Le pilier ZrGEN est destiné a soutenir la_couronne en zircone

personnalisée réalisée par le systéme CAD/CAM.

Scan Abutment est utilisé pour I'impression numérique & I'aide

dun scanner dentaire. Et il est permis de concevoir, fabriquer
s piliers personnalisés a I'aide de CAD/CAM.

2 Utlllsatlon prévue

Le pilier ZrGEN est utilisé pour la connexion avec un appareil et

fonctionne comme la prothése rmplantarre Il est utilisé avec une

couronne cimentée a base de z

Le pilier de numérisation est scanne par un scanner 3D pour

créer un fichier image 3D et il est envoyé a un CAO dentaire

pour concevoir et fabriquer un pilier personnalisé. L'image 3D du

Scan Abutment est utilisée pour connaitre la position et la

direction d'implantation d'un appareil.

3. Planification préopératoire

Pour un traitement reussi, les procédures de confirmation

suivantes doivent étre effectuées avec soin pour confimer le

plan de traitement et I'évaluation, ainsi que le produit d'un point

de vue medical et dentaire.

(1) Devrait vérifier I'état oral du patient &

Fhoto radiographique et I'analyse du mode
Devrait demander la décision du patient en cas de diverses

méthodes de traitement, aprés avoir fourni une explication

suffisante des mérites et des inconvénients de chague méthode

et de chague programme de traitement.

(3) Devrait verifier les antécédents médicaux d'un patient pour

évaluer |'état de santé du patient. En cas de doute sur I'état de

santé d'un patient, les différents tests cliniques doivent étre

effectués pour déterminer I'absence de conditions anormales

avant de se préparer a la chirurgie.

4) Ne pas utliser le produit si l'emballage n'est pas

complétement scellé ou déchiré, et doit également vérifier les

anomalies telles que corps étranger, tache, poussrere minuscule,

date de péremption, etc. aprés avoir ouvert I'emballag

(5) Vérifiez les informations sur le produit telles que Ie code de

travers la clinique, la

référence, la taille, la date de fabrication et la date d'expiration
avant de commencer la chirurgie
(6) Verifiez la compatibilité avec le composant de I'adversaire

avant l'installation orale.
d'emploi et procédure
Pour une procédure détaillée et les caractéristiques des
composants de notre systéme d'implant dentaire utilisés avec les
produits,  veuillez - vous ~reporter au  catalogue du systeme
d'implant concerné publié par MegaGen Implant Co.,
(1) Pilier ZIGEN
Préparation avant utilisation
a) Verifier les spécifications du pilier & fabriquer en consultant
attentivement le bon de commande de la clinique dentaire.
Confirmez si le produit est destiné a étre utilisé en vérifiant
I'étiquette du produit, et vérifiez également I'emballage du produit
et le produit lui-méme.
2) Utilisation du produit
(a) Centre CAD/CAM, Laboratoires dentaires
a) Scannez |'état bucco-dentaire du patient dans les laboratoires
dentaires & l'aide d'un modéle en platre dentaire qui est pris en
empreinte dans la clinique dentaire avec Abutment,
numérisez-le directement & l'aide d'un scanner dentaire a la
clinique dentaire. Obtenez un fichier de données 3D numérisé et
ouvrez-le & l'aide du programme de CAO dentaire.
b) Sur la base des données 3D, concevez la forme de la
prothése personnalisée a l'aide du programme de CAQ dentaire.
c) A l'aide d'une fraiseuse, fagonner le matériau en zircone pour
fabriquer la piéce de prothése personnalisée. Reportez-vous aux
instructions d'utilisation de la machine du 1abrrcant concerné.
d) Fritter la piéce prothétique en  zirc personnalisée.
Reportez-vous au manuel du produrt du 1abrrcant de I'équipement
pour les conditions de frittage.
) Un prothésiste dentaire bren formé eﬂectue la retouche finale
sur la Frece de prothése en zircone fraisée et fritté
Scellez la partie de prothése en zircone hme sur le pilier
rGEN Utilisez un adhésif interagissant fortement avec la zircone
et reportez-vous au manuel du produit du fabricant respectif
pour I'utilisation et la prudenct
g) Nettoyer completemem Ia ‘prothése finale pour éliminer tout
corps étranger.
h) Envoyer la prothése finale & la clinique dentaire.
(b) Clinique dentaire/Hopital
a) Installer la prothese définitive dans

la cavit¢ buccale du



patient. Si la prothése ne convient pas au patient, retournez-la

au centre CAD/CAM, laboratoires dentaires pour refabrication.

b) Installer la prothése selon le bon protocole chirurgical.

(2) Pilier de numérisation

1), Centre laboratoires dentaires

(a) Fixez le Scan Abutment au modéle en Dlatre dentaire préleve

sur I'empreinte de la cavité buccale du pat

(b) Numérisez I'ensemble du modéle en Dlatre dentaire, y

compris le Scan Abutment, & I'aide d'un scanner dentaire.

(c) Envoyez le fichier numérisé au programme de CAO pour

fabriquer ‘un pilier personnalisé.

2) Clinique dentaire

(a) Installez le Scan Abutment sur la fixation implantée dans la

cavité buccale du patient.

(b) Scannez la cavité buccale du patient.
ent.

Abutm
numérisées au centre  CAD/CAM,

(c) Envoyer les données
laboratoires dentaires équipés d'un  systéme CAD/CAM pour
a 20° par

y compris le Scan

1abnquer un pilier personnalisé.
* L'angle doit étre inférieur
luminaire.

+ N'utilisez aucun produit inappropri¢ ou qui ne peut pas étre
connecté & larticulation de limplant. Pour la compatibilit¢ des
implants, se référer au catalogue.

5. Soins postopératoires

(1) Aprés la chirurgie, la_période de cicatrisation dépend de I'état

rapport & l'axe du

clinigue de chaque patient (qualit¢ osseuse, quantité osseuse,
stabilité initiale, état charge, état buccal, etc.). ar
conséquent, I'attention particuliere du  patient et I'inspection

étroite du clinicien sur les progrés sont nécessaires.
(2) Donner des conseils au Dat\ent pour qu'il reconnaisse qu'une
pression excessive telle qu'une force de mastication n'est pas
appliquée sur le site chirurgical pendant la période de
cicatrisation (période d'ostéo-intégration).

Donner des conseils au patient pour prendre soin de son
hygiéne bucco-dentaire afin d'éviter les effets secondaires.
(4) Attachez I'étiquette d'identification contenant le numéro de
lot, qui est enfermée dans la boite extérieure, sur le dossier du
patient, le film radiographique, etc. pour permettre de retracer le

produit.
(5) En cas d'échec de I'implant, il doit étre visité immédiatement
pour traitement.

6, Effets indésirables

(1) Cela pourrait entrainer un échec_d'implantation, comme une
perte osseuse, une faible stabilité initiale, un échec de fixation,
une jrritation et des lésions nerveuses, une dégradation de la
fonction masticatoire par une pratique ch\rurg\ca négligente. |l
existe également un risque de déceés di & ume infection grave
dans les cas graves.

(2) Des complications telles que des malaises, des bouffées de

chaleur, des démangeaisons, des douleurs, des cedémes, des
saignements, une inflammation, de la hevre une \mect\on un
ulcere des tissus mous, une sensation d'irritation, une

malocclusion et un site de suture ouvert peuvent résulter d'une
pratique chirurgicale inattentive ou d'un mauvais état de santé
eneral du patient .

3) Lengourd\ssement d aux lesions nerveuses dans la région

du visage est généralement un symptdme temporaire, mais
certains cas sont permanents.

7. Contre-indications

Les contre-indications doivent étre respectées lors de la

select\on des patients. Ceux—ci incluent, mais ne sont pas limités

(1) Faible qualité osseuse et quantité osseuse insuffisante
(2) Mauvaise hygiéne buccale et infection pathologique de I'os
alyéolaire.
(3) Maladies internes telles que I'nématodyscrasie et le diabéte,
ou la malnutrition
(4) Alcoolique, abus de drogues,
mental.
(5) Autre opération parodontale et chirurgicale interdite au patient
(6) Personnes allergiques et hypersensibles au titane (CP Ti
Grade 4, Ti-6Al-4V ELI) et & l'alliage cobalt chrome.
8. COHSBNaﬂOn et manipulation
(1) Les produits non- stérilisés doivent étre stérilisés a la vapeur
a haute pression pendant 15 minutes & des températures de 132
C (270 °F) et emballés avec un temps de séchage de 30
minutes avant utilisation. (Type de stérilisateur : Type & gravité)
(2) Utilisez uniquement des’ accessoires de stérilisation approuvés
par la FDA, y compris I'emballage.
(3) Il doit étre utilisé des instruments chirurgicaux du systéme
d'implant concerné.
(4) 'Si les couples de serrage recommandés ne sont pas
respectés, des risques de desserrage, de déformation du produit
et de rupture peuvent survenir. (voir catalogue.)
(5) Des fractures des vis peuvent se produire si
resserrées cing fois ou plus.
(6) Donner des conseils au patient pour prendre soin de son
hygiéne bucco-dentaire afin d'éviter les effets secondaires.
(7) Le produit déballé ou endommagé ne doit pas étre ut\l\se et
il ne peut pas étre retourné au fabricant ou au distributeu
(8) Lors de la mise au rebut de tels dispositifs, ehmmez les en
toute sécurité conformément aux réglementations des autorités
compétentes concernant la mise au rebut des dispositifs
medicaux.
(9) Si un incident grave se produit en rapport avec le dispositif
doit étre signalé au fabricant et & I'autorité competeme de I'Etat
membre dans lequel I'utilisateur et/ou le patient est éta
(10) Si I'emballage qui n'est pas ouvert par le dem\ste est
défectueux, demandez un remplacement au fabricant.
(91 WA Les produits non stériisés doivent étre stockés 2 15C-30C.
ttentios
(1) Soyez pleinement conscient des instructions d'utilisation avant
d'utiliser Megagen Implant System.
(2) Ne pas utiliser le produit si la date de validit¢ (durée de
conservation) a expiré.
Ne pas utiliser le produit contaminé par erreur du chirurgien
opérateur.
(4) Si le préléevement n'est pas effectué correctement, il faut
veiller & ce que le produit soit séparé et pénétre dans le corps
pendant la procédure.
(5) 1l convient de veiller & ce que la déformation et la fracture
du produit puissent facilement se produire si la prothése est
fabriquée sans tenir compte de la forme de la dent du patient et
de la répartition de la charge, ou si I'angle de placement de la
fixation et I'angle prothétique sont différents.
(6) Le produit est un produit & usage unique, il ne doit donc pas
étre réutilisé et I'utilisateur ne doit pas réutiliser les produits entre
les patients.
(7) Patients &gés de 18 ans et plus qui ont terminé la croissance
de Io de la machoire (patient partiellement ou complétement

tabagisme excessif et malade

elles sont

édenté)

[Aws aux patients]

- Attention aprés la premiére procédure
- Veuillez mordre une gaze environ 1
sa\gnemem

Une compresse
gonflement.
~ Prenez des analges\ques si vous avez des douleurs.
- Ne faites pas d'exercice excessif, prenez un bain.
- Mangez des aliments mous el évitez les aliments
pendant un jour ou deux.
- vatez de 1umer et ne buvez pas d'alcool pendant un mois.
brosser la zone aprés la premiére opération,
desmtecter gargarisme hexamedin.
prudent avec la zone de traitement jusqu'a la fin du
tra\temem Drothet\que final.

heure pour vérifier le

froide est nécessaire pour la zone de

irritants

- Soins aprés le traitement final
- Gardez votre bouche propre en tout tem
- Brossez-vous les dents, la brosse & dems interdentaire et le fil
dentaire aprés avoir mangé.
- Evitez les aliments durs
beauc oup.

- Veuillez visiter régulierement pour vérifier les anomalies.
- Veuillez eﬂectuer un détartrage une fois tous les 6 & 12 mois.
% Mises en gar
(1) La chirurgie dema\re ne doit étre pratiquée gque par des
dentistes et des chirurgiens ayant une 1ormat\on et une
expérience en chirurgie buccale ainsi qu'en diagnostic et
planification préopératoire.

2; Le produit doit étre utilisé dans une zone propre.

Une sélection inappropriée du patient et de la ch\rurg\e peut

entrainer I'échec de I'implantation et la perte d'os alvéolaire.
Ceci est un produit & usage unique et ne doit pas étre
réutilisé.
(5) Risques liés & la réutilisation d'un dispositif médical & usage
unique
1) La réutilisation n'est pas validée et elle comporte des risques
tels que la transmission_de maladies infectjeuses.
2) Cela pourrait entrainer des dysfonctionnements importants,
notamment une connexion défectueuse, un pilier blogué, des
dommages et des vis qui se desserrent.
3) La réutilisation entre patients est interdite.

) Le fabricant n'assume aucune responsabilité pour le produit
restérilisé par les utilisateurs.
(7) Les produits contaminés doivent étre jetés car ils provoquent
une infection et I'échec de la chirurgie.
(8) Le fabricant décline toute responsabilité en cas de problémes
lies & [l'utilisation de produits concurrents ou d'instruments
inappropriés.
(9) Ce produit peut étre utilisé dans les pays ou le produit a été
approuvé par leur gouvernement ou des agences connexes. La
disponibilit¢ des produits peut varier selon les pays en raison du
processus d'enregistrement.
* Si les utilisateurs utilisent des produits similaires qu\ ne_sont
pas fabriqués ou vendus par MegaGen, il peut avoir un
Drobleme de comDat\b\I\te de qualité et de précision.
(10) L'im dentaire n'a pas été_évalué pour la sécurite et la
compatibilité dans I'environnement RM. |l n'a pas été testé pour
I'échauffement, la_migration ou les artefacts d'image dans
I'environnement MR La sécurité des implants dentaires dans
I'environnement IRM est inconnue. L'examen d'un patient porteur
de cet appareil peut entrainer des blessures pour le patient.
# Lien vers SSCP (Le résumé de la sécurité et
performances cliniques)

ou caoutchouteux ou machez

des

ltaliano

Hleﬁlloﬁl’ 0 del prodotto

utment & destinato a supportare la corona in zirconia
Dersonahzzata realizzata con il sistema CAD/CAI

Scan Abutment viene ut\l\zzato per l'impronta d\g\tale utilizzando

lo scanner dentale. Col nsent\to Drogettare realizzare
monconi personalizzati ut\l\zzando CAD/
2. Uso previsto

I
ZrGEN Abutment viene utilizzato per il collegamento con una
fixture e funge da protesi implantare. Viene utilizzato con una
corona cementata a base di zirconia.
Scan abutment viene scansionato da uno scanner 3D per creare
un file immagine 3D e inviato a un CAD dentale per progettare e

produrre un abutment personalizzato. L'imm: me dello Scan
Abutment viene utilizzata per conoscere posizione e |
direzione dell'impianto di una fixture.

3. Pianificazione preoperatoria

Per un trattamento di successo, le seguenti procedure di

conferma devono essere eseguite attentamente per confermare il
piano di trattamento e la valutazione, e anche il prodotto dal
punto di vista medico e odontoiatrico.
(1) Dovrebbe controllare lo stato orale del paziente attraverso la
clinica, la foto radiografica e I'analisi del modello.
(2) Dovrebbe chiedere la decisione del paziente in caso di
diverse modalita di trattamento, dopo aver fornito la sufficiente
spiegazione del merito e demerito di ciascuna modalita e
programma di trattamento.
(3) Dovrebbe controllare la storia medica di un_paziente per
valutare lo stato delle condizioni di salute del paziente. In caso
di dubbi sulle condizioni di salute di un paziente, prima di
prepararsi per l'intervento chirurgico devono essere eseguiti i vari
test clinici per determinare |'assenza di condizioni anormali.
(4) Non utilizzare il prodotto se la confezione non &
completamente sigillata o strappata, e verificare inoltre le
anomalie come corpo estraneo, macchia, polvere minuta, data di
scadenza, ecc. dopo |'apertura della confezione.
(5) Controllare le informazioni sul prodotto come codice di
riferimento, taglia, data di produzione e data di scadenza prima
i iniziare l'intervento chirurgico.
) Verificare la comDat\b\I\ta con il componente avversario prima
dell'installazione orale.
4 Istruzioni per ['uso e procedura

Per una procedura dettagliata e le caratteristiche dei
comDonem\ del nostro sistema implantare dentale utilizzati con i
prodotti, fare riferimento al catalogo del relativo sistema
\m{alamare emesso da MegaGen Implant Co., Ltd.

Moncone Z

Preparazwone prima_dell'uso
(a) Verificare le specifiche del moncone da produrre controllando
attentamente il foglio d'ordine dello studio dentistico.
(b) Confermare se il prodotto & destinato all'uso controllando
I'etichetta del prodotto e controllando anche la confezione del
prodotto e il prodotto stesso.
2) Utilizzo del prodotto
(a) Centro CAD/CAM, Laboratori odontotecnici
a) Scansionare la condizione orale del paziente nei laboratori
odontotecnici utilizzando un modello in gesso dentale che viene
preso_l'impronta in clinica odontoiatrica con Scan Abutment,
scansionarlo direttamente_utilizzando uno scanner dentale presso
la clinica odontoiatrica. Ottieni un file di dati 3D scansionato e
aprilo utilizzando il programma CAD dentale.

Sulla base dei dati 3D. progettare la forma della protesi
personalizzata utilizzando il programma CAD dentale.
c) Utlizzando una fresatrice, modellare il materiale in ossido di
zirconio per realizzare la parte protesica personalizzata. Fare
riferimento alle istruzioni per I'uso della macchina del produttore
specifico.
d) Sinterizzare la parte protesica in zirconia personalizzata. Fare
riferimento  al  manuale  del prodotto  del  produttore
dell'apparecchiatura per le condizioni di sinterizzazione
e) Un odontotecnico ben addestrato esegue il mocco finale sulla
parte della protesi in zirconia fresata e sinterizzata.
f) Cementare la parte finita della protesi in zirconia sull'abutment
ZrGEN. Utilizzare un adesivo che interagisce fortemente con
I'ossido di zirconio e fare riferimento al manuale del prodotto del
rispettivo produttore per I'uso e la cautela.
g) Pulire completamente la protesi
eventuali corpi estranei.
h) Inviare la protesi definitiva allo studio dentistico.
(b) Clinica odontoiatrica/Ospedale
a) Installare la protesi definitiva nella cavita orale del paziente. Se
la protesi non si adatta al paziente, restituirla al centro
CAD/CAM, laboratori odontotecnici per la rigenerazione.
b) Installare la protesi secondo il protocollo chirurgico corretto.
(2) Scansione del moncon
1) Centro CAD/CAM, Iaboraton odontotecnici
(a) Fissare lo Scan Abutment al modello in gesso dentale preso

o

o

o
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definitiva per rimuovere

dall'impronta della cavita orale del paziente.
(b) Scansionare l'intero modello in gesso dentale, incluso lo Scan
Abutment tramite scanner dentale.
(c) Inviare il file scansionato al programma CAD per produrre un
moncone personalizzato.
) Ambulatorio dentistico
(a) Installare lo Scan Abutment sulla fixture impiantata all'interno
della_cavita orale del paziente.
b) Scansionare la cavita orale del paziente, compreso lo Scan
Abutment.
(c) Inviare i dati scansionati al centro CAD/CAM, laboratori
odontotecnici dotati di un sistema CAD/CAM per realizzare un
moncone personalizzato.
* L'angolo. deve essere entro 20° dall'asse dell'apparecchio.
+ Nonutilizzare prodotti inappropriati o che non possono essere
collegati  all'articolazione  dell'impianto.  Per la  compatibilita
implantare, fare riferimento al catalogo.
5. Assistenza post-operatoria
(1) Dopo I'intervento” chirurgico, il periodo di guarigione dipende
dalle condizioni cliniche di ciascun paziente (qualita ossea,
quantita ossea, stabilita iniziale, condizione di carico, condizione
orale, ecc.). Pertanto & necessaria l'attenta attenzione del
paziente e I'attenta ispezione del medico sui progressi.
(2) Dare consiglio al paziente per riconoscere che una pressione
eccessiva come la forza masticatoria non viene applicata al sito
chirurgico durante il periodo di guarigione (periodo  di
osteointegrazione).
) Dare consigli al paziente per prendersi cura dell'igiene orale
del paziente per evitare effetti collaterali.
(4) Applicare il cartellino identificativo contenente il numero
Lotto, che e racchiuso nella scatola esterna, sulla cartella del
paziente, sulla pellicola radiografica, ecc. per consentire la
tracciabilita del prodotto.
(5) In caso di fallimento dellimpianto, deve essere visitato
\mmed\atamente per il trattamento.
6, Effetti a
(1) Potrebbe causare un fallimento dell'impianto, come perdita
sea, bassa stabilita iniziale, fallimento ~della fissazione,
irritazione e danni ai nervi, degrado della funzione mast\catona a
causa di una pratica ch\rurg\ca negligente. Inoltre c'¢ il rischio di
morte a causa di una grave infezione nei casi piu gravi.
(2) Complicazioni come malessere, vampate di calore, prurito,
dolore, edema, sanguinamento, infiammazione, febbre, infezione,
ulcera dei tessuti molli, sensazione di irritazione, malocclusione &
un sito di sutura aperto possono derivare da una pratica
chirurgica disattenta o da una cattiva salute generale del paziente

(3) L'intorpidimento  da danno ai nervi nell'area
solitamente un  sintomo temporaneo, ma alcuni
permanenti.
7. Controindicazioni
Le controindicazioni devono essere osservate nella selezione dei
pazienti. Questi includono, ma non sono limitati a:
EW; Bassa qualita ossea e quantita ossea inadeguata

Cattiva igiene orale e infezione patologica dell'osso alveolare.
(3)  Malattie ematodiscrasia e diabete, o
malnutrizione
E4g Alcolisti, abuso di droghe, forte fumo e un Dazweme memale
5) Paziente vietato altri interventi chirurgici e parodont:
(6) Persone con_allergie e ipersensibilita al titanio (CP Ti Grade

=1

facciale &
casi  sono

interne  come

4, Ti-6AI-4V ELI) e alla lega cobalto-cromo.

8. Conservazione e trattamento

(1) | prodotti non sterilizzati devono essere sterilizzati con
sterilizzazione a ore ad alta pressione per mmut'\

sz

vaj
temperature di_ 132" C (270 °F) ayvolti con
asciugatura di 30 minuti prima dell'uso. (Tipo di stenl\zzatore t\uo
a gravita

(2) Utilizzare solo accessori per la sterilizzazione approvati dalla
FDA, compreso l'involucro.

(3) Dovrebbe essere utilizzato strumenti chirurgici del sistema
implantare pertinente.

(4) Se non vengono rispettate le coppie di serraggio consigliate,
possono verificarsi rischi  quali allemamemo, deformazione del
prodotto e frattura.(fare riferimento al catalogo.)

(5) Possono verificarsi fratture delle vm se riavvitate cinque o pit
(6) Cons\gl\are al paziente di prendersi cura dell'igiene orale del
paziente per evitare effetti collaterali.

(7) Il prodotto non imballato o danneggiato non deve essere
utilizzato e non pud essere restituito al produttore o distributore.
(8) Quando _si smaltiscono tali dispositivi, smaltirli in modo sicuro
in_conformitd con i regolamenti delle autorita competenti in
materia di smaltimento dei dispositivi medici.

(9) Se si verifica un incidente grave in relazione al dispositivo,
occorre segnalarlo al fabbricante e all'autorita competeme dello
Stato membro in cui & stabilito |'utilizzatore e/o il pazi

(10) Se la confezione non aperta dal dentista e d\tettosa
richiedere la sostituzione al produttore

(11) | prodotti non sterilizzatj devono essere conservati a una
temperatura comDresa tra 15 C e 30 C.

9. Atten:

(1) Essere D\enameme consapevoli delle istruzioni per I'uso prima
di utilizzare il sistema implantare Megagen.

(2) cINon utilizzare il prodotto se la data di validita (durata) &
scaduta

(3) Non utilizzare il prodotto contaminato per errore del chirurgo

operante.
(4) Se il Pick Up non viene eseguito correttamente, & necessario
prestare attenzione che il prodotto venga separato e penetrato
nel corpo durante la procedura.
necessario prestare attenzione affinché la deformazione e
la frattura del prodotto possano vermcars\ facilmente se la protesi
viene fabbricata senza consider: la del dente del
paziente e la distribuzione del car\co, o se langolo di
posizionamento dell'impianto e I'angolo della protesi sono diversi.
(6) Il prodotto € un prodotto monouso, pertanto non deve essere
riutilizzato e I'utente non deve riutilizzare i prodotti tra i pazienti.
) Pazienti di etd pari o superiore a anniche hanno
completato la crescita dell'osso mascellare (paziente edentato
?amale o completo)
Awiso per il paziente]
- Attenzione dopo la prima procedur:
Si prega di mordere una garza Der circa 1 ora per controllare
Iemorrag\a
— E necessario ul pacco freddo per I'area gonfia.
- Prendi antidolorifici se hai dolore.
Non esercitare eccessivamente, fare un bagno.
Mangia_ cibi morbidi ed evita cibi_irritanti per un giorno o due.
Evita di fumare e non bere alcolici per un mese.
Non spazzolare I'area dopo la prima operazione, disinfettare i
gargarismi con esamedina.
— Prestare attenzione all'area da trattare fino al
trattamento protesico finale.
- Cura dopo il trattamento finale
- Tieni la bocca sempre pulita.
- Lavarsi i denti, lo spazzolino interdentale e il filo interdentale
dopo_aver mangiato.
- Evita cibi duri o gommosi o mastica molto.
- Si Drega di visitare regolarmente per verificare la presenza di
anom
- Esegu\re il ridimensionamento una volta ogni 6-12 mesi.

>
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termine del

(1) La chirurgia dentale deve essere eseguita solo da dentisti e
ch\rurgh\ con formazione ed esperienza in chirurgia orale,

diagnosi e pianificazione preoperatoria.
(2) \I prodotto deve essere utilizzato in un'area pulita.
[ paziente e

La selezione inappropriata del l'intervento

chirurgico possono causare il falimento dell'impianto e la perdita
dell'osso alveolare.

(4) Questo & un prodotto monouso e non deve essere riutilizzato.
(5) Rischi il riutilizzo del dispositivo medico monouso

1) I riutilizzo non & convalidato e comporta rischi come la
trasmissione di malattie infettive. ) o .
2) Potrebbero verificarsi  gravi  malfunzionamenti, inclusi

conness\one difettosa, moncone bloccato, danni e allentamento
della vite.
3) E vietato il riutilizzo tra pazienti.
(6) Il produttore non ha alcuna responsabilita per il
risterilizzato dagli utilizzatori.

| prodotti contaminati devono essere eliminati
provocano infezioni e l'intervento chirurgico fallisce.
(8 Il produttore non ha alcuna responsabilita per problemi
nell' ut\l\zzo di prodotti della concorrenza o strumenti impropri.
(9) Questo prodotto puo essere Utilizzato nei paesi in cui il
prodotto & stato approvato dal loro governo o da agenzie
collegate La disponibilita del prodotto pud variare in base al
Paese a causa del processo di registrazione.
* Se gli utenti utilizzano prodotti simili che non sono fabbricati o
venduti da MegaGen, potrebbe esserci un problema di
compatibilitd di qualita e precisione.
(10) L'impianto dentale non & stato valutato per la sicurezza e la
compatibilita  nell'ambiente Non e stato testato per
riscaldamento, migrazione o artefatti dell'i immagine nell'ambiente
RM. La sicurezza dell'impianto dentale nell'ambiente della
risonanza magnetica & sconosciuta. La scansione di un paziente
che ha questo dispositivo pud causare lesioni al paziente.
Ff L\'rlwk) a SSCP (Il riepilogo della sicurezza e delle prestazioni
cliniche:

prodotto

poiché

Roman&

1. Rezumatul produsului
Bontul ZrGEN este destinat s& sustind coroana din
personalizata realizata prin sistemul CAD/CAM.
Scan Abutment este utilizat pentru amprenta digitala
scaner dentar. Si este Derrmsa proiectarea, fabricarea
personalizat folosind CAD/CA!
2. Utilizare prevazuta
Bontul ZIGEN este utilizat pentru conectarea cu un dispozitiv de
fixare si functioneazd ca proteza de implant. Se foloseste cu o
coroana cimentata pe baza de zirconiu.
Bontul de scanare este scanat de un scaner 3D pentru a crea
un fisier imagine 3D si este trimis la un CAD dentar pentru a
proiecta si fabrica un bont personalizat. Imaginea 3D a bontului
de scanare este utilizatd pentru a cunoaste pozitia si directia de
implantare a unui dispozitiv de fixare.
3. Planificare preoperatorie
Pentru un tratament de succes, urmétoarele proceduri de
confirmare trebuie efectuate cu atentie pentru a confima planul
de tratament si evaluarea, precum si produsul din punct de
vedere medical si stomatolog\c
(1) Ar trebui sa verifice starea orala a pacientului prin intermediul
analizei clinice, a fotografiilor radiografice si a modelului
@) ui sa solicite decizia pacientului in  cazul " diferitelor
metode de tratament, dupa furnizarea unei explicatii suficiente a
meritului si demeritului fiecarei metode si program de tratament.
(3) Ar trebui sa verifice istoricul medical al pacientului pentru a
evalua starea starii de sanatate a pacientului. Daca existd vreo
indoiald cu privire la starea de sanitate a pacientului, trebuie
etectuate diferite  teste clinice pentru a determina  absenta
lor anormale inainte de a se pregati pentru interventie
ch\rurg\cala

Nu ar trebui sa utilizati Drodusul daca pachetul nu este
complet sigilat sau care este de asemenea, ar trebui sa
verificati cu siguranta anomalule cum ar fi corpul stréin, pata,
praful minut, data expirarii si etc. dupa deschiderea pachetului.
(5) Vermca\\ informatiile despre produs, cum ar fi codul de
referinta, dimensiunea, data de fabricatie si data de expirare
nainte de a incepe operatia.
(6) Verificati compatibilitatea cu componenta adversa inainte de
instalarea orala.
4, Instructiuni de utilizare si procedurs
% Pentru o procedurd detaliatd si caracteristicile componentelor
sistemului nostru de implant dentar utilizate cu produsele, va
rugam sa consultaii catalogul de sisteme de implant relevante
emis de MegaGen Implant Co., Ltd.
(1) Bont ZIGEN

Pregatirea inainte de utilizare
(a) Verificati specificatiile bontului
verificand cu atentie fisa de
stomatologica.
(b) Confirmati daca produsul este destinat utilizarii verificand
eticheta produsului si, de asemenea, verificati ambalajul
produsului si produsul in sine.
2) Utilizarea_produsului
(a) Centru CAD/CAM Iaboratoare dentare

Scanati starea bucala a pacientului in laboratoarele dentare
folosind un model de ipsos dentar care este luat in amprenta in
clinica dentara cu Scan Abutment sau scanati-| direct folosind un
scaner dentar la clinica dentara. Obtineti un fisier de date 3D
scanat si deschideti-| folosind programul CAD dentar.
b) Pe baza datelor 3D, proiectali forma protezei personalizate
folosind programul CAD dentar.
c) Folosind o masina de frezat, modelati materialul din_ zirconiu
pentru a fabrica piesa de proteza personalizata. Consultati
instructiunile de utilizare a masmu de la producatorul respectiv.
d) Sinterizati piesa de proteza din _zirconiu personalizata.
Consultati manualul de produs al producatorului de echipamente
pentru conditile de sinterizare.
e) Un tehnician dentar bine instruit efectueaza retusurile finale ale
piesei de proteza din zirconiu frezat si sinterizat.
f) Cimentati piesa finitd de proteza din zirconiu pe bontul ZrGEN.
Utilizati un adeziv care interactioneaza puternic cu zirconia si
consultati manualul produsului respectiv al producatorului pentru
utilizare si Drecauf .
g) Curatati complet proteza finala pentru a indeparta eventualele
matem straine.
h) Trimite proteza definitiva la clinica dentara.
(b) Clinica dentara/Spitalul

zirconiu

folosind
bontului

fabricat
clinica

ce urmeaza a fi
comanda de la

a) Instalati proteza finala in cavitatea bucala a pacientului. Daca
proteza nu se potriveste pacientului, returnati-o la centrul
CAD/CAM laboratoare dentare pentru re—fabricare.

b) Montati proteza conform protocolului ch\rurg\cal corespunzator.

(2) Scan Bont

1) Centru CAD/CAM, laboratoare dentare

(a) Atasati bontul de scanare la modelul de ipsos dentar luat din

amprenta cavitatii bucale a pacientului.

(b) Scanati intregul model de ipsos dentar,

scanare cu_un scaner dentar.

(c) Trimiteti fisierul scanat céatre programul CAD pentru a fabrica
n bont Dersonahzat

2) Clinica dentars

(a) Instalati bomul de scanare pe dispozitivul de fixare implantat

in interiorul cavitatii bucale a pacientului.

inclusiv bontul de

(b) Scanati cavitatea bucald a pacientului, inclusiv bontul de
scanare.
(c) Trimite datele scanate catre centrul CAD/CAM, laboratoare

dentare echipate cu un sistem CAD/CAM pentru fabricarea unui
bont personalizat.

’*_ Unghiul trebuie sa fie de 20° fata de axa dispozitivului de
ixare.

* Nu utilizati niciun produs nepotrivit sau care nu poate fi
conectat la articulatia  implantului.  Pentru  compatibilitatea
implanturilor, consultati catalogul.

5. Tnrijiri postoperatorii
1) Dupa operatie, perioada de vindecare depinde de starea
clinica a fiecarui pacient (calitatea osului, cantitatea de os,
tab\l\tatea initiala, starea de incarcare, starea bucala etc.). Prin
ste necesard o atentie atentd a pacientului si a
chmcwanulu\ asupra_progresului.
(2 Acordati sfaturi_pacientului pentru a recunoaste ca presiunea
excesiva, cum ar fi forta masticatorie, nu este aplicatd la locul
ch\rurg\cal in timpul perioadei de vindecare (perioada de
osteo-integrare).
(3) Acordati sfaturi pacientului pentru a avea grija de
ucala a pacientului pentru a evita efectele secundare.
(4) Atasati eticheta de identificare care contine numdrul lotului,
ard, pe fisa pacientului, film cu
rmarirea_produsului.
acesta trebuie vizitat imediat

igiena

3 Sibi
n cazul esecului \mplamulu\
pentru tratament.

6. Efecte adverse

(1) Poate duce la esec de implantare, cum ar fi pierderea
osoasa, stabilitate initialda scazutd, esec de fixare, iritatie si
lezarea nervilor, degradarea functiei masticatorii prin practica

chirurgicald neglijenta. De asemenea, existd riscul de deces din
cauza infectiei severe in cazurile severe.

(2) Complicatii precum starea de rau, inrosirea fetei, mancarimea,
durerea, edemul, sangerarea, \mlama\\a febra, infectia, ulcerul
\esutunlor moi, senzatia de iritatie, malocluzia_si un loc_de suturd
deschis pot rezulta din practica chirurgicald neatenta sau din
starea de sdnatate generala a pacientului. .

(3) Amorteala de la afectarea nervilor in zona fetei este de obicei
un simptom temporar, dar unele cazuri sunt permanente.

7. Contraindicatil

Contraindicatiile trebuie respectate la
Acestea includ, dar nu se limiteaza la:
EW; Calitatea osoasa scazutd si cantitatea inadecvata a osului

2) lgiena bucala proasta si infectie patologica la nivelul osului
alveolar.
(3) Boli
malnutritia

(4) Alcool, abuz de droguri, fumat intens si pacient psihic.

(5) Alte operatii parodontale si chirurgicale interzise pacientului
(6) Persoane cu alergii si hipersensibilitate la titan (CP Ti Grad 4,
Ti—6AI-4V ELI) si aliaj de crom cobal
8, Conservare si manipular

(1) Produsele nesterilizate trebu\e sterilizate cu sterilizare cu_abur
de inaltd presiune timp de 15 minute la temperaturi de 132
(270 °F) si ambalate cu un timp de uscare de 30 de minute
inainte de utilizare. (Tip sterilizator: tip gravitational)

(2) Utilizati numai accesorii de sterilizare aprobate de FDA,
inclusiv folie.

(3) Ar trebui sa fie utilizate instrumente chirurgicale ale sistemului
de implant relevant.

(4) In cazul in care cuplurile de strdngere recomandate nu sunt
respectate, pot apdrea riscuri precum sldbirea, deformarea
produsului si rupere. (consultati catalogul).

(5) Se pot produce fracturi ale suruburilor daca sunt stranse din
nou de cinci sau mai multe ori.

(6) Acordati sfaturi pacientului pentru a avea grijd de igiena
bucala a pacientului pentru a evita efectele secundare.

(7) Produsul neambalat sau deteriorat nu trebuie utilizat si nu
poate fi returnat producétorului sau distribuitorului.

(8) Atunci cand aruncati astfel de dispozitive, aruncati-le in
sigurantd in conformitate cu reglementarile autoritatilor relevante
privind eliminarea dispozitivelor medicale.

(9 Tn cazul in care apare un incident grav m Iegatura cu
dispozitivul, ~ trebuie  raportat  producatorului autoritatii
competente a statului membru in care este stab\l\t utilizatorul
i/sau_pacientul.

10) In cazul in care pachetul care nu este deschis de
stomatolog este defect, solicitati un inlocuitor de la_productie.
(H) Produsele nesterilizate trebuie depozitate la 15C-30C.

selectarea pacientilor.

interne, cum ar fi hematodiscrazia si diabetul, sau

(1) Fm pe deplin constienti de instructiunile de utilizare Tnainte de

a utiliza Megagen Implant System.
Nu  utilizati Drodusul daca data valabild (perioada de
valabilitate) a fost expirata.
(3) Nu utilizati Drodusul contaminat din greseala chirurgului
ator.

op
(4) \n cazul in care Pick Up-ul nu se face corect, trebuie avut
grija ca produsul sa fie separat si patruns in corp in timpul
procedurii,
(5) Trebuie avut grija ca deformarea si fractura produsului sa
apard cu usurintd daca proteza este fabricata fard a lua in
considerare forma dintilor si distributia sarcinii pacientului sau
ge;ca unghiul de plasare a dispozitivului si unghiul protetic sunt

iferite.
(6) Produsul este un produs de unica 1olosmié, prin urmare nu ar
trebui sa fie reutilizat, iar utilizatorul s& nu refoloseasca produsele
intre pacienti.
(7) Pacienti cu varsta de
cresterea osului maxilarului
completa)
[Aviz pentru pacient]

« Atentie dupa prima procedura
- Va rugdm s& muscati un tifon aproximativ 1
verifica sangerarea.
- Pachetul rece este necesar pentru zona umflata.
- Luati analgezice daca aveti dureri.
- Nu faceti exercitii in exces, faceti o
- Mananca alimente moi si evita ahmentele iritante pentru o zi
sau doua.
- Evitati fumatul si nu consumati alcool timp de o lun
- Nu periati zona dupa prima operatie, dezmtectat\ gargara cu
hexamedm

- Atentie la zona de tratament pana la terminarea tratamentului
Drotet\c final.

Tngrijire dupa tratamentul final
- Pastreaza-ti gura curata tot timpul.
- Spalati-va pe dinti, periuta interdentara si ata dentara dupa
masa.
- vata\\ alimentele tari sau mestecate sau mestecati mult.

gam sa& vizitati regulat pentru a verifica dacd exista

18 ani si peste care au terminat
(pacient cu edentare partiald sau

ora pentru a

anom al

~ Va rugam sa faceti scalarea o data la 6 pana la 12 luni.

X Avertizari

1) Chirurgia stomatologica trebuie  efectuatd numai de

stomatologi si chirurgi cu pregatire si experienia in chirurgia

bucala, precum si diagnostic si planificare preoperatorie.

EZ; Produsul trebuie utiizat in zona curata.

3) Selectia necorespunzdtoare a pacientului si interventia

clh\rurlg\cala pot cauza esecul implantérii si pierderea osului

alve

(4) Acesta este un produs de unicad folosinta si nu trebuie

reutilizat.

(5) Risc reutilizarea dispozitivelor medicale de unica folosinta

1) Reutilizarea nu este validatd si prezintd riscuri precum

transmiterea de boli infectioase.
vea ca rezultat

conexiunea defecta, bontul

suruburilor.

3) Reutilizarea intre pacienti este interzisa.

(6) Producatorul nu are nicio responsabilitate pentru produsul

resterilizat de cétre utilizatori.

(7) Produsele contaminate trebuie aruncate deoarece provoaca

ie si esecul interventiei chirurgicale.

(8) Producatorul nu are nicio responsabilitate pentru problemele

legate de utilizarea produselor concurentilor sau a instrumentelor

necorespunzatoare.

inclusiv
slabirea

defectiuni  extinse,
blocat, deteriorarea si

(9) Acest produs poate fi utilizat in tarile in care produsul a fost |
aprobat de guvern sau agentii conexe. Disponibilitatea produsului
poate varia in functie de tara din cauza procesului de
inregistrare.

* Daca ut\l\zatom tolosesc produse similare care nu sunt fabricate
sau vandute de %a en, este posibil s& existe o problema de
compatibilitate cu calitatea si precizia.

(10) Implantul dentar nu a fost evaluat pentru siguranta si
compatibilitate Tn mediul MR. Nu a fost testat pentru incalzire.
migrare sau artefact de imagine in mediul MR. Siguranta
implantului dentar in mediul RM este necunoscuta. Scanarea unu
pacient care are acest dispozitv poate duce la ranirea
Dac\entulu\

% Link catre SSCP (Rezumatul sigurantei si performantei clinice)
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