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WHcTpyKuum 3a Tpeba He 3a C

WHCTpyKkummn 3a npunoxexue n 6esonacHoct 3a MEISINGER
Micro Screw System
Micro Screw System Basic

85FLBM25 - 0424

BuHTOBa cuctema 3a 6esonacHa ctabunusaumst Ha TpaHCNNaHTaTh oT kopTukanHa kocT ,Olsberger KoHuent' ot Mpod. a-p ®yan Xypwu
ApTukyn Ne: BMS00, BMSBA

Cuctemute ¢ MukpoBuHTOBE Bone Management® ce n3nonseart 3a CUrypHO puKcuMpaHe U cTabunuanpaHe Ha KOpTUKaHW KOCTHU npucagku.
CneumanHara xapakTepucTuka Ha Tesn CUCTeMU Ca BUHTOBETE 3a OCTeOCHHTe3a, komTo ca ¢ gnametsbp 1,0 mm un 1,2 mm. Te3n MMKpOBUHTOBE
ca n3paboTeHn OT xmpyprnyecka HepbxaaeMa CToMaHa, KOeTo MM OCUIypsiBa BUCOKA CTemneH Ha CTabMIHOCT BbNpeKkV HaMmaneHus gmamersp.

I PUNOXHU BENEXKU
CuctemnTte Cc MukpoBuHTOBe Bone Management® ca npepgHasHadeHu 3a nevyeHue Ha KOCTHM (hpakTypu, OCOGEHO 3a cuKcupaHe Ha
TpaHcnnaHTUpaHy KOCTHW BriokoBe Mo Bpeme Ha mpoleca Ha ayrMeHTauusi B yCTHaTa KyxvHa W B obrnactta Ha ropHouderiiocTHaTa Xupyprusi.
3abenexka: MukpoBMHTOBETE He TpsibBa Aa ocTaBaT TpaviHO B TAnoto. Crnea kato ca M3NbIHUM NoAAbpXaLlata ey yHKUMSA, Hanpumep cneg
3a3apaBsiBaHe Ha TpaHcnnaHTauus unu dpakTypa, Te TpsibBa Aa 6bAaT HaMbIHO OTCTPaHEHW.

I NMPUNOXEHUE
MpenopbYaHnTe 3a NPUNOXEHNETO CKOPOCTY U MakCUMAasiHO [OMYCTUMUTE CKOPOCTM ca 0606LLEeHM B Nperneaa Ha ctatvsita B pasgen ,ChabpkaHue”.
Te TpsbBa fa ce crna3Bar, 3a Ja ce rapaHTupa npaeunHara n 6esonacHa ynorpeba. Motpebutenar TpsibBa Aa ce yBepu, 4Ye BUHTOBETe ca obe3onaceHn
cpeLLly acnupauysi KakTo o BpeMe Ha 3akpernBaHeTo, Taka 1 no BpeMe Ha AeMoHTaxa (MpumepHo Ype3 nocTassiHe Ha kaydykoB Agamboces).

Mpo6uBaHe Ha NUNOTHUS OTBOP NpPe3 KOCTHUSA LMIIMHALP U peLunueHTHaTa KocT
3a nocTaBsAHETO Ha MWUKPOBMHTOBETE € HeobXxoaMMO npeaBapuTenHO NpobuBaHe Ha KOCTHWS TPaHCMNaHTaT U peuunueHTHaTa KocT. Toea ce
M3BBbPLLBA C MOMOLLTA Ha BUHTOBO CBPEeASo ¢ AnameTbp 0,2 mm no-manbk oT To3u Ha BUHTOBaTa GopmaluuvHa:

- MukpoBuHT 1,0 mm £ Ycyksalo cepeano MSPB1 unu cepeano 202RF 008 (J 0,8 mm)

- MukpoBMHT 1,2 mm £ Ycyksallo cspeano MSPB2 unu cepeano 202RF 010 (J 1,0 mm)
CboTBeTHOTO NpobuBaHe TpsibBa Aa ce U3BbLPLUBA C NPEKLCBAHUSI U MPU MOCTOSIHHO OXMaXaaHe CbC cTepuneH nanonorniyeH pasrsop. Tbit
KaTo MWKPOBWHTOBETE MMAT camoHapesHa pesba GrnarogjapeHue Ha crneuuanHo odopMeHuUTe cTpaHu Ha pesbata, He e Heobxogumo Aa ce
npobuBa pasLmpuTeneH oTBOp (Mb3rall ce OTBOP) Ha BbHLUHWS AMaMeTbp Ha BUHTOBETE.

U360p Ha oTBepTKa U MOHTUpPaHe Ha MUKPOBUHTOBETE

B 3aBvicumocT ot n3bpaHara npoueaypa (MexaHW4HO U PbYHO MOCTaBsiHe Ha BUHTOBE) TpsibBa Aa ce n3bepe noaxoasiuata
oTtBepTKa. 3a pbyHO BKapBaHe ce u3nonagat oteepTkute MSSDE (eguHuuna oteeptka) unn MSSDM (no u3bop cbe 3axsat
MSGSD). BuHtoBeptsT MSSDW c brmoBa hacka ce u3ronssa 3a aBTOMATUYHO MOCTaBsiHe C ObpaTeH HaKOHEYHVIK.
SABENEXKA: OTBepTkaTa € xBallay MMa CneumanHo YCTPOMCTBO 3a 3axsallaHe. BegHara crnep kato BpbakaTa Mexay
OTBEpTKaTa M MWKPOBMHTA CE YCTAHOBM Ype3 KBagpara, TOBa 3axBallaLlo YCTPOWCTBO Ce 3aTBapsi Ype3 u3byTBaHe
Ha XBallaya KbM MWKPOBMHTA. B pesynTar Ha ToBa 3axBalLaLLOTO YCTPOMCTBO 0oOXBalla Ha BWHTA KoOWTO TpsibBa da ce
B3eMe, KOEeTO OCUrypsiBa HaAEXAHO 3axBalliaHe U Mo TO3W HauWH NO3BOMSIBA CUTYPHO NMpeHacsiHe A0 XMPYPrUYHOTO MSICTO U
6e30MacHoO NpUNoXeHue.

®dukcupaHe Ha KOCTHaTa npucagka

Crep, ToBa n3GpaHata OTBEpTKa Ce W3Mon3Ba, 3a Aa Ce B3eMe MUKPOBUHT C MOAXOASLLA AbIKVHA U [a Ce MPUKPEenK
KOCTHUSIT TPaHCMNaHTaT KbM PeLMrMeHTHaTa KoCT. MUKPOBUHTLT Moxe fa 6bae BkapaH B KocTTa 6e3 npeasaputenHo
u3psizaHa pesba, Tbil KaTo e CbC CcamoHapesHa pesta. MWKPOBWHTBT ce 3arsira KOHTPONMPAHO, [OKATO KOCTHWSIT
LMnMHAOBP ce dovKeupa 3apaso B narepa. Koctta He Tpsibea Aa ce npeTosapsa no BpeMe Ha To3u npouec. OcseH ToBa
no Bpeme Ha nmpolieca Ha 3aBMHTBaHe TpsibBa Aa ce cnassa OcTa, onpeqereHa oT npeasapuTernHo NpobuTus oTeop, 3a
[ia ce NPefoTBPaTV HaKMaHSHETO Ha BUHTA. AKO He e Bb3MOXHO TPaHCMaHTaTbT Aa ce (PUKCHpa 30paBo C efyH BUHT, ce
npernopbyBa Aja Ce M3Monaeart rMoHe ABa BUHTA, 3a fia Ce OCUTYpU CpeLLly 3aBbpTaHe.

OTcTpaHsiBaHe Ha MUKPOBUHTOBETE

KaTto ce uma npeaswa cneunduyHOTO 3a NaLyeHTa BpeMe 3a 3a3fpaBsBaHe W Crief KIMHUYHO W PEHTreHOrpadCkv NMOTBbPAEHO MbITHO 3a3fpaBsBaHe
Ha KOCTTa U (hyHKUMOHANHO Bb3CTaHOBSIBAHE, MUKPOBMHTOBETE TpsiOBa Aa Ce M3BaAsT OT CuUCTEMAata C MUKPOBMHTOBE B NOCOKa, obpaTHa Ha
4acoBHWKOBaTa CTPerka, C NOMOLLUTa Ha oTBepTka. MUKpoBUHTOBETE TpsibBa Aa GbAAT OTCTPAHEHU W B Criyyaii Ha pa3xnabBaHe Ha BUHTA, MHEKLMS
1nu oTcnabeaHe Ha KOCTHaTa TbKaH BCIEACTBUE Ha MOCTABEHWS KOCTEH BUHT.

CTepunusauusi HA MUKPOBUHTOBETE

VIHCTpYMEHTHTE 1 MMKPOBUHTOBETE Ce AOCTaBAT HECTEPWITHU 1 Npean ynotpeba TpsioBa Aa 6baaT 06paboTeHn B CbOTBETCTBME C BanuanpaHuTe
MHCTPYKUMK 3a 06paboTka (nouncTBaHe/ae3vnHdekums/cTepunmsaums). 3a npasnnHa obpaboTka Ha 3genvsaTa, Mons, cnassanTe MHCTPYKLUnTe
3a obpaboTka (nouncTeaHe, Ae3nHdEKUMs U cTepunmaauns) Ha meguumuHckn usgenns ot Hager & Meisinger GmbH.

I VHCTPYKLUWMMN 3A MOHTUPAHE U DEMOHTUPAHE HA OTBEPTKATA CbC 3AXBAT
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Oteeprka 1) 3axsat(2) xreb 1(3) xne6 2@) w

1 Bakpenerte XBau.laq@m:M OCTp1eTo Ha OTBepTKaT@ KaKTO e rnokasaHo. HatucHete 3aXBaTa@u,0KaTo ce 3axBaHe B xreba 1 (@ OTBOPEHO MOOXEHNE).

.
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2 OtBeprTkaTa ChC 3axBaT Beve e roTosa 3a ynotpeba. 3a ia 3axBaHeTe 34paBo BUHTa, NiTb3HETe 3axBaTa(2 J1o N0Ccoka Ha OCTPUETO Ha OTBEpTKaTa BbpXy BUHTA,
Bokarto ce 3axBaHe Bxne6a 2 (4) satBopeHo nonoxewve). 3a Aa ro U3saauTe, NiTb3HeTe 3axsara(2 1o NOCOKa Ha OCTPUETO Ha OTBEpTKaTa W o U3nbpranTe.

M3xBBbpnsiHe Ha oTNaabLM

KoraTo nsxsbpnsite MHCTPYMEHTUTE (B Kpasi Ha eKCnoaTaunoHHNS UM CPOK UK Cried n3TudaHe Ha onpeaernieHnst Cpok Ha rogHocT), ce yBepeTe,

Ye NPOAYKTLT € N3XBbPIIEH B OTNaAbLMTE 3a BMONOrYHO onacHu BeLecTsa. Beuyikm KOMNOHEHTH Ha onakoBKaTa ce M3XBBbPNST B CbOTBETCTBUE

C HauMOHanHuTe pasnopeabu (Hamp. ABOWHa cucTema 3a oTnagbLm). 2| 44



I1po1'v|Bon0Ka3aHv|s|
Mo npuHUmMn TpﬂsBa Aa ce B3emart npensua 06LI.|,VITe MeOULINHCKKU, KaKTOo U MecCTHuUTe, abConoTHATE U OTHOCUTESNTHUTE NPOTMBOMNOKa3aHuA 3a
CTOMaTonornyHa xmpyprus.

AGCONIOTHN NPOTUBONOKa3aHUA

- AKTMBHM UHDEKLMM BBB Unu B BNIM30CT A0 30HaTa, KOSITO TpsiGBa Aa 6bAe yBenuyeHa, KakTo 1 NoKanHu Uiy CUCTEMHU NaToONOrMyHN
npouecu (Hamp. CMMNTOMU KaTo Tpecka, NokanHo BbananeHue, abeuecu)

- HepocTtaTbyHO KONMMYECTBO KOCTU (KauyecTBO/KONUYECTBO)

- 3abonsiBaHUs UMY MeAMKaMeHTH, KOUTO HapyLaBaT KOCTHUS MeTabonusbm

OTHOCUTENHM NPOTMBONOKa3aHUsA

- HenbneH fgeHToanBeonapeH pactex (M3kmioveHue: criyyau, Npy KOUTO He Ce ovakBa [AeHTOanBeonapeH pacTex, Hamp. ekTogepmanHa
avcnnasms)

- VI3BecTHU aneprm n/unu peakuysi Ha Yy>ao TAMo KbM CbCTaBa Ha CriniaBTa Ha MUKPOBUHTOBETE

- CUCTEMHM W/MnNu MeTaBonuTHU 3ab0NABaHUS UMM MEeOMUMHCKU NEYEHNsl, KOUTO BOAAT A0 NPOTrPEecHBHO BrolwaBaHe Ha CbCTOSIHUETO Ha
KOCTUTe (Hanp. KOPTU3OH, MMyHocynpecopw, budocdoHaTn, anabert n ap.)

- 3noynoTpe6a c HapKOTULM 1 ankoxorn

- Jlunca Ha npmabpXkaHe OT CTpaHa Ha nauueHTa

- Ilowo kpbBOOGpaLLeHne

- TeXXbK TPyA UKW akTUBEH CropT

- McKxnYHO ChCTOSIHME, KOETO MOXE Aa AoBede A0 HecnasBaHe Ha fekapckuTe npeanucaHns

- CunHo atpodupaHa yentoct

BAXXHO: TpsibBa Aa ce BHMMaBa fa ce NpeanasaT aHaTOMUYHUTE CTPYKTYpu (6e3onacHo pascTosiHue MUMH. 2 mm) 1 XoAa Ha CbCefHuTe 3b6u/
3bOHM KOpEeHH (pPYCK OT yBpexaaHe, nHdekuus, pesopbuus). 3a aa ce nsberHe pa3BuTETO Ha MHeKUMK 1 pe3opbuus, Tpsbea Aa ce BHMMaBa
[a ce NpegoTBpaTV KOHTAKTBT MEXAY TPaHCNnaHTaTa u cbceaHnTe 3bbu. MexaHnyHaTa cTabunHOCT e OT ChLUECTBEHO 3HaYeHWe 3a YCNeLLUHOTO
3a3gpaBsiBaHe Ha KOCTTa.

CNEUMANHN YKA3AHNA 3A BUHTOBE: KocTHuTe BUHTOBE Ca CbBMECTUMM C MHCTPYMeHTUTe Micro Screw System n Micro Screw System
Basic. BuHTOBETE MOraT a ce U3nonssart camo C Teau cneunduyHn 3a cuctemara MHCTPYMeHTU. Mpu n3bopa Ha AbIiK1HaTa U PasnonoXeHeTo
Ha BUHTa TpsbBa Aa ce B3eMe NpeaBuz OLEeHKaTa Ha HamuyHaTta KocT C MOMOLLTa Ha PeHTreHoBa AuarHocTuka. [maearta Ha BUHTa Tpsbsa Aa
ce 3abue Bb3MOXHO Hal-Nnocko B KOCTHUS Brok, 3a Aa ce npegotspaTtv nepdopauys Unu AexcLeHUmst Ha MekuTe TbkaHu. MpekoMepHarta
husnyecka akTMBHOCT U TpaBMUTE, 3acsiral MsCTOTO Ha ayrMeHTauus, Morat Aa [OBeAaT [0 NpeXaeBpeMeHHa NoBpeaa Ha BUHTa nopaau
pasxnabBaHe unu cyyneaHe. BuHTOBeTe moraT Ja ce M3nons3eaT caMo B CbOTBETCTBME C MHCTPYKLMWTE 3a NpuroxeHve u GesonacHocT.
BcsikakbB BuA Mogudmkaums Ha npoLeayparta unv Ha NpoaykTa MoXe Aa BIOLUM ycrexa Ha nevyeHneTo unv ga nospeau npogykrta. BuHtoBete
ca npoaykT 3a edHokpaTtHa ynotpeba v mopaau ToBa He TpsibBa da ce mpepaboTBaT MU M3Mon3BaT MOBTOPHO cried ynoTpe6a. Jopu npu
BUHTOBE, KOWUTO Beve ca Gunv 13nonseaHu, HO BU3yaslHO HE ca NOBpeAeHW, MoraT Aa ce MOSIBAT MUKPOCKOMWYHW MOBPEAW BCNEACTBME Ha
NpPeavLLIHOTO MexaHW4yHO HaToBapBaHe, KOETO MOXe Aa AOBeAe A0 Npu3HauM Ha yMopa U noBpeaa Ha npogykta. MuKpoBMHTOBETE He ca
oLieHeHW 3a 6e3onacHOCT 1 CbBMECTMMOCT B CpeAa 3a MarHUTHO-pe3oHaHCcHa AnarHocTvka. Te He ca TeCTBaHW 3a HarpsiBaHe, MUrpauvst unu
apTedakT Ha nsobpaxeHveto B MP cpena. BesonacHoctTta B MP cpena e HecurypHa. CkaHMpaHeTo Ha NaumeHT ¢ ToBa MeAuLMHCKO usgenve
MoXe Aa [oBefe A0 HapaHsiBaHe Ha nauueHTa.

ij: CepI/IOSHVITe WHUUOEHTU, CBbp3aHn C U3gennmeTo, ce AoKnaaBat Ha npousBoanTensa U Ha KOMNEeTeHTHUA OopraH Ha AbpXaBarta
YrieHKa, B KOATO € YyCTaHOBEH ﬂOTpeGI/ITeJ'IﬂT n/vnn nauneHTbT.

,Peslome Ha GesonacHocTTa M KNMHUYHUTE XapakTepucTukn® (SSCP) obobliaBa KMMHUYHUTE AaHHW M OOMbMAHUTENHa WHgopmauusa 3a
6e3onacHocTTa U KNMHUYHWUTE XapakTEPUCTUKM Ha BUHTOBETE U MOXe Aa GbAe NPpeaocTaBeHo KaTo Konve Npy nouckBaHe no enekTpoHHa noLuya
Ha agpec RA@meisinger.de. Cnepn kato EBponeiickata 6a3a AaHHW 3a meguumnHcku nsgenuns (EUDAMED) 3apabotu, SSCP 3a BUHTOBETE MOXe
na 6bae BuasHO Ha cnepHus yebeanT https://ec.europa.eu/tools/eudamed.

O61wa nHdopmaums

Mons, cnassaiiTe cbLiO Taka obLMTE MHCTPYKUMK 3a ynoTpeba n 6e3onacHocT Ha npoayktute Ha MEISINGER B obnactTta Ha
MeauuMHaTa, KakTo M MHCTPYKUMMTE 3a npepaboTka (MouncTBaHe, AesvHGEeKums U cTepunuaaums) Ha MeAuUUMHCKUTE MPOAYKTU
Ha Hager & Meisinger GmbH.
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Mpoussoputen  Homepha  Memmucxo Homepra Hewsnonssaiite Hee  Criopencenepaniws sakonHa Brumanve  Mapwposkasa  Axo onakoskata [lata va ONAKOBLYHE Cnasgaifre
apTikyna  ycTpoucTeo  NaptWdata  IOBTOPHO  CTEpUneH  CALL| Toau npomykT Moxe aa CbOTBETCTBME € MOBPEAeHa, He  MPOV3BOACTBO  ~enynyua ENeKTPOHHITE
08 MPofiasa Camo Ha 06yueHt uanonasante VHCTPYKLWM 33

MEMMLIHCKA CrieLvanicTvt unu pabota

OT TAXHO UMe.

Hager & Meisinger GmbH
Hansemannstr. 10
41468 Neuss * lepmaHus

Ten. +49 2131 2012-0
dakc: +49 2131 2012-222
Email: info@meisinger.de

YebcanT:  www.meisinger.de



I Cb0bPXAHUE

Micro Screw System Micro Screw System Basic
Apt. Ne BMS00 = Apt. Ne BUSBA &
1x 202RF 008 2x MSS10 4 1x 202RF 008 3x MSS10 6
1x 202RF 010 3x MSS10 6 1x 202RF 010 3x MSS10 8
1x MSPB1 3x MSS10 8 1x MSPB1 3x MSS10 10
1x MSPB2 3x MSS10 10 1x MSPB2 3x MSS12 6
1x MSSDW 2x MSS10 12 1x MSSDE 3x MSS12 8
1x MSSDM 2x MSS10 14 1x MSSDW 3x MSS12 10
1x MSGSD 1x MSS12 4

2x MSS12 6

2x MSS12 8

2x MSS12 10

1x MSS12 12

1x MSS12 14

Capearno Yeyksalla OteepTka RA OtBepTka PbuHa Baxsar 3a pbyHa

6opmalumHa eAvHNYHa? oTeepTka® oTBepTka

Lyl

202RF 202RF MSPB1 MSPBZ | mssow | mssDe | mssom | MsGsD

[pbxka’ 204

Paavep 008 01 0 008 01 0 - - - -
ObmkuHamm — 14.0 14.0 14.0 14.0 24.0 100.0 154.7 33.0
1 0.8 1.0 0.8 1.0 = = - -
On. ckopoctipm 1,000 1.000 1.000 1.000 10 - - -
Makc. ckopocTpm - 6 000 6.000 6.000 6.000 15 - -

C€ 0044 Ce

BunTose* **
L
Mss10 | Mssto | Mssio | mssio | mssio | Mssto
Awmkura mm 4.0 6.0 8.0 10.0 12.0 14.0
K 0.6 0.6 0.6 0.6 0.6 0.6
iy 1.0 1.0 1.0 1.0 1.0 1.0
BuntoBe* ** L
Mss12 | mssi2 | mss12 | mssi2 | Mss12 | mMssi2
Momksamm 4.0 6.0 8.0 10.0 12.0 14.0
K 0.7 0.7 0.7 0.7 0.7 0.7
iy 12 12 12 12 12 12
* @ 1204=RA, 206=RAXL *u‘ BbHLUEH AnameTbp *‘A‘* MunumaneH anameTsp 2 uniocTpupad 1:4  ° unioctpupaH 1:3

** XupypruyHa Hepbxaaema cromana B cboteetcTaye ¢ DIN ISO 5832-1, ASTM F138. 3a fombnHuTenHa MH(opmaLys OTHOCHO ChCTaBa Ha cnnasTa,
MOns, CBbpXeTe ce C NPOuU3BOAUTENS.

4|44
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Micro Screw System Basic
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Bone Management® ZUIRET R A T K BB B R A 22 A E AR E . IXBERGHORFERERA 1.0 KA 1.2 SRS G BuIRE . X SRR
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Bl AL LR BT, 9 F TG A R R KRR ) o T OB AT (B S T 28 1 R kAR, L B ok, R TE T AR ARAT AME AL (3
L .

1 PEURLL T R 2 B IR T
MRAEFTERET (WURECTFAMEAIT R, AL FEAIGNIRZLT]. MSSDE (FlR£2T]) B MSSDM (Wb MSGSD  Jekf
W) B TIR T TN R EI K MSSDW RA IR T T FHLE BB

VERL: AT SRAR A IBRLL TR — NRRI A E . — FUR 22 TIANRRET 2 M TR B TR, il i e ff
AE T BT AR IR B . XRE, SRR B 5 ZE R ) G AT R RET Sk B R oR, R ERTTARMI AR, T
LA A O PR RET RS B TR EAL, FRORUENIFT %242

It SE A

R P 7 ARV RR 22 T AR UG 2 P ) R AT, K R MR B AE 2 e iy TRRIRE TR E SR8, (A
i MRS AR ST R o DARTR Ry U SRR T, 30 [ o b T S e o AESERERR T, S
ARSZRR M AT o BEAh, AR SRR AT R BB FLAR RE AR, LARG IR ARET IR anSRTCid ] — AT 242 i il
SERSHNR, AT PR ST LART 1E L e

IR R 2
FBIERRE AR B A, ERARRARAES e B MRS )G, LB R ET R BURIBRLL T U 07 A AT B . 2R i
BUSETASY IRl UK RN B AR TAL ST, U O IRET

T BRET O 2

A AR R E T TE AT A I R K B, 8 FH AT A0 AT 2 A BRI G vl /i B8/ KB ST AR . O 7 IER b AT FRAR 3, 15I85F  Hager
& Meisinger GmbH [ ZS7 X #5 FRALEE (v THERAIKED Ui,

I i R e ELE 22 T B
- —©

D7

gD, ML, Ml 1, Ml 2@ -’

— oY

| EETR, IR QR ENRLT] 1 I b e B BB SO E G HIFLE) .

0
iﬂ‘:} =i

2 GIENT MBS LRRREL ) 7o BIERIR, TR TI TN A O ER L b, BRI S 2 e @ KD . BERE, R
FARLL TV TV N B Q) IR S

IRPIAL B
FEALEALER (EIAF A G5 AP R AR RGOk = S EREE Wt A QR IR E e AT A E
WRMAG -
51|44



=

JRI L, 255 RS B F REFAR K — M B2 A AR R LU R At RIS A A

YA B

o FEiE XA S A RIS S MR A, DA R e S B AR (AR R . RARSEAE AR o
s BHEAR (RE/HE)

o MR AU PR B )

AT AE AR
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KFIRET R AU IR AT 5T8ALRET RSt (Micro Screw System) FIBEAGHALIRET RG8 (Micro Screw System Basic) #fblAfZ . MRET H Ak 51X Lt
ROt HAMEC G . TEIERRET KEFRET AL B, WAERAMAH X SHERSWd ol FHE Rl RSk SR AT RE TN B e, BLBG
BB R GBI R M8 S AL i AR s B R AME, T S BURET A B BTN R WRET R AR IS A A 22 A i A . X AR
B S BEAT (AT S Y (A BSOS T RE S 6 7 I T SRR = o BRET R — =, UL S A BN TR E S . B S g E 4t
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Instrukce k pouziti neplati pro USA

Aplikace a bezpecénostni pokyny pro MEISINGER
Micro Screw System
Micro Screw System Basic

85FLBM25 - 0424

Systém SroubUl k bezpecné stabilizaci kortikalnich kostnich $tépt ,Olsberger Konzept' Prof. Dr. Fouad Khoury
Polozka & BMS00, BMSBA

Systémy Bone Management® Micro Screw se pouzivaji k bezpecné fixaci a stabilizaci kortikalnich kostnich §tépd. Zvlastnosti téchto systéma
jsou osteosyntetické Srouby o priméru 1,0 mm a 1,2 mm. Tyto mikro$rouby jsou vyrobeny z chirurgické nerezové oceli, coz jim i pres jejich mensi
prameér zajistuje vysokou stabilitu.

I INDIKACE K POUZITI

Systémy mikrosroubt Bone Management® jsou uréeny k o$etfeni kostnich zlomenin, zejména k fixaci transplantovanych kostnich bloku pfi augmen-
taci v dutiné Ustni a v maxilomandibularni chirurgické oblasti. Poznamka: MikroSrouby by nemély zlstat trvale v téle. Poté, co spini svou podpurnou
funkci, napfiklad po zhojeni transplantatu nebo zlomeniny, musi byt zcela odstranény.

I APLIKACE

Rychlosti doporu¢ené pro danou aplikaci a maximalni povolené rychlosti jsou shrnuty v pfehledu ¢lanku v ¢asti ,Obsah®. Je nutné je dodrzovat,
aby bylo zajisténo spravné a bezpecné pouzivani. Uzivatel musi zajistit, aby byly Srouby b&hem upevhovani i demontaze zajistény proti
vdechnuti (napfiklad polozenim kofferdamu).

Vrtani pilotniho otvoru skrz kostni valec a kost prijemce
Pro aplikaci mikro$roubU je nutné predvrtani kostniho $té€pu a kosti pfijemce. Provadi se spirdlovym vrtdkem o praméru 0,2 mm
a mensim:
- 1,0 mm Micro Screw 2 spiralovy vrtak MSPB1 nebo poc¢ateéni vrtak 202RF 008 (& 0,8 mm)
- 1,2 mm Micro Screw 2 spiralovy vrtak MSPB2 nebo poc¢ateéni vrtak 202RF 010 (& 1,0 mm)
Prislusné vrtani by mélo probihat preruSované a za stalého chlazeni sterilnim fyziologickym roztokem. Vzhledem k tomu, Ze mikroSrouby maji
diky specialné tvarovanym bokim zavitu samofezny zavit, neni nutné na vné&jSim prliméru Sroubd vrtat rozsifujici otvor (kluzny otvor).

Vybér Sroubovaku a montaz mikroSroubu

V zavislosti na zvoleném postupu (mechanické nebo ruéni zavadéni Sroubd) je tfeba zvolit vhodny Sroubovak. Pro ruéni
vkladani se pouZivaiji $roubovaky MSSDE (jednoduchy roubovak) nebo MSSDM (volitelng s chapadlem MSGSD). Srou-
bovak MSSDW s uhlovou fazetou se pouZiva pro automatické zavadéni s protilehlym nasadcem.

POZNAMKA: Sroubovak s chapadlem ma specidlni uchopovaci zafizeni. Jakmile se vytvoFi spojeni mezi §roubovakem
a mikroSroubem pomoci ¢tyfhranu, toto uchopovaci zafizeni se uzavfe zatlacenim uchopovace smérem k mikroSroubu.
V dusledku toho uchopovaci zafizeni obklopi hlavu Sroubu Micro Screw, ktery ma byt vyzvednut, coz zajistuje spolehlivé
uchyceni a umoznuje tak bezpecny pfenos na chirurgické misto a bezpe¢nou aplikaci.

Fixace kostniho s§tépu

Pomoci vybraného Sroubovaku se nyni vybere mikroSroub vhodné délky a kostni Stép se pfipevni k piijemcové kosti.
MikroSroub Ize do kosti zavést bez predfezaného zavitu, protoZze ma samofeznou konstrukci zavitu. MikroSroub se kon-
trolované utahuje, dokud neni kostni valec pevné fixovan v loZisku. Kost nesmi byt béhem tohoto procesu pretézovana.
Kromé toho je tfeba béhem Sroubovani dodrZzovat osu uréenou predvrtanym otvorem, aby nedos$lo k naklonéni Sroubu.
Pokud neni mozné $tép bezpecné fixovat Sroubem, doporucuje se pouZit alespori 2 Srouby k zajisténi Stépu proti rotaci.

Demontaz mikrosroubt

S ohledem na dobu hojeni specifickou pro konkrétniho pacienta a po klinicky a rentgenologicky potvrzeném Uplném zhojeni kosti a obnoveni funkénosti
je treba $rouby Micro Screw vyjmout ze systému Micro Screw proti sméru hodinovych rugidek pomoci $roubovaku. Srouby Micro Screws musi byt od-
stranény také v pfipadé uvolnéni Sroubu, infekce nebo oslabeni kostni tkéné v dusledku zavedeného kostniho $roubu.

Sterilizace mikroSroubt

Nastroje a mikroSrouby se dodavaji nesterilni a pfed pouZitim je tfeba je znovu zpracovat v souladu s validovanymi pokyny pro zpracovani
(Cisténi / dezinfekce / sterilizace). Pro spravné reprocesovani predmétu dodrZujte pokyny pro reprocesovani (Cisténi, dezinfekci a sterilizaci)
zdravotnickych prostfedk(l od spole¢nosti Hager & Meisinger GmbH.

I POKYNY PRO MONTAZ A DEMONTAZ SROUBOVAKU S CHAPADLEM

=} e S @
@ ; S

Sroubovak(), chapadlo(2), drazka 1(3), drazka 24) v

=

AL

=
1 Pfipevnéte chapadlo2k cepeli éroubovékL(Dpodle obrazku. Zatlacte chapadlo@dokud nebude v drazce 1 (@, otevfena poloha).

&

= ! —a=

2 Sroubovak s chapadlem je nyni piipraven k pouziti. Chcete-li $roub bezpe&né uchytit, posurite chapadlo@/e smeéru ¢epele Sroubovaku po Sroubu, dokud
nezapadne do drazky 2 (@ zaviena poloha). Pro demontaz posurite chapadl@e smeéru Cepele Sroubovaku a stahnéte jej.

Likvidace odpadu
P¥i likvidaci pfistrojii (po skonc&eni jejich Zivotnosti nebo po uplynuti stanovené doby pouzitelnosti) zajistéte, aby byl vyrobek zlikvidovan v od-
padu pro biologicky nebezpec¢né latky. VSechny soucasti obalu se likviduji v souladu s vnitrostatnimi predpisy (nap¥. dualni systém nakladani s
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Kontraindikace
V zasadé je tfeba brat v ivahu vSeobecné, mistni, absolutni a relativni kontraindikace pro zubni chirurgické zakroky.

Absolutni kontraindikace

« Aktivni infekce v oblasti, ktera ma byt augmentovana, nebo v blizkosti této oblasti, a mistni nebo systémové patologické procesy
(napfiklad symptomy jako horecka, mistni zanéty, abscesy).

» Nedostate¢na kostni podpora (kvalita/kvantita).

* Onemocnéni nebo Iéky ovliviiujici kostni metabolismus.

Relativni kontraindikace

« Nedokoné&eny dentoalveolarni rist (vyjimka: pfipady, kdy neni o¢ekavan zadny dentoalveolarni rdst, napf. ektodermalni dysplazie)
* Znamé alergie a/nebo cizorodé reakce na slitinové sloZeni mikro§roubu

« Systémova a/nebo metabolicka onemocnéni nebo 1é¢by vedouci k postupnému zhorSovani kosti (napf. kortizon, imunosupresiva,
bisfosfonaty, diabetes atd.)

« Zneuzivani drog a alkoholu

« Nedostateéna spoluprace ze strany pacienta

« Spatna prokrvenost

« Tézka fyzicka prace nebo aktivni sporty

« Psychicky stav, ktery mize vést k nesplnéni lékafskych pokyn(

« Vlysoky stupen atrofie Celisti

DULEZITE: Je dllezité dbat na ochranu anatomickych struktur (minimalni bezpe&nostni odstup 2 mm) a sledovat prilb&h sousednich zubt/
kofenu (nebezpeci poskozeni, infekce, resorpce). Aby se pfedeslo vzniku infekci a resorpce, mélo by byt zajisténo, aby nedochazelo ke kon-
taktu mezi transplantatem a sousednimi zuby. Mechanicka stabilita je kli¢ova pro ispésné hojeni kosti.

ODDELENE POKYNY PRO SROUBY: Kostni $rouby jsou kompatibilni s nastroji Micro Screw System a Micro Screw System Basic. Srouby Ize
pouzivat vyhradné s témito systémovymi nastroji. Pfi volbé délky Sroubu a umisténi Sroubu je tfeba zohlednit hodnoceni dostupného kostniho
materialu pomoci rentgenové diagnostiky. Hlava Sroubu by méla byt co nejvice ponofena do kostniho bloku, aby se preventivné zabranilo per-
foraci mékkych tkani nebo dehiscencim. P¥ilisné fyzické aktivity a trauma, ktera ovliviiuji misto augmentace, mohou vést k pfed¢asnému selhani
$roubli uvoln&nim nebo prasknutim. Srouby Ize pouZivat pouze v souladu nédvodem k pouZiti a bezpednostnimi pokyny. Jakakoli modifikace
postupu nebo produktu mize vést k ovlivnéni Gspé&chu lééby nebo poskozeni produktu. Srouby jsou jednorazovym produktem a po pouZiti
nesméji byt znovu upravovany nebo opétovné pouzivany. | pfi jiz pouzitych, ale vizualné neposkozenych Sroubech muze dojit k mikroskopickym
poskozenim v dusledku pfedchozi mechanické zatéze, coz mlize zpUsobit inavové jevy a selhani produktu. Micro Screws nebyly hodnoceny z
hlediska bezpecnosti a kompatibility v prostfedi magnetické rezonance (MR). Nebyly testovany na zahfivani, migraci nebo vznik artefaktu obra-
zu v prostfedi MR. Bezpec¢nost v prostfedi MR neni zaru¢ena. Skenovani pacienta timto lékafskym prostfedkem muze vést k zranéni pacienta.

A hlasit vyrobci a pfislusné-mu organu ¢lenského statu, ve kterém ma uzivatel a/nebo pacient trvaly pobyt.

LZprava o bezpecénosti a klinickém vykonu“ (SSCP) predstavuje shrnuti klinickych dat a dalSich informaci o bezpecénosti a klinickém vykonu
Sroubld a muze byt zaslana emailem na zakladé zadosti na adresu RA@meisinger.de. Po spusténi Evropské databaze lécivych prostfedki
(EUDAMED) bude mozné SSCP pro Srouby zkontrolovat na nasledujici webové strance https://ec.europa.eu/tools/eudamed.

= Obecné pokyny

d Prosim, vezméte v Uvahu také vSeobecné pokyny k pouziti a bezpe¢nosti vztahujici se k vyrobkim MEISINGER v oblasti
zdravotnictvi a také pokyny k pripravé (Cisténi, dezinfekce a sterilizace) lékaiskych prostfedkl od spolec¢nosti
Hager & Meisinger GmbH.

) wo] [ @ A A ccrccomw & M T [T e

Vyrobce  Cislo Zdravotnicky Cislo $arze Nepouzivejte  Neni — Podle federalnlch zakonl Pozor  Znacka shody Pokud Datum  balici jednotka ~Dodrzujte
polozky  prostredek znovu sterilni USA smi byt tento vyrobek je obal vyroby elektronlcky
prodavan pouze vysko- poskozen nac;/L(I)ka
lenym Iékafm nebo jejich ?’%Qtléﬂ- P
jménem. l

Hager & Meisinger GmbH
Hansemannstr. 10
41468 Neuss * Némecko

Tel. +49 2131 2012-0
Fax: +49 2131 2012-222
Email: info@meisinger.de
Internet: www.meisinger.de
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Brugsanvisning til brug uden for USA

Anvendelses- og sikkerhedsinstruktioner for MEISINGER
Micro Screw System
Micro Screw System Basic

Skru-system til sikker stabilisering af kortikal knogletransplantationer ,Olsberger Koncept* af Prof. Dr. Fouad Khoury.
Varenr: BMS00, BMSBA

Bone Management® Micro Screw-systemerne bruges til sikker fiksering og stabilisering af kortikale knogletransplantater. Det sarlige ved disse systemer er
osteosynteseskruerne, som har en diameter pa 1,0 mm og 1,2 mm. Disse mikroskruer er fremstillet af kirurgisk rustfrit stal, hvilket giver dem en hej grad af
stabilitet pa trods af deres reducerede diameter.

I INDIKATION FOR BRUG
Bone Management® Micro Screw systemerne er indiceret til behandling af knoglefrakturer, iszer til fiksering af transplanterede knogleblokke under udvidelsespro-
cessen i mundhulen og i det maxillomandibulare kirurgiske omrade. Bemaerk: Mikroskruerne ber ikke forblive permanent i kroppen. N&r de har opfyldt deres
stettende funktion, f.eks. ndr et transplantat eller en fraktur er helet, skal de fiernes helt.

BN ANVENDELSE
De hastigheder, der anbefales til anvendelsen, og de maksimalt tilladte hastigheder er sammenfattet i artikeloversigten under ,,Indhold*. Disse skal overholdes for at
sikre korrekt og sikker brug. Brugeren skal sikre, at skruerne er sikret mod aspiration bade under fastgerelse og fiernelse (for eksempel ved at anlaegge en kofdam).

Boring af pilothullet gennem knoglecylinderen og modtagerknoglen
Det er nadvendigt at bore et pilothul gennem knogletransplantatet og recipientknoglen for at kunne anvende mikroskruerne. Dette udferes med et spiralbor
med en mindre diamter pA 0,2 mm:

- 1,0 mm mikroskrue £ spiralbor MSPB1 eller bor 202RF 008 (& 0,8 mm)

- 1,2 mm mikroskrue £ spiralbor MSPB2 eller bor 202RF 010 (& 1,0 mm)
Den péageldende boring skal foregd intermitterende og under konstant afkeling med steril, fysiologisk saltvandsoplesning. Da mikroskruerne har et
selvskaerende gevind p grund af deres specielt stebte gevindflanker, er det ikke nadvendigt at bore et forleengerhul (glidehul) pd skruernes ydre diameter.

Valg af skruetrakker og montering af mikroskruer

Afhzengigt af den valgte procedure (mekanisk eller manuel skrueindsattelse) skal den passende skruetraekker vaelges. Skruetraskkerne
MSSDE (enkelt skruetraekker) eller MSSDM (valgfrit med griber MSGSD) bruges til manuel iseetning. Skruetraekkeren MSSDW med
vinklet affasning bruges til automatisk indfering med vinkelstykket.

BEMAERK: Skruetraekkeren med griber har en saerlig gribeanordning. S8 snart skruetraekkeren og mikroskruen er forbundet via firkan-
ten, lukkes denne gribeanordning ved at skubbe griberen i retning af mikroskruen. Som felge heraf omslutter gribeanordningen skrue-
hovedet p& den mikroskrue, der skal tages op, hvilket sikrer et palideligt greb og dermed muligger sikker overfersel til operationsstedet
og sikker anvendelse.

Fiksering af knogletransplantatet

Den valgte skruetrakker bruges derefter til at opsamle en mikroskrue af en passende leengde og fastgere knogletransplantatet til
modtagerknoglen. Mikroskruen kan indsaettes i knoglen uden et forudskaret gevind, da den har et selvskaerende gevinddesign. Mikros-
kruen strammes pa en kontrolleret made, indtil knoglecylinderen er fastgjort i lejet. Knoglen ma ikke overbelastes under denne proces.
Desuden skal den akse, der er angivet af det forborede hul, overholdes under skrueprocessen for at forhindre, at skruen vipper. Hvis
det ikke er muligt at fiksere transplantatet sikkert med én skrue, anbefales det at bruge mindst to skruer for at sikre det mod rotation.

Fjernelse af mikroskruerne

Under hensyntagen til den patientspecifikke helingstid og efter klinisk og radiologisk bekraeftet, fuldstaendig knogleheling og funktionel genoprettelse skal mikroskruerne
fiernes fra mikroskruesystemet mod uret ved hjaelp af en skruetraekker. Mikroskruerne skal ogsa fijernes i tilfaelde af, at skruen lasner sig, infektion eller svaekkelse af
knoglevaevet pa grund af den indsatte knogleskrue.

Sterilisering af mikroskruerne

Instrumenterne og mikroskruerne leveres ikke-sterile og skal behandles i overensstemmelse med validerede behandlingsanvisninger (rengering/desinfektion/
sterilisering) for brug. For korrekt behandling af produktet, se venligst instruktionerne for genbehandling (rengering, desinfektion og sterilisering) af medicinsk
udstyr fra Hager & Meisinger GmbH.

I ANVISNINGERNE TIL MONTERING OG AFMONTERING AF SKRUETRAKKER MED GRIBER

-—0 -l . ==
Oy N

Skruetraekker(D), Griber(2), Rille 1(3), Rille 2@) -’

- <=
AY

s _—
1 Seet griberen@ast pa klingen af skruetraekkeren(‘Dsom vist. Skub griberer@ indtil den gar i indgreb i rillen 1 (@ 8ben position).

— ! 1

2 Skruetraekkeren med griber er nu klar til brug. For at holde skruen fast skubbes gribere@ retning af skruetrakkerens klinge hen over skruen, indtil den gér i indgreb
i rillen 2 (4), lukket position). For at afmontere den skal du skubbe griberer(2) retning af skruetraekkerens klinge og traekke den af.

Bortskaffelse af affald
Ved bortskaffelse af instrumenterne (ved slutningen af deres levetid eller efter udlgbet af den angivne holdbarhed) skal det sikres, at produktet bortskaffes i
affaldet for biofarlige stoffer. Alle emballagekomponenter bortskaffes i overensstemmelse med nationale bestemmelser (f.eks. dobbelt affaldssystem).
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Kontraindikationer
| princippet skal der tages hensyn til generelle medicinske sével som lokale, absolutte og relative kontraindikationer for tandkirurgi.

Absolutte kontraindikationer

* Aktive infektioner i eller naer det omrade, der skal forstaerkes, samt lokale eller systemiske patologiske processer (f.eks. symptomer som feber,
lokal inflammation, bylder)

¢ Utilstraekkelig knoglevolumen (kvalitet/kvantitet)

¢ Sygdomme eller medicin, der forringer knoglemetabolismen

Relative kontraindikationer

» Ufuldstaendig dentoalveolaer vaekst (undtagelse: tilfelde, hvor der ikke kan forventes dentoalveolaer vaekst, f.eks. ektodermal dysplasi)

¢ Kendt allergi og/eller fremmedlegemereaktion over for legeringssammensaetningen i mikroskruerne

* Systemiske og / eller metaboliske sygdomme eller medicinske behandlinger, der ferer til progressiv forringelse af knoglen (f.eks. kortison,
immunsuppressive midler, bisfosfonater, diabetes osv.)

¢ Misbrug af stoffer og alkohol

¢ Manglende compliance fra patientens side

 Dérlig blodcirkulation

* Tungt arbejde eller aktiv sport

* Psykisk tilstand, der kan fare til manglende overholdelse af laegens ordrer

* steerkt atrofisk kaebe

VIGTIGT: Der skal udvises sarlig opmaerksomhed med at beskytte de anatomiske strukturer (sikkerhedsafstand min. 2 mm) og forlgbet af nabotaenderne/
tandredderne (risiko for skader, infektion, resorption). For at undgd udvikling af infektioner og resorptioner skal der serges for at forhindre kontakt mellem
transplantatet og nabotaenderne. Mekanisk stabilitet er afgarende for en vellykket knogleheling.

SARLIGE ANVISNINGER TIL FOR SKRUER: Knogleskruerne er kompatible med Micro Screw System- og Micro Screw System Basic-instrumenterne.
Skruerne m3 kun bruges med disse systemspecifikke instrumenter. Ved valg af skrueleengde og skrueplacering skal der tages hensyn til vurderingen af den
tilgaengelige knogle ved hjeelp af rentgendiagnostik. Skruehovedet skal forsaenkes sé fladt som muligt i knogleblokken for at forhindre perforering af bledt vaev
eller dehiscens. Overdreven fysisk aktivitet og traumer, der pavirker udvidelsesstedet, kan fere til for tidlig skruesvigt p& grund af lesning eller brud. Skruerne
ma kun anvendes i overensstemmelse med anvendelses- og sikkerhedsanvisningerne. Enhver form for @ndring af proceduren eller produktet kan forringe
behandlingens succes eller beskadige produktet. Skruerne er et engangsprodukt og ma derfor ikke genbehandles eller genbruges efter brug. Selv med skruer,
der allerede har varet brugt, men som er visuelt ubeskadigede, kan der opstd mikroskopiske skader pd grund af den tidligere mekaniske belastning, hvilket
kan fore til tegn pd udmattelse og produktsvigt. Mikroskruerne er ikke blevet evalueret med hensyn til sikkerhed og kompatibilitet i MR-miljget. De er ikke
blevet testet for opvarmning, migration eller billedartefakter i MR-miljget. Sikkerheden i MR-miljget er usikker. Scanning af en patient med dette medicinske
udstyr kan resultere i skade pd patienten.

ZAE |IEnhver alvorlig haendelse, der er sket i forbindelse med udstyret, skal indberettes til producenten og den kompetente myndighed i den medlems-
stat, hvor brugeren og/eller patienten er etableret.

,Sammenfatning af sikkerhed og klinisk ydeevne“ (SSCP) opsummerer de kliniske data og andre oplysninger om skruernes sikkerhed og kliniske ydeevne og
kan udleveres som en kopi p& anmodning via e-mail til RA@meisinger.de. N&r den europziske database for medicinsk udstyr (EUDAMED) er operationel,
kan SSCP for skruerne ses pé felgende hjemmeside https://ec.europa.eu/tools/eudamed.

0] Generel information
2 Overhold ogsa de generelle brugs- og sikkerhedsanvisninger for MEISINGER-produkter inden for det medicinske omrade og
for oparbejdning (rengering, desinfektion og sterilisering) af medicinske produkter fra Hager & Meisinger GmbH.

] @ AN cerccow & pd] T T s

Producent ~ Varenummer  Medicinsk udstyr Batch-nummer M ikke genbruges Ikke steril Ihenhuldtllamenkzmkluvglvmngmz Opmarksomhed - Overensstemmelsesmarke Hvis emballagener ~ Datofor  Emballageenhed Overhold den
dette produkt kun selges til eller pa vegne skadiget fremstilling elektroniske betje-
af uddannet medicinsk personale. Ma du ikke bruge ningsvejledning

Hager & Meisinger GmbH
Hansemannstr. 10
41468 Neuss ¢ Tyskland

TIf. +49 2131 2012-0
Fax: +49 2131 2012-222
E-mail: info@meisinger.de
Internet: www.meisinger.de
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I INDHOLD

Micro Screw System

Varenr: BMSO0 &7 Varenr: BMSBA  T7

1x 202RF 008 2x MSS10 4 1x 202RF 008
1x 202RF 010 3x MSS10 6 1x 202RF 010
1x MSPB1 3x MSS10 8 1x MSPB1
1x MSPB2 3x MSS10 10 1x MSPB2
1x MSSDW 2x MSS10 12 1x MSSDE
1x MSSDM 2x MSS10 14 1x MSSDW
1x MSGSD 1x MSS12 4

2x MSS12 6

2x MSS12 8

2x MSS12 10

1x MSS12 12

1x MSS12 14

Micro Screw System Basic

3x MSS10 6
3x MSS10 8
3x MSS10 10
3x MSS12 6
3x MSS12 8
3x MSS12 10

Borekrone Spiralboremaskine

il

202RF | 202RF | MsPB1 MSPB2 MSSDW.

Shank’ 206 206 204 204
Storrelse 008 010 008 010
Laengde mm 14,0 14,0 14,0 14,0
1 0,8 1,0 08 1,0
Opt.hastighed rpm 1,000 1,000 1,000 1,000
Maks. Hastighed rpm 6,000 6,000 6,000 6,000

C€ 0044

Skruer® **

Mss10 | Mssto | Mssio | Mssio

Laengde mm 4.0 6,0 8,0 10,0
iy 0,6 0,6 0,6 0,6
ully 1,0 1,0 1,0 1,0

C€ 0044

Skruer® **

Mss12 | mss12 | mssi2 | mMssi2

Lzengde mm 4.0 6,0 8,0 10,0
iy 0,7 0,7 0,7 0,7
L 1,2 1,2 1,2

C€ 0044

’u‘ Udvendig diameter

® @ 1204=RA , 206=RAXL

*‘A“ Mindste diameter

ker RA single! Manuel skruetrakker’ Griber til manuel skruetrkker

|

204

IF

24,0 100,0 154,7 33,0

10 -
15 -

Cce

L

MSS10 MSS10

12,0 14,0
0,6 0,6
1,0 1,0

L

MSS12 MSS12

12,0 14,0
0,7 0,7
1,2 1,2

** Kirurgisk rustfrit stal i henhold til DIN IS0 5832-1, ASTM F138. For yderligere oplysninger om legeri

kontaktes prod

2illustreret 1:4  *illustreret 1:3
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Instructions for use not for USA

Application and safety instructions for the MEISINGER
Micro Screw System
Micro Screw System Basic

85FLBM25 - 0424

Screw System for safe Stabilization of Cortical Bone Graft Transplants ‘Olsberger Konzept’ by Prof. Dr. Fouad Khoury
Art.-No.: BMS00, BMSBA

The Bone Management® Micro Screw Systems are used for the safe fixation and stabilisation of cortical bone grafts. The special feature of these systems are
the osteosynthesis screws, which have a diameter of 1.0 mm and 1.2 mm. These Micro Screws are made of surgical stainless steel, which gives them high
stability despite their reduced diameter.

I INDICATIONS FOR USE

The Bone Management® Micro Screw Systems are indicated for the treatment of bone fractures, especially for the fixation of transplanted bone blocks during the
augmentation process in the oral cavity and maxillomandibular surgical field. Note: Micro Screws are not intended to remain in the body permanently. After they
have fulfilled their supportive function such as is the case after healing of a transplant, or healing of a fracture, for example, they need to be removed completely.

B UTILIZATION
The recommended speeds for the application and the maximum speeds are summarized in the instrument overview under ,Content”. For proper, safe use,
these must be observed. The user must ensure that the screws are secured against aspiration both during the attachment and during its removal (e.g. by placing
a rubber dam).

Placement of the pilot hole through bone cylinder and recipient bone

For the application of the Micro Screws, a pilot hole through bone graft and recipient bone is necessary.

This is done using a twist drill with a 0.2 mm smaller diameter:

¢ 1.0 mm Micro Screw 2 twist drill MSPB1 or initial bur 202RF 008 (& 0.8 mm)

¢ 1.2 mm Micro Screw 2 twist drill MSPB2 or initial bur 202RF 010 (& 1.0 mm)

The respective drilling should take place intermittently and under constant cooling with sterile, physiological saline solution. Since the Micro Screws have a
self-tapping thread due to specially shaped thread flanks, no expansion drilling (gliding hole) to the outer diameter of the screws is necessary.

Selection of the screwdriver and picking up of the Micro Screws

Depending on the selected procedure (machine or manual screw insertion), the appropriate screwdriver must be selected.
The screwdrivers MSSDE (screwdriver basic) or MSSDM (optionally with claw MSGSD) are used for manual insertion. For
machine insertion with the angle piece, the MSSDW, screwdriver RA, is used.

NOTE: The screwdriver with claw has a special gripping device. As soon as the connection between screwdriver and Micro
Screw is given over the square, this gripping device is closed by pushing the claw in the direction of the Micro Screw. The
gripping device thus encloses the screw head of the Micro Screw to be picked up, which ensures a reliable hold and thus
enables a secure transfer to the operation area and safe application.

Fixation of the bone graft

Using the selected screwdriver, a Micro Screw of appropriate length is picked up and the bone graft is attached to the re-
cipient bone. The Micro Screw can be inserted into the bone without thread cutting, as it has a self-tapping thread design.
The Micro Screw is tightened in a controlled manner until the bone cylinder is firmly fixed in the site. The bone must not be
over stressed. In addition, during the insertion process, the axis specified by the pilot hole must be observed to prevent the
screw from tilting. If a safe fixation of the graft with one screw is not possible, fixation with at least 2 screws is recommended
to prevent any rotation.

Removing the Micro Screws

Taking into account the patient-specific healing time and after clinically and radiographically confirmed complete bone healing as well as functional restoration,
the Micro Screws are to be removed counter-clockwise using a screwdriver from the Micro Screw System. The removal of the Micro Screws is also necessary
in the case of screw loosening, infection or weakening of the bone tissue due to the inserted bone screw.

Sterilisation of the Micro Screws
The instruments and Micro Screws are non-sterile when delivered and must be processed (cleaned / disinfected / sterilised) according to validated instructions

for processing before use. For proper processing of the articles, please observe the instructions for processing (cleaning, disinfecting and sterilising) of medical
devices produced by Hager & Meisinger GmbH.

I INSTRUCTIONS FOR DISASSEMBLY AND ASSEMBLY OF THE SCREWDRIVER WITH CLAW

-—0 -l . ==
Oy N

Screwdriver (1), Claw (2), Groove 1(3), Groove 2 (4) v

=

1. Attach the claw(2) to the screwdriver blade (T), as shown. Push the claw (2) until it snaps into groove 1 ((3), open position).

N
ﬂ = ! —=)

2. Now the screwdriver with claw is ready to use. To secure a screw, push the cIaw@ in the direction of the screwdriver blade over the screw until it snaps
into groove 2 ( @, closed position). For Disassembly push and remove the cIaw@ into the direction of the screwdriver blade.

Disposal
When disposing of the instruments (at the end of their service life or after the specified shelf life has expired), ensure that the product is disposed of in the waste
for biological hazardous substances. All packaging components are disposed of in accordance with national regulations (e.g. Dual Waste System). 14 | 44



Contraindications
Basically, general medical as well as local, absolute and relative contraindications for dental surgical procedures must be considered.

Absolute contraindications

*Active infections in or near the area to be augmented as well as local or systemic pathological processes (e.g. symptoms such as fever,
local inflammation, abscesses)

¢ Insufficient bone volume (quality / quantity)

¢ Diseases or medication that impair bone metabolism

Relative Contraindications

* Dentoalveolar growth which has not come to an end (exception: cases in which no dentoalveolar growth can be expected, e.g. ectodermal dysplasia)

* Known allergies and/or foreign body reaction to the alloy composition of the Micro Screws

¢ Systemic and/or metabolic diseases or medical treatments that lead to progressive deterioration of the bone (e.g. cortisone, immunosuppressants,
bisphosphonates, diabetes, etc.)

* Drug and alcohol abuse

¢ Lack of patient compliance

* Poor circulation

¢ Hard physical labor or active sports

* Mental condition, which can lead to disregard of the medical order

¢ Highly atrophic jaw

IMPORTANT: Attention must be paid to the protection of the anatomical structures (safety distance min. 2 mm) as well as to the course of the adjacent teeth
/ tooth roots (risk of damage, infection, resorption). To avoid infection and resorption, care should be taken to avoid contact between the graft and adjacent
teeth. Mechanical stability is essential for successful bone healing.

SEPARATE INSTRUCTIONS FOR SCREWS: The bone screws are compatible with the instruments of the Micro Screw System and Micro Screw System
Basic. The screws may only be used with these system instruments. When selecting the screw length as well as the screw placement, the evaluation of the
available bone by means of X-ray diagnostics must be taken into account. The screw head should be countersunk as flat as possible in the bone block to
prevent soft tissue perforation or dehiscence. Excessive physical activity as well as trauma impairing the augmentation site can lead to premature failure of the
screws due to loosening or breaking. The screws may only be used in accordance with the application and safety instructions. Any kind of modification in the
procedure or on the product can lead to impairment of the success of the treatment or damage to the product. The screws are a disposable product and
must therefore not be reprocessed and reused after use. Even with screws that have already been used but are visually undamaged, the previous mechanical
stress can cause microscopic damage, which can lead to fatigue and product failure. The Micro Screws have not been evaluated for safety and compatibility
in the MR environment. They have not been tested for heating, migration, or image artifact in the MR environment. The safety of the Micro Screws in the MR
environment is unknown. Scanning a patient who has this medical device may result in patient injury.

A Any serious-incident that has occurred 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.

The “Summary of Safety and Clinical Performance Report” (SSCP) is a summary of the clinical data and further information on the safety and clinical perfor-
mance of the screws and can be provided as a copy upon request by e-mail to RA@meisinger.de. Once the European Database for Medical Devices
(EUDAMED) is operational, the SSCP for the screws can be viewed on the following website: https://ec.europa.eu/tools/eudamed.

[E#:E[E] General instructions
Please follow general application and safety instructions for MEISINGER products in the medical area and also the advice for processing (cleaning,

disinfection and sterilisation) of medical devices from Hager & Meisinger GmbH.

“ @ A ce /C€ 0044 @ &I p D:i:l ifu.meisinger.de

Manufacturer ~Item number  Medical device ~ Batch number Donotre-use  Non-sterile  Under U.S. federal law, this devicemay ~ Caution Conformity mark Donotuseifthe  Manufacuring  Packagingunit  Consul elctronic
only be sold to or on behalf of trained packaging date instructions for use
medical professionals. is damaged

Hager & Meisinger GmbH
Hansemannstr. 10
41468 Neuss * Germany

Tel. +49 2131 2012-0
Fax: +49 2131 2012-222
Email: info@meisinger.de
Internet: www.meisinger.de
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I CONTENT

Micro Screw System Micro Screw System Basic
Art.-No. BMS00 &7 Art.-No. BMSBA *7
1x 202RF 008 2x MSS10 4 1x 202RF 008 3x MSS10 6
1x 202RF 010 3x MSS10 6 1x 202RF 010 3x MSS10 8
1x MSPB1 3x MSS10 8 1x MSPB1 3x MSS10 10
1x MSPB2 3x MSS10 10 1x MSPB2 3x MSS12 6
1x MSSDW 2x MSS10 12 1x MSSDE 3x MSS12 8
1x MSSDM 2x MSS10 14 1x MSSDW 3x MSS12 10
1x MSGSD 1x MSS12 4

2x MSS12 6

2x MSS12 8

2x MSS12 10

1x MSS12 12

1x MSS12 14

Initial Bur Twist Drill Screwdriver RA Screwdriver basic Manual screwdriver Claw for manual screwdriver

IR

Shank! 206 206 204 204 204

Size 008 010 008 010 > = = =
Lengthmm  14.0 14.0 14.0 14.0 24.0 100.0 154.7 33.0
T 0.8 1.0 0.8 1.0 - - S =
Opt.speedrpm ~ 1.000 1.000 1.000 1.000 10 = - -
Max. speed rpm  6.000 6.000 6.000 6.000 15 . -

C€ 0044 Ce

Screws* **

i1

L

Mss10 | Mssto | Mssio | mssio | mssio | Mssto
Length mm 4.0 6.0 8.0 10.0 12.0 14.0
K 0.6 0.6 0.6 0.6 0.6 0.6

iy 1.0 1.0 10 1.0 1.0 1.0

C€ 0044

Screws™ **

S

L

Mss12 | mssi2 | mss12 | mssi2 | Mss12 | mMssi2
Lengthmm 4.0 6.0 8.0 10.0 12.0 14.0
iy 0.7 0.7 0.7 0.7 0.7 0.7
L 1.2 12 12 12 12 12
* @ 1204=RA , 206 =RAXL ’u‘ External diameter *‘A“ Minimal diameter Zillustrated 1:4  ?illustrated 1:3

** Surgical stainless steel according to DIN IS0 5832-1, ASTM F138. For further information on alloy composition please contact the manufacturer. 16 | 44



Instructions for use only for USA

Application and safety instructions for the MEISINGER
Micro Screw System
Micro Screw System Basic

85FLBM25 - 0424

Screw System for safe Stabilization of Cortical Bone Graft Transplants ‘Olsberger Konzept’ by Prof. Dr. Fouad Khoury
Art.-No.: BMS00, BMSBA

The Micro Screw System and Micro Screw System Basic are used for the safe fixation and stabilizationof cortical bone grafts. These systems contain osteosyn-
thesis screws made of surgical stainless steel with diameters of 1.0 mm and 1.2 mm.

I INDICATIONS FOR USE
The Micro Screw System and Micro Screw System Basic are developed and manufactured to be used as non-active bone surgery implants for the treatment of
bone fractures, especially for the fixation of transplanted bone blocks during the augmentation process in the oral cavity and maxillomandibular surgical field. Note:
Micro Screws are not intended to remain in the body permanently. After they have fulfilled their supportive function, such as is the case after healing of a transplant,
or healing of a fracture, for example, they need to be removed completely.

B SURGICAL RECOMMENDATIONS MICRO SCREW SYSTEM /
MICRO SCREW SYSTEM BASIC

The user must ensure that the screws are secured against aspiration both during the attachment and during its removal (e.g. by placing a rubber dam).

Placement of the pilot hole through bone cylinder and recipient bone

For the application of the Micro Screws, a pilot hole through bone graft and recipient bone is necessary.

This is done using a twist drill with a 0.2 mm smaller diameter:

¢ 1.0 mm Micro Screw 2 twist drill MSPB1 or initial bur 202RF 008 (& 0.8 mm)

¢ 1.2 mm Micro Screw 2 twist drill MSPB2 or initial bur 202RF 010 (& 1.0 mm)

The respective drilling should take place intermittently and under constant cooling with sterile, physiological saline solution. Since the Micro Screws have a
self-tapping thread due to specially shaped thread flanks, no expansion drilling (gliding hole) to the outer diameter of the screws is necessary.

Selection of the screwdriver and picking up of the Micro Screws

Depending on the selected procedure (machine or manual screw insertion), the appropriate screwdriver must be selected.
The screwdrivers MSSDE (screwdriver basic) or MSSDM (optionally with claw MSGSD) are used for manual insertion. For
machine insertion with the angle piece, the MSSDW, screwdriver RA, is used.

NOTE: The screwdriver with claw has a special gripping device. As soon as the connection between screwdriver and Micro
Screw is given over the square, this gripping device is closed by pushing the sleeve in the direction of the Micro Screw. The
gripping device thus encloses the screw head of the Micro Screw to be picked up, which ensures a reliable hold and thus
enables a secure transfer to the operation area and safe application.

Fixation of the bone graft

Using the selected screwdriver, a Micro Screw of appropriate length is picked up and the bone graft is attached to the re-
cipient bone. The Micro Screw can be inserted into the bone without thread cutting, as it has a self-tapping thread design.
The Micro Screw is tightened in a controlled manner until the bone cylinder is firmly fixed in the site. The bone must not be
over stressed. In addition, during the insertion process, the axis specified by the pilot hole must be observed to prevent the
screw from tilting. If a safe fixation of the graft with one screw is not possible, fixation with at least 2 screws is recommended
to prevent any rotation.

Removing the Micro Screws
The Micro Screws are to be removed counterclockwise using a screwdriver from the Micro Screw System.

I INSTRUCTIONS FOR DISASSEMBLY AND ASSEMBLY OF THE SCREWDRIVER WITH CLAW

__(ﬁ [T G B @
— 007 _\ -

Screwdriver @, Claw @, Groove 1 @, Groove 2 @ v

<

1. Attach the cIaw@ to the screwdriver bIade@ , as shown. Push the cIaw@ until it snaps into groove 1 (®, open position).

" E
N

—_—

2. Now the screwdriver with claw is ready to use. To secure a screw, push the cIaw@ in the direction of the screwdriver blade over the screw until it snaps
into groove 2 ((4), closed position). For Disassembly push and remove the claw(2) into the direction of the screwdriver blade.

)|
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Contraindications
Basically, general medical as well as local, absolute, and relative contraindications for dental surgical procedures must be considered.

Absolute contraindications

¢ Active infections in or near the area to be augmented as well as local or systemic pathological processes (e.g. symptoms such as fever,
local inflammation, abscesses)

¢ Insufficient bone volume (quality / quantity)

¢ Diseases or medication that impair bone metabolism

Relative Contraindications

* Dentoalveolar growth which has not come to an end (exception: cases in which no dentoalveolar growth can be expected, e.g. ectodermal dysplasia)

* Known allergies and/or foreign body reaction to the alloy composition of the Micro Screws

* Systemic and/or metabolic diseases or medical treatments that lead to progressive deterioration of the bone (e.g. cortisone, immunosuppressants,
bisphosphonates, diabetes, etc.)

* Drug and alcohol abuse

¢ Lack of patient compliance

* Poor circulation

¢ Hard physical labor or active sports

* Mental condition, which can lead to disregard of the medical order

¢ Highly atrophic jaw

IMPORTANT: Attention must be paid to the protection of the anatomical structures (safety distance min. 2 mm) as well as to the course of the adjacent teeth
/ tooth roots (risk of damage, infection, resorption). To avoid infection and resorption, care should be taken to avoid contact between the graft and adjacent
teeth. Mechanical stability is essential for successful bone healing.

SEPARATE INSTRUCTIONS FOR SCREWS: The bone screws are compatible with the instruments of the Micro Screw System and Micro Screw System
Basic. The screws may only be used with these system instruments. When selecting the screw length as well as the screw placement, the evaluation of the
available bone by means of X-ray diagnostics must be taken into account. The screw head should be countersunk as flat as possible in the bone block to
prevent soft tissue perforation or dehiscence. Excessive physical activity as well as trauma impairing the augmentation site can lead to premature failure of the
screws due to loosening or breaking. The screws may only be used in accordance with the application and safety instructions. Any kind of modification in the
procedure or on the product can lead to impairment of the success of the treatment or damage to the product. The screws are a disposable product and
must therefore not be reprocessed and reused after use. Even with screws that have already been used but are visually undamaged, the previous mechanical
stress can cause microscopic damage, which can lead to fatigue and product failure. The Micro Screws have not been evaluated for safety and compatibility
in the MR environment. They have not been tested for heating, migration, or image artifact in the MR environment. The safety of the Micro Screws in the MR
environment is unknown. Scanning a patient who has this medical device may result in patient injury.

g3 st o @ ®

m Centennial, Colorado 80112 * USA Manufacturer Sales partner Item number Medical device Batch number Do not re-use Non-sterile

Consult electronic

Phone: +1 (303) 268-5400
Fax: +1 (303) 268-5407 C E R @ A B EE] ifumeisinger de
Email: info@meisingerusa.com X . — . -
Internet: www.meisingerusa.com Conformity mark Do not use if Under U.S. federal law, this device may only be sold to Manufacturing Caution Packaging unit
package s damaged or on behalf of trained medical professionals. date

Hager & Meisinger GmbH
Hansemannstr. 10
41468 Neuss * Germany

Tel. +49 2131 2012-0
Fax: +49 2131 2012-222
Email: info@meisinger.de
Internet: www.meisinger.de
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Cen | eiinf”

I CONTENT

Micro Screw System Micro Screw System Basic
Art.-No. BMS00 &7 Art.-No. BMSBA *7
1x 202RF 008 2x MSS10 4 1x 202RF 008 3x MSS10 6
1x 202RF 010 3x MSS10 6 1x 202RF 010 3x MSS10 8
1x MSPB1 3x MSS10 8 1x MSPB1 3x MSS10 10
1x MSPB2 3x MSS10 10 1x MSPB2 3x MSS12 6
1x MSSDW 2x MSS10 12 1x MSSDE 3x MSS12 8
1x MSSDM 2x MSS10 14 1x MSSDW 3x MSS12 10
1x MSGSD 1x MSS12 4

2x MSS12 6

2x MSS12 8

2x MSS12 10

1x MSS12 12

1x MSS12 14

Initial Bur Twist Drill Screwdriver RA Screwdriver basic Manual screwdriver Claw for manual screwdriver

IR

Shank! 206 206 204 204 204

Size 008 010 008 010 > = = =
Lengthmm  14.0 14.0 14.0 14.0 24.0 100.0 154.7 33.0
T 0.8 1.0 0.8 1.0 - - S =
Opt.speedrpm ~ 1.000 1.000 1.000 1.000 10 = - -
Max. speed rpm  6.000 6.000 6.000 6.000 15 . -

C€ 0044 Ce

Screws* **

i1

L

Mss10 | Mssto | Mssio | mssio | mssio | Mssto
Length mm 4.0 6.0 8.0 10.0 12.0 14.0
K 0.6 0.6 0.6 0.6 0.6 0.6

iy 1.0 1.0 10 1.0 1.0 1.0

C€ 0044

Screws™ **

S

L

Mss12 | mssi2 | mss12 | mssi2 | Mss12 | mMssi2
Lengthmm 4.0 6.0 8.0 10.0 12.0 14.0
iy 0.7 0.7 0.7 0.7 0.7 0.7
L 1.2 12 12 12 12 12
* @ 1204=RA , 206 =RAXL ’u‘ External diameter *‘A“ Minimal diameter Zillustrated 1:4  ?illustrated 1:3

** Surgical stainless steel according to DIN IS0 5832-1, ASTM F138. For further information on alloy composition please contact the manufacturer. 19 | 44



I ADVICE FOR PROCESSING (CLEANING, DISINFECTION AND STERILISATION)

OF MEISINGER MICRO SCREW SYSTEM / MICRO SCREW SYSTEM BASIC

GENERAL PRINCIPLES

All products are to be cleaned, disinfected, and sterilised prior to each application; this is required in particular for the
first-time use after delivery of the unsterile instruments (cleaning and disinfecting after the removal of transport packag-
ing; sterilisation of the single instruments only in FDA approved pouches or sterilization trays). An effective cleaning and
disinfection is an indispensable requirement for an effective sterilisation of the instruments.

As you are responsible for the sterility of the products during use, please ensure

that only sufficiently device and product specifically validated procedures will be used for cleaning, disinfection, and
sterilisation

that the used devices (disinfector, sterilizer) are maintained and checked at regular intervals and

- that the validated parameters are adhered to during each cycle.

CLEANING AND DISINFECTING

Basic rules:

If possible, an automated procedure (WD (Washer-Disinfector)) should be used for cleaning and disinfection of the
instruments. A manual procedure — even in case of application of an ultrasonic bath — should only be used if an auto-
mated procedure is not available; in this case, the significantly lower efficiency and reproducibility of a manual procedure
must be considered. The pre-treatment step is to be performed in both cases.

Pre-treatment:

Abrasive impurities need to be removed from the products directly after use (within two hours maximum).

Procedure:

. Disassemble the instruments as possible. Remove contaminated instruments from the metal box.

Rinse the instruments at least 1 min under running water (temperature < 35 °C/95 °F) If applicable. Rinse all lumens

of the instruments at least three times at the beginning and at the end of the soaking time with a syringe (minimum

volume 5-10 ml). Sway movable parts at least three times during pre-rinsing.

. Soak the disassembled instruments for the given soaking time in the pre-cleaning solution' so that the instruments

are sufficiently covered. Pay attention that there is no contact between the instruments. Assist cleaning by careful

brushing with a soft brush? and subsequent ultrasonic treatment (after brushing, for the minimum soaking time,

but not less than 5 min). Sway movable parts at least three times during pre-cleaning.

If applicable: Rinse all lumens of the instruments at least three times at the beginning and at the end of the soaking

time with a syringe (minimum volume 5-10 ml).

. Check the instruments on visible remnants. In case of still remaining remnants (e.g. bone or dentin particles) repeat
steps 2 to 5, otherwise discard the instruments.

Pay attention to the instructions of the detergent manufacturer regarding concentration, temperature, and soaking

time as well as post-rinsing. Please use only freshly prepared solutions as well as only sterile or low contaminated water

(max. 10 germs/ml) as well as low endotoxin contaminated water (max. 0.25 endotoxin units/ml), for example purified/

highly purified water, and a soft, clean, and lint-free cloth and/or filtered air for drying, respectively.

In case of application of a cleaning and disinfection detergent for this (e.g. in consequence of personnel’s safety) please consider, that this should be

aldehyde-free (otherwise fixation of blood impurities), possess a fundamentally approved efficiency (for example VAH/DGHM or FDA/EPA clearance or

CE marking), be suitable for the disinfection of instruments made of metallic or plastic material, and be compatible with the instruments (see chapter

“material resistance”). Please consider, that a disinfectant used in the pre-treatment step serves only the personnel s safety, but cannot replace the
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disinfection step later to be performed after cleaning.

Never clean products, bur blocks and sterilization trays using metal brushes or steel wool.

Please consider the following points during selection of the WD:

fundamentally approved efficiency of the WD (for example CE marking according to EN ISO 15883 or DGHM or

FDA clearance)

- possibility for an approved program for thermal disinfection (A0 value = 3000 or — in case of older devices — at least
5 min at 90 °C/194 °F; in case of chemical disinfection danger of remnants of the disinfectant on the instruments)

- fundamental suitability of the program for instruments as well as sufficient rinsing steps in the program

post-rinsing only with sterile or low contaminated water (max. 10 germs/ml, max. 0.25 endotoxin units/ml), for

example purified/highly purified water

only use of filtered air (oil-free, low contamination with microorganisms and particles) for drying

If a WD is built in accordance with DIN EN ISO 15883 and regularly tested and maintained during its service life, it meets
the above-mentioned requirements with regard to water and air quality.

When choosing an appropriate cleaning and disinfecting agent you need to ensure

fundamental suitability for the cleaning of instruments made of metallic or plastic material

additional application — in case of non-application of a thermal disinfection — of a suitable disinfectant with approved
efficiency (for example VAH/DGHM or FDA/EPA clearance or CE marking) compatible to the used cleaning deter-
gent

- compatibility of the used detergents with the instruments (see chapter ,material resistance,,)

Pay attention to the instructions of the detergent manufacturers regarding concentration, temperature and soaking time
as well as post-rinsing.
Procedure:

1. Disassemble the instruments as possible. Pre-cleaning of the instruments before sterilisation is recommended.

2. Transfer the disassembled instruments in the WD (pay attention that the instruments have no contact). If applicable:
Connect the instruments to the rinsing port of the WD.

3. Start the program.

4. Disconnect (if applicable) and remove the instruments of the WD after end of the program.

5. Check and pack the instruments immediately after the removal (see chapters “check”, “maintenance”, and “pack-

aging”, if necessary after additional post-drying at a clean place). The fundamental suitability of the instruments for
an effective automated cleaning and disinfection was demonstrated by an independent, governmentally accredited
and recognized (§ 15 (5) MPG) test laboratory by application of the WD G 7836 CD, Miele & Cie. GmbH & Co.,
Giitersloh, (thermal disinfection) and the pre-cleaning and cleaning detergent Neodisher mediclean forte (5 min at
95° C) (Dr. Weigert GmbH & Co. KG, Hamburg) considering to the specified procedure.

Manual cleaning and disinfection:

When choosing an appropriate cleaning and disinfecting agent you need to ensure

- fundamental suitability for the cleaning and disinfection of instruments made of metallic or plastic material
suitability of the cleaning detergent for ultrasonic cleaning (no foam development)
application of a disinfectant with approved efficiency (for example VAH/DGHM or FDA/EPA clearance or CE mark-
ing) compatible with the used cleaning detergent
compatibility of the used detergents with the instruments (see chapter ,material resistance,,)

Combined cleaning/disinfection detergents should not be used. Only in case of extremely low contamination (no
visible impurities) combined cleaning/disinfection could be used. Pay attention to the instructions of the detergent
manufacturers regarding concentration, temperature and soaking time as well as post-rinsing. Please use only
freshly prepared solutions as well as only sterile or low contaminated water (max. 10 germs/ml) as well as low
endotoxin contaminated water (max. 0.25 endotoxin units/ml), for example purified/highly purified water, and a
soft, clean, and lint-free cloth and/or filtered air for drying, respectively.

Cleaning:

1. Disassemble the instruments as possible. Pre-cleaning is recommended for the instruments before sterilization (see
specific dismantling instructions).

2. Soak the disassembled instruments for the given soaking time in the cleaning solution so that the instruments are
sufficiently covered. Pay attention that there is no contact between the instruments. Assist cleaning by careful brush-
ing with a soft brush' and subsequent with ultrasonic treatment (after brushing, for the minimum soaking time, but
not less than 5 min). Sway movable parts at least three times during cleaning. If applicable (see specific dismantling

instructions): Rinse all lumens of the instruments at least five times at the beginning and at the end of the soaking
time by application of a single-use syringe (minimum volume 5-10 ml).

3. Then, remove the instruments of the cleaning solution and post-rinse them at least three times intensively (at least
1 min) with water. Sway movable parts at least three times during post-rinsing. If applicable (see specific dismantling
instructions): Rinse all lumens of the instruments at least five times at the beginning and at the end of the soaking
time by application of a single-use syringe (minimum volume 5-10 ml).

4. Check the instruments (see chapters “check” and “maintenance”).

T Never clean products, bur blocks and sterilization trays using metal brushes or steel wool.

Disinfection:

5. Soak the disassembled instruments for the given soaking time in the dis-infectant solution so that the instru-
ments are sufficiently covered. Pay attention that there is no contact between the instruments. Sway movable
parts several times during disinfection. If applicable (see specific dismantling instructions): Rinse all lumens of
the instruments at least five times at the beginning and at the end of the soaking time by application of a sin-
gle-use syringe (minimum volume 5-10 ml).

. Then, remove the instruments of the disinfectant solution and post-rinse them at least five times intensively (at least

1 min) with water. Sway movable parts at least three times during post-rinsing. If applicable (see specific dismantling

instructions): Rinse all lumens of the instruments at least five times at the beginning and at the end of the soaking

time by application of a single-use syringe (minimum volume 5-10 ml).

Dry and pack the instruments immediately after the removal (see chapter “packaging”, if necessary after additional

post-drying at a clean place). The fundamental suitability of the instruments for an effective cleaning and disinfection

was demonstrated by an independent, governmentally accredited and recognized (§ 15 (5) MPG) test laboratory by

application of the cleaning detergent Gigazyme (5 min with 5% solution) and the disinfectant Gigasept Instru AF (15

min with 3% solution) (Schiilke & Mayr GmbH, Norderstedt) considering the specified procedure.

o
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CHECKING

After all products have been cleaned and/ or cleaned/disinfected, check them for corrosion, damaged surfaces/
bare patches, broken/ chipped-off edges, deformations (e.g. bent rather than round) and impurities and eliminate
damaged products. Products that are still contaminated need to be cleaned and disinfected once more.

MAINTENANCE

- Re-assemble disassembled products (see specific instructions).
- Instrument oils must not be used.

PACKAGING

Please insert the cleaned and disinfected products in the dedicated bur block/metal box. Please only use sterilization trays,
single-use sterilization packagings (single or double packaging) and/ or sterilization containers, which fulfill the following
requirements (material/process):

- ENISO/ANSI AAMI ISO 11607 (for USA: FDA clearance)
suitable for steam sterilization (temperature resistance up to at least 138 °C (280 °F), sufficient steam permeability)
- sufficient protection of the instruments as well as of the sterilization packagings to mechanical damage
regular maintenance according to the instructions of the manufacturer (sterilization container)
Individual packaging: the packaging must be sufficiently large to ensure that the sealing is tension-free.

STERILISATION

We only recommend the use of the sterilisation procedures listed below.

Steam sterilization:

fractionated vacuum/dynamic air removal procedure’ (with sufficient product drying?)

- steam sterilizer according to EN 13060/EN 285 or ANSI AAMI ST79 (for USA: FDA clearance)

validated according to EN ISO 17665 (valid IQ/OQ (commissioning) and product specific performance qualification
(PQ)

sterilization time (exposure time at the sterilization temperature): at least 4 min at 132 °C (270 °F), drying time at least
20-30 min

at least three vacuum steps

The effectively required drying time depends directly on parameters in sole responsibility of the user (load configuration and density, sterilizer conditions,
...) and by this is to be determined by the user. Nevertheless, drying times less than 20 min must not be applied.

The fundamental suitability of the instruments for an effective steam sterilization was demonstrated by an inde-
pendent, governmentally accredited and recognized (§ 15 (5) MPG) test laboratory by application of the steam
sterilizer ZentraCert (Lautenschliger GmbH & CO. KG, Cologne) and the fractionated vacuum/dynamic air re-
moval procedure. For this, typical conditions in clinic and doctor s practice as well as the specified procedure
were considered. The flash/immediate use sterilization procedure must not be used. Do not use dry heat steriliza-
tion, radiation sterilization, formaldehyde and ethylene oxide sterilization, as well as plasma sterilization.

STORAGE

Prior to the first use of the device, the product should be stored in its original packaging at room temperature
in dust- and humidity-free conditions. Subsequently, the products should be stored in appropriate hygienically
maintained containers (protected from dust, humidity and recontamination). After sterilisation, the products
need to be stored in sterilization wrapping in a dry and dust-free place. Please note the shelf-life resulting from
the validation of the sterilisation wrapping.

MATERIAL RESISTANCE

When choosing the cleaning and disinfecting agents ensure that they do not contain the following ingredients:
- organic, mineral, and oxidizing acids (minimum admitted pH-value 5.5)
strong lyes (maximum admitted pH-value 11, neutral/enzymatic, weak alkaline or alkaline cleaner recommended)
organic solvents (for example: acetone, ether, alcohol, benzine)
oxidizing agents (for example: peroxide)
halogens (chlorine, iodine, bromine)
- aromatic, halogenated hydrocarbons

Please consider during selection of the detergents in addition, that corrosion inhibitors, neutralizing agents, and/or
rinse aids may cause potential critical remnants on the instruments. Please do not clean any instruments and steri-
lization trays by use of metal brushes or steel wool. Please do not expose any instruments and sterilization trays to
temperatures higher than 138 °C (280 °F)!

20 | 44



Consignes d‘utilisation et de sécurité pour MEISINGER

Micro Screw System
Micro Screw System Basic

Systeme de vis pour la stabilisation sécurisée des greffes osseuses corticales selon le concept d‘Olsberg du Prof. Dr. Fouad Khoury.
Référence: BMS00, BMSBA
Les systémes Micro Screw de la ligne de produits Bone Management®, servent 2 la fixation et a la stabilisation, en toute sécurité, de transplants osseux corti-

caux. La particularité de ces systémes réside dans les vis d’ostéosyntheése, qui se présentent dans des diamétres de 1,0 mm et 1,2 mm. Ces Micro Screws sont
réalisées dans acier inoxydable chirurgical qui confére a ces vis une stabilité optimale malgré leur diametre réduit.

I INDICATIONS D’UTILISATION

Les systémes Micro Screw de la ligne de produits Bone Management® sont indiqués pour le traitement des fractures osseuses, en particulier pour la fixation de
blocs osseux transplantés pendant le processus d’augmentation dans la cavité buccale et dans la zone d’intervention maxillo-mandibulaire. Nota : Les Micro Screws
ne sont pas destinées a rester en permanence dans le corps. Une fois qu’elles ont rempli leur fonction de soutien, comme c’est le cas apreés la cicatrisation d‘un
transplant ou la cicatrisation d’une fracture, par exemple, elles doivent étre entiérement retirées.

I UTILISATION

Les vitesses conseillées pour I'application, de méme que les vitesses maximales, sont récapitulées dans la vue d’ensemble des instruments, au chapitre
«Contenu». Pour garantir une utilisation correcte et en toute sécurité, ces vitesses doivent étre respectées. Lutilisateur doit veiller a ce que les vis soient pro-
tégés contre |'aspiration, aussi bien pendant la fixation que lors de son retrait (par exemple en utilisant un champ de caoutchouc).

Réalisation du forage préliminaire du cylindre osseux et de ’os récepteur
La mise en place des Micro Screws nécessite un forage préliminaire du transplant osseux et de I'os récepteur. Ce forage préliminaire s’effectue a I'aide d’'un
petit foret hélicoidal de diametre 0,2 mm :

¢ Micro Screw de 1,0 mm 2 foret hélicoidal MSPB1 ou foret initial 202RF 008 (& 0,8 mm)

* Micro Screw de 1,2 mm 2 foret hélicoidal MSPB2 ou foret initial 202RF 010 (& 1,0 mm)
Le forage doit étre effectué de facon intermittente et sous arrosage permanent a I'aide d’une solution de chlorure de sodium physiologique stérile. Etant donné
que, grace aux flancs de filetage de forme spéciale, les Micro Screws présentent un filetage autotaraudeur, il n'est pas nécessaire de procéder a un forage
d’élargissement (forage d’un trou lisse) sur le diamétre extérieur des vis.
Choix du tournevis et du logement des Micro Screws
Le tournevis a utiliser doit étre choisi en fonction de la méthode choisie (insertion mécanique ou manuelle des vis). Pour
l'insertion manuelle, on utilise les tournevis MSSDE (tournevis simple) ou MSSDM (en option avec griffe MSGSD). Pour une
insertion mécanique avec le contre-angle, on utilise le tournevis avec limage angulaire MSSDW.

REMARQUIE : Le tournevis avec griffe est muni d’un dispositif de préhension spécial. Des I'assemblage entre le tournevis et
la Micro Screw, par I'intermédiaire du quatre pans, on ferme ce dispositif de préhension en repoussant la douille en direction
de la Micro Screw. Le dispositif de préhension entoure ainsi la téte de la Micro Screw a mettre en place, ce qui garantit un
maintien fiable et permet, par la méme, un transfert sr au champ opératoire et une application en toute sécurité.

Fixation du transplant osseux

A I'aide du tournevis choisi, on met alors en place une Micro Screw de longueur adaptée et I'on fixe le transplant osseux sur 'os
récepteur. A cet égard, la Micro Screw peut étre insérée dans I'os sans pré-taraudage car elle est munie d’un filetage autotarau-
deur. On serre la Micro Screw, sous contrdle, jusqu’a ce que le cylindre osseux soit fermement fixé dans le palier. A cet égard,
I'os ne doit pas étre sollicité de facon excessive. Pendant le processus de vissage, il faut par ailleurs faire attention a I'axe prédéfini
par le forage préliminaire, afin d’'empécher toute déformation de la vis. Si le transplant ne peut pas étre fixé de facon sire a I'aide
d’une seule vis, il est conseillé de procéder a la fixation avec 2 vis au moins, pour des raisons de blocage en rotation.

Retrait des Micro Screws

En tenant compte du temps de cicatrisation du patient et apres cicatrisation osseuse compléte, confirmée cliniquement et radiographiquement, de méme qu’apres
rétablissement de la fonction, les Micro Screws doivent étre retirées du systéme Micro Screw a I'aide d’un tournevis, en tournant dans le sens anti-horaire. Il est
nécessaire de retirer les Micro Screws méme dans le cas d’un desserrage des vis, d’une infection ou d’un affaiblissement du tissu osseux dii aux vis osseuses insérées.

Stérilisation des Micro Screws

Les instruments et les Micro Screws sont livrés non stériles et ils doivent é&tre traités, avant utilisation, conformément aux consignes de traitement validées
(nettoyage / désinfection / stérilisation). Pour assurer un traitement correct des articles, veuillez vous reporter aux consignes de traitement (nettoyage, désin-
fection et stérilisation) des produits médicaux de la Société Hager & Meisinger GmbH.

I !NSTRUCTIONS DE DEMONTAGE ET DE MONTAGE DU TOURNEVIS AVEC GRIFFE

- —© e Se—— @
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Tournevis (1), griffe (2), gorge 1(3), gorge 2(4) v

o

1. Fixer la griffe@ alalame du tournevis@, conformément a l'illustration. Faire glisser la griffe@]usqu’é ce qu’elle se mette en prise dans la gorge 1 (@, position ouverte).
&

N
ﬁ — ! — )|

2. Le tournevis muni de la griffe est maintenant prét a étre utilisé. Pour saisir une vis en toute sécurité, il faut faire glisser la griffe@ en direction de la lame du
tournevis, au-dessus de la vis, jusqu’a ce qu’elle se mette en prise dans la gorge 2 (@, position fermée). Pour le démontage, faire glisser la griffe@ en direction
de la lame du tournevis, et la retirer.

Elimination
Lors de I'élimination des instruments a la fin de leur durée de vie, il convient de veiller a ce que le produit soit éliminé dans les déchets pour substances bio-
logiques dangereuses. Tous les composants de I'emballage doivent étre éliminés conformément aux directives nationales (par ex. systeme de déchets dual).
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Contre-indications
Globalement, les contre-indications médicales générales, de méme que les contre-indications locales, absolues et relatives s’appliquant aux processus de
chirurgie dentaire, doivent étre respectées.

Contre-indications absolues

¢ Infections actives dans la zone a augmenter ou a proximité de celle-ci, de méme que processus pathologiques locaux ou systémiques (p. ex.
symptomes tels que fievre, inflammations locales, abces)

*Volume osseux insuffisant (qualité / quantité)

* Maladies ou médication affectant le métabolisme osseux

Contre-indications relatives

¢ Croissance dento-alvéolaire non achevée (exception : cas dans lesquels une croissance dento-alvéolaire ne peut pas étre escomptée, p. ex. dysplasie
ectodermique)

¢ Allergies connues et / ou réaction de corps étrangers a la composition d’alliage des Micro Screws

* Maladies systémiques et / ou métaboliques ou traitements médicaux conduisant a une détérioration progressive de I'os (p. ex. cortisone, immunosuppres-
seurs, bisphosphonates, diabéte, etc.)

* Abus de drogues et d’alcool

* Manque de coopération du patient

* Mauvaise circulation

¢ Travail physique dur ou sports actifs

¢ Trouble psychologique pouvant conduire a ne pas respecter les prescriptions médicales

* Machoire fortement atrophique

IMPORTANT : Il convient de veiller a la protection des structures anatomiques (distance de sécurité 2 mm au moins), de méme qu’au gradient des dents /
racines voisines (risque d’endommagement, d’infections, de résorption). Pour éviter I'apparition d’infections et de résorption, il convient de veiller a éviter
tout contact entre le transplant et les dents voisines. Pour une cicatrisation osseuse couronnée de succes, la stabilité mécanique est essentielle.

CONSIGNES PARTICULIERES POUR VIS : Les vis osseuses sont compatibles avec les instruments des systémes Micro Screw System et Micro Screw System
Basic. Les vis doivent étre utilisées exclusivement avec les instruments propres a ces systémes. Au moment de choisir la longueur de vis et 'emplacement de
la vis, il convient de prendre en compte I'évaluation du volume osseux a disposition, en procédant a un diagnostic radiographique. La téte de vis doit étre
noyée le plus possible a plat dans le bloc osseux, afin de s’opposer prophylactiquement a une perforation des tissus osseux mous ou a des déhiscences. Des
activités physiques excessives, de méme que des traumatismes affectant le site d’augmentation, peuvent conduire a une défaillance prématurée des vis par
desserrage ou rupture. Les vis doivent étre exclusivement utilisées conformément aux consignes d'utilisation et de sécurité. Tout type de modification appor-
tée a la procédure ou au produit peut remettre en question le succes du traitement et endommager le produit. Les vis sont des produits a usage unique et
elles ne doivent par conséquent étre ni soumises a un nouveau traitement, ni réutilisées apres utilisation. Méme avec des vis déja utilisées mais apparaissant
non endommagées optiquement, la contrainte mécanique précédemment subie peut provoquer des endommagements microscopiques conduisant a des
phénomenes de fatigue et a la défaillance du produit. Les Micro Screws n'ont pas fait I'objet d’une évaluation quant a leur sécurité et a leur compatibilité dans
I'environnement RM. Elles n'ont pas été soumises a des tests de réchauffage, de migration ou d’artefacts d’'images dans I'environnement RM. La sécurité est
incertaine dans I'environnement RM. Un scanner d’un patient porteur de ce produit médical pourrait provoquer des blessures a ce patient.

i'f Tout incident grave survenu en lien avec le dispositif doit faire I‘objet d‘une notification au fabricant et a I‘autorité compétente de I'Etat membre
dans lequel I'utilisateur et/ou le patient est établi.

Le résumé des caractéristiques de sécurité et des performances cliniques « Summary of safety and Clinical Performance » (SSCP) constitue un résumé des
données cliniques et d’autres informations relatives a la sécurité et aux performances cliniques des vis et peut étre obtenu en copie sur demande par E-mail
a RA@meisinger.de. Apreés la mise en service de la banque de données européenne sur les dispositifs médicaux (EUDAMED), le SSCP pour les vis

peut étre consulté sur le site Internet suivant : https://ec.europa.eu/tools/eudamed.

[El#E[E] Instructions générales
Veuillez respecter les instructions générales d’utilisation et de sécurité relatives aux produits MEISINGER a |‘usage médical, de méme que les
conseils de traitement (nettoyage, désinfection et stérilisation) des dispositifs médicaux de la Société Hager & Meisinger GmbH.

el o] @ A crccom & o] T [T s

Fabricant ~ Numéro darticle ~ Produit médical Numérodelot  Pour usage unique  Non stérile Conformémentala légidation ~~ Attention Marquagedeconformitt Ne pasutisersi ~ Datede unité dremballage  Respecter le mode
américaine, ce produit doit uniquement Iemballage est  fabrication demploi lectronique
étre vendu a des médecins formés ou endommagé
commercialisé pour leur compte.

Hager & Meisinger GmbH
Hansemannstr. 10
41468 Neuss ¢ Allemagne

Tel. +49 2131 2012-0
Fax: +49 2131 2012-222
Email: info@meisinger.de
Internet: www.meisinger.de
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I CONTENU

Micro Screw System Micro Screw System Basic
Art.-No. BMS00 & Art.-No. BMSBA ™
1x 202RF 008 2x MSS10 4 1x 202RF 008 3x MSS10 6
1x 202RF 010 3x MSS10 6 1x 202RF 010 3x MSS10 8
1x MSPB1 3x MSS10 8 1x MSPB1 3x MSS10 10
1x MSPB2 3x MSS10 10 1x MSPB2 3x MSS12 6
1x MSSDW 2x MSS10 12 1x MSSDE 3x MSS12 8
1x MSSDM 2x MSS10 14 1x MSSDW 3x MSS12 10
1x MSGSD 1x MSS12 4

2x MSS12 6

2x MSS12 8

2x MSS12 10

1x MSS12 12

1x MSS12 14

Foret iitial Foret hélicoidal Tournevis RA Tourneyis simple’ Tournevis manuel Pince a tournevis manuel

([T

206 206 204 204 204 o - -

Tige'
Taille 008 010 008 010 > > = =
Longueurmm  14.0 14.0 14.0 14.0 24.0 100.0 154.7 33.0
Rl
T 0.8 1.0 0.8 1.0 - - S =
Vitesse opt. rpm  1.000 1.000 1.000 1.000 10 = - -
Vitesse max. rpm ~ 6.000 6.000 6.000 6.000 15 = -

C€ 0044 Ce

vix***
L
Mss10 | mssto | mssio | mssio | Mssio | Mssio
Longueur mm 4.0 6.0 8.0 10.0 12.0 14.0
| 0.6 0.6 0.6 0.6 0.6 06
1 1.0 1.0 1.0 1.0 1.0 1.0
vix*v’ﬁ*
L
Mss12 | mss12 | mss12 | mss12 | mss12 | mssiz
Lorgueur mm 40 6.0 8.0 10.0 12.0 14.0
| 07 07 07 07 07 07
1 12 12 12 12 12 12
* @ 1204=RA, 206=RAXL ’u‘ Diamétre extérieur *‘A“ Diamétre minimum 2illustré 1:4 3illustré 1:3

** Acier inoxydable chirurgical conformément a DIN 150 5832-1, ASTM F138. Pour toute information complémentaire concernant la composition d"alliage, nous vous demandons de prendre contact avec le fabricant. 23 | 44



Anleitung zur Verwendung nicht fiir die US

Anwendungs- und Sicherheitshinweise fiir MEISINGER
Micro Screw System
Micro Screw System Basic

85FLBM25 - 0424

Schraubensystem zur sicheren Stabilisierung von kortikalen Knochentransplantaten ,Olsberger Konzept‘ von Prof. Dr. Fouad Khoury
Art.-Nr.: BMS00, BMSBA

Die Bone Management® Micro Screw Systeme dienen der sicheren Fixierung und Stabilisierung von kortikalen Knochentransplantaten. Die Besonderheit
dieser Systeme sind die Osteosyntheseschrauben, die liber einen Durchmesser von 1,0 mm und 1,2 mm verfiigen. Diese Micro Screws bestehen aus einem
chirurgischen Edelstahl, der ihnen trotz reduziertem Durchmesser eine hohe Stabilitét verleiht.

I ANWENDUNGSHINWEISE
Die Bone Management® Micro Screw Systeme sind indiziert fiir die Behandlung von Knochenfrakturen, insbesondere fiir die Fixierung transplantierter Knochen-
blécke wihrend des Augmentationsprozesses in der Mundhéhle und im maxillomandibuldren Operationsbereich. Hinweis: Die Micro Screws sollen nicht dauerhaft
im Korper verbleiben. Nachdem sie ihre unterstiitzende Funktion erfiillt haben, wie beispielsweise nach der Heilung eines Transplantats oder einer Fraktur, miissen
sie vollstiandig entfernt werden.

I ANWENDUNG
Die fiir die Anwendung empfohlenen Drehzahlen sowie die maximal erlaubten Drehzahlen sind in der Artikeltibersicht unter , Inhalt* zusammengefasst. Fiir
eine sachgemiBe, sichere Anwendung sind diese unbedingt zu beachten. Es ist vom Anwender darauf zu achten, dass die Schrauben sowohl wihrend der
Befestigung, als auch bei der Entfernung gegen Aspiration gesichert werden (z.B. durch Legen eines Kofferdamms).

Setzen der Vorbohrung durch Knochenzylinder und Empfiangerknochen
Fir die Anwendung der Micro Screws ist eine Vorbohrung durch Knochentransplantat und Empfingerknochen notwendig. Diese wird mit einem im
Durchmesser 0,2 mm kleineren Spiralbohrer durchgefiihrt:

* 1,0 mm Micro Screw £ Spiralbohrer MSPB1 oder Drillbohrer 202RF 008 (& 0,8 mm)

* 1,2 mm Micro Screw 2 Spiralbohrer MSPB2 oder Drillbohrer 202RF 010 (& 1,0 mm)
Die jeweilige Bohrung sollte intermittierend und unter standiger Kiihlung mit steriler, physiologischer Kochsalzlésung stattfinden. Da die Micro Screws aufgrund
speziell ausgeformter Gewindeflanken (iber ein selbstschneidendes Gewinde verfiigen, ist keine Erweiterungsbohrung (Gleitlochbohrung) auf den AuBen-
durchmesser der Schrauben notwendig.
Auswabhl des Schraubendrehers und Aufnahme der Micro Screws
In Abhangigkeit vom gewihlten Vorgehen (maschinelle oder manuelle Schraubeninsertion) ist der passende Schraubendreher auszu-
wihlen. Zur manuellen Insertion dienen die Schraubendreher MSSDE (Schraubendreher einfach) oder MSSDM (optional mit Greifer
MSGSD). Bei der maschinellen Insertion mit dem Winkelstiick wird der Schraubendreher mit Winkelanfeilung MSSDW verwendet.
HINWEIS: Der Schraubendreher mit Greifer verfiigt tiber eine spezielle Greifvorrichtung. Sobald der Verbund zwischen Schrau-
bendreher und Micro Screw tiber den Vierkant gegeben ist, wird diese Greifvorrichtung geschlossen, indem der Greifer in Richtung
Micro Screw geschoben wird. Dadurch umschlieBt die Greifvorrichtung den Schraubenkopf der aufzunehmenden Micro Screw,
was einen zuverlissigen Halt gewihrleistet und dadurch eine gesicherte Uberfiihrung in das Operationsgebiet und eine sichere
Applikation ermdglicht.

Fixierung des Knochentransplantats

Mithilfe des ausgewahlten Schraubendrehers wird nun eine Micro Screw geeigneter Lange aufgenommen und das Knochentransplantat
am Empféangerknochen befestigt. Dabei kann die Micro Screw ohne Gewindevorschnitt in den Knochen eingebracht werden, da sie
tiber ein selbstschneidendes Gewindedesign verfiigt. Die Micro Screw wird so lange kontrolliert angezogen, bis der Knochenzylinder
fest im Lager fixiert ist. Dabei darf der Knochen nicht tberlastet werden. Zudem ist wahrend des Eindrehvorgangs auf die durch die
Vorbohrung vorgegebene Achse zu achten, um ein Verkanten der Schraube zu verhindern. Ist eine sichere Fixierung des Transplantats
mit einer Schraube nicht méglich, so ist aus Griinden der Rotationssicherung die Befestigung mit mindestens 2 Schrauben zu empfehlen.

Entfernen der Micro Screws

Unter Beriicksichtigung der patientenindividuellen Einheilzeit und nach der klinisch und radiografisch bestitigten, vollstindigen Knochenheilung sowie der funktionellen
Wiederherstellung sind die Micro Screws mit Hilfe eines Schraubendrehers aus dem Micro Screw System gegen den Uhrzeigesinn zu entfernen. Auch im Fall einer
Schraubenlockerung, Infektion oder Schwichung des Knochengewebes durch die inserierte Knochenschraube, ist die Entfernung der Micro Screws notwendig.

Sterilisation der Micro Screws
Die Instrumente und die Micro Screws werden unsteril geliefert und miissen vor der Anwendung gemaB validierter Aufbereitungshinweise aufbereitet werden
(Reinigung / Desinfektion / Sterilisation). Fiir eine sachgemaBe Aufbereitung der Artikel beachten Sie bitte die Hinweise zur Aufbereitung (Reinigung, Desinfek-

tion und Sterilisation) von Medizinprodukten der Hager & Meisinger GmbH.

I HINWEISE ZUR MONTAGE UND DEMONTAGE DES SCHRAUBENDREHERS MIT GREIFER
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Schraubendreher @, Greifer@, Nut 1 @, Nut 2@ v
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1. Greifer(2), wie abgebildet, auf die Klinge des Schraubendrehers (1) aufstecken. Dabei den Greifer(2) soweit schieben, bis er in Nut 1 ((3), offene Position) einrastet.
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2. Nun ist der Schraubendreher mit Greifer einsatzbereit. Fiir die sichere Schraubenaufnahme ist der Greifer@in Richtung Schraubendreherklinge iber die aufgenommene
Schraube zu schieben bis er in Nut 2 ((4), geschlossene Position) einrastet. Zur Demontage den Greifer(2) in Richtung der Schraubendreherklinge schieben und abziehen.

Entsorgung
Bei der Entsorgung der Instrumente (nach Ende der Lebenszeit bzw. nach Ablauf der angegebenen Haltbarkeit) ist darauf zu achten, dass das Produkt im Abfall
fiir biologische Gefahrstoffe entsorgt wird. Alle Verpackungskomponenten werden gemaB den nationalen Vorgaben (bspw. Duales Abfall-System) entsorgt. 21| 4



Kontraindikationen
Grundsitzlich miissen allgemeinmedizinische sowie lokale, absolute und relative Kontraindikationen fiir zahnarztlich-chirurgische MaBnahmen beachtet werden.

Absolute Kontraindikationen

* Aktive Infektionen im oder nahe des zu augmentierenden Bereichs sowie lokale oder systemisch pathologische Prozesse (z.B. Symptome wie Fieber,
lokale Entziindungen, Abzesse)

* Ungentigendes Knochenangebot (Qualitat/Quantitat)

¢ Erkrankungen oder Medikation, die den Knochenmetabolismus beeintrachtigen

Relative Kontraindikationen

* Nicht abgeschlossenes dentoalveoldres Wachstum (Ausnahme: Fille bei denen kein dentoalveoldres Wachstum zu erwarten ist, z.B. ektodermale Dysplasie)

* Bekannte Allergien und / oder Fremdkérperreaktion auf die Legierungszusammensetzung der Micro Screws

¢ Systemische und / oder metabolische Erkrankungen oder medizinische Behandlungen, die zur progressiven Verschlechterung des Knochens fiihren (z.B.
Kortison, Immunsuppressiva, Bisphosphonate, Diabetes etc.)

* Drogen- und Alkoholmissbrauch

* Mangelnde Compliance seitens des Patienten

¢ Schlechte Durchblutung

¢ Schwerarbeit oder aktive Sportarten

¢ Psychischer Zustand, welcher zum Nichtbefolgen der arztlichen Anordnung fiihren kann

¢ Hochgradig atrophierter Kiefer

WICHTIG: Es ist auf den Schutz der anatomischen Strukturen (Sicherheitsabstand min. 2 mm) sowie auf den Verlauf der benachbarten Zahne / Zahnwurzeln
zu achten (Gefahr der Beschadigung, Infektionen, Resorption). Um die Entstehung von Infektionen und Resorption zu vermeiden, soll darauf geachtet werden,
dass es nicht zum Kontakt zwischen dem Transplantat und benachbarten Zihnen kommt. Mechanische Stabilitit ist essentiell fiir eine erfolgreiche
Knochenheilung.

GESONDERTE HINWEISE FUR SCHRAUBEN: Die Knochenschrauben sind kompatibel mit den Instrumenten des Micro Screw System und Micro Screw
System Basic. Angewendet werden diirfen die Schrauben ausschlieBlich mit diesen systemeigenen Instrumenten. Bei der Auswahl der Schraubenldnge sowie
der Schraubenplatzierung ist die Bewertung des verfiigbaren Knochenangebots mittels Rontgendiagnostik zu beriicksichtigen. Der Schraubenkopf ist im
Knochenblock méglichst flach zu versenken, um prophylaktisch Weichgewebsperforation bzw. Dehiszenzen entgegenzuwirken. UbermaBige kérperliche
Aktivitaten sowie Traumata, welche die Augmentationsstelle beeintrachtigen, kénnen zu einem vorzeitigen Versagen der Schrauben durch Lésen oder Brechen
fiihren. Die Schrauben diirfen ausschlieBlich gemaB der Anwendungs- und Sicherheitshinweise angewendet werden. Jegliche Art der Modifikation im Vorgehen
oder am Produkt kann zur Beeintrachtigung des Behandlungserfolgs bzw. zur Beschadigung des Produkts fiihren. Die Schrauben stellen ein Einmalprodukt dar
und diirfen demnach nach Nutzung nicht wiederaufbereitet und wiederverwendet werden. Auch bei bereits benutzten, aber optisch unbeschidigten
Schrauben kann es durch die vorangegangene mechanische Belastung zu mikroskopisch kleinen Beschidigungen kommen, die zu Ermiidungserscheinungen
und zum Produktversagen fiihren. Die Micro Screws wurden nicht auf Sicherheit und Kompatibilitat in der MR-Umgebung bewertet. Sie wurden nicht auf
Erhitzen, Migration oder Bildartefakte in der MR-Umgebung getestet. Die Sicherheit ist in der MR-Umgebung ungewiss. Das Scannen eines Patienten mit
diesem Medizinprodukt, kénnte zu Verletzungen des Patienten fiihren.

A Im Zusammenhang mit dem Produkt aufgetretene schwerwiegende Vorkommnisse sind dem Hersteller und der zustindigen Behdrde des
Mitgliedstaats, in dem der Anwender und/oder der Patient niedergelassen ist, zu melden.

Der , Kurzbericht tiber Sicherheit und klinische Leistung” (SSCP) stellt eine Zusammenfassung der klinischen Daten und weiteren Informationen zur Sicherheit
und klinischen Leistung der Schrauben dar und kann als Kopie auf Anfrage per E-Mail an RA@meisinger.de zur Verfiigung gestellt werden. Nach Inbetriebnahme
der Europiischen Datenbank fiir Medizinprodukte (EUDAMED) kann der SSCP fiir die Schrauben auf der nachfolgenden Website https://ec.europa.eu/tools/
eudamed eingesehen werden.

==l Aligemeine Hinweise
Bitte beachten Sie auch die Allgemeinen Anwendungs- und Sicherheitshinweise zu MEISINGER Produkten im medizinischen Bereich und auch die
Hinweise zur Aufbereitung (Reinigung, Desinfektion und Sterilisation) von Medizinprodukten der Hager & Meisinger GmbH.
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Hersteller i Nicht wiederverwenden  Nicht steril GemaﬂdemUSBundexgexetzdarfdleses Achtung  Konformitatskennzeichen Eelbe&chadlgter Herstell it Elektronlsche

Produkt nur an ausgebildete Mediziner Verpack un§ Verpack
en

oder in deren Auftrag verkauft werden. nicht verwen beachten

Hager & Meisinger GmbH
Hansemannstr. 10
41468 Neuss * Deutschland

Tel. +49 2131 2012-0
Fax: +49 2131 2012-222
Email: info@meisinger.de
Internet: www.meisinger.de
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I INHALT

Micro Screw System

Art.-No. BMS00 = Art.-No. BMSBA &

Micro Screw System Basic

1x 202RF 008 2x MSS10 4 1x 202RF 008 3x MSS10 6
1x 202RF 010 3x MSS10 6 1x 202RF 010 3x MSS10 8
1x MSPB1 3x MSS10 8 1x MSPB1 3x MSS10 10
1x MSPB2 3x MSS10 10 1x MSPB2 3x MSS12 6
1x MSSDW 2x MSS10 12 1x MSSDE 3x MSS12 8
1x MSSDM 2x MSS10 14 1x MSSDW 3x MSS12 10
1x MSGSD 1x MSS12 4

2x MSS12 6

2x MSS12 8

2x MSS12 10

1x MSS12 12

1x MSS12 14

Drillbofrer Spiralbohrer Schraubendref

il

202RF | 202RF | MsPB1 MSPB2 MSSDW.

Schaft! 206 206 204 204 204
GroBe 008 010 008 010 -
Lange mm 14.0 14.0 14.0 14.0 24.0
T 0.8 1.0 0.8 1.0 -
Opt.Geschwindigkeitrpm 1,000 1.000 1.000 1.000 10
et JOI000 6.000 6.000 6.000 15

C€ 0044

Schrauben* **

i1

|

her einfach®

L%

100.0 154.7

Cce

L

Mss10 | Mssto | mssio | Mssio | Mssio | Mssio
Liinge mm 40 6.0 8.0 10.0 12.0 14.0
| 0.6 0.6 0.6 0.6 0.6 06
1 1.0 1.0 1.0 1.0 1.0 1.0

C€ 0044
Schrauben* ** L
T B

Mss12 | mss12 | mss12 | mss12 | mss12 | mssiz
Linge mm 40 6.0 8.0 10.0 12.0 14.0
| 07 07 07 07 07 07
1 12 12 12 12 12

C€E 0044

’u‘ AuBendurchmesser

® @ 1204=RA , 206=RAXL

** Chirurgischer Edelstahl gemaB DIN IS0 5832-1, ASTM F138. Fiir weitere Inf ionen zur Legi

*‘A“ Minimaldurchmesser

2illustriert 1:4

Sie bitte den Hersteller.

manuell  Greifer fiir S

L

:

33.0

*illustriert 1:3
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Hasznalati utasitas nem az USA szamara

Hasznalati utasitas és biztonsagi eléirasok a MEISINGER-rendszerhez
Micro Screw System
Micro Screw System Basic

Prof.Dr. Fouad Khoury: ‘Olsberger Konzept’ A kortikalis csontpétlé beliltetés biztonsagos rogzitése
Tételszam: BMS00, BMSBA

A Bone Management® Micro Screw rendszert a kortikalis csontpotlo beultetes biztonsagos rogzitésére és stabilizalasara rogzitésére és stabi-
lizélasara. A rendszerek specidlis 1,0 mm és 1,2 mm atmérdji csavarokat hasznal. A Micro Screws sebészeti rozsdamentes acélbdl késziinek,
ami nagyfoku stabilitast biztosit a kisebb atméré ellenére.

B ALKALMAZASI MEGJEGYZESEK
A Bone Management® Micro Screw Systems csonttorések kezelésére javallott, kiilondsen a szdjiregben és a maxillomandibularis sebészeti
terlileten a szajlregben és a maxillomandibularis sebészeti terlileten végzett augmentaciés folyamat soran a transzplantalt csontblokkok
rogzitésére. Megjegyzés: A Mikrocsavarok nem maradhatnak tartésan a testben. Miutan betdltotték tamogatéd funkcidjukat, példaul egy graft vagy
torés gyoégyulasa utan, teljesen el kell tavolitani 6ket.

I ALKALMAZAS
Az alkalmazashoz ajanlott sebességeket és a megengedett legnagyobb sebességeket a cikk attekintése foglalja 6ssze a , Tartalom*” alatt. Ezeket
be kell tartani a megfeleld és biztonsagos hasznalat érdekében. A felhasznalénak gondoskodnia kell arrél, hogy a csavarok mind a régzités, mind
az eltavolitas soran biztositvalegyenek az aspiracio ellen (A kofferdam létesitése révén).

A csonthengeren és a recipiens csonton keresztiil a kisérleti lyuk farasa
A mikrocsavarok alkalmazasahoz a csontgraft és a recipiens csont eléfurasa szikséges. Ezt egy csavaros furéval végzik.
0,2 mm atmérdjl kisebb csavarfuréval:

- 1,0 mm Mikrocsavar 2 MSPB1 csavarfuré vagy 202RF 008 furdfej (& 0,8 mm).

- 1,2 mm Mikrocsavar 2 csavarfur6 MSPB2 vagy csavarfuré 202RF 010 (& 1,0 mm)
Az adott furast szakaszosan és folyamatos hiités mellett, steril, fiziolégias séoldattal kell végezni. Mivel a mikrocsavarok a specialisan kialakitott
menetszéleknek készénhetéen 6nmetsz6 menettel rendelkeznek, a csavarok kiilsé atméréjén nem sziikséges hosszabbité furatot (sikléfuratot)
farni.

A csavarhuzo kivalasztasa és a mikrocsavarok felszerelése

Akivalasztott eljarastdl fliggéen (mechanikus vagy kézi csavarbehelyezés) a megfelelé csavarhuzoét kell kivalasztani. A kézi
behelyezéshez az MSSDE (egy csavarhizo) vagy az MSSDM (opciondlisan MSGSD megfogéval) csavarhiizok hasznala-
tosak. Az MSSDW csavarhuzo ferde ferde csavarhizé a szdgellenes kézidarabbal térténé automatikus behelyezéshez
hasznalatos.

MEGJEGYZES: Amarkoléval ellatott csavarhizé specialis markoloeszkézzel rendelkezik. Amint a csavarhiizé és a mikroc-
savar a négyszogon keresztill csatlakozik, ez a megfogd eszkdz a markolénak a mikrocsavar irdnyaba térténé nyomasaval
zardédik. Ennek eredményeképpen a megfogd eszkdz korildleli a felemelendé Mikrocsavar csavarfejét, ami megbizhatd
tartast biztosit, és igy lehet6vé teszi a biztonsagos atvitelt a miitéti helyre és a biztonsagos alkalmazast.

A csontpétlas rogzitése

Akivalasztott csavarhuzoval felvesz egy megfelelé hosszisagu mikrocsavart, és a csontgraftot a befogadé csonthoz rogzi-
ti. AMicro Screw menet elévagasa nélkiil is behelyezheté a csontba, mivel 5nmetszd menetes kialakitasu. A Micro Screw-t
ellenérzott moédon kell meghizni, amig a csonthenger szilardan rogzil a csapagyban. A csontot e folyamat soran nem
szabad tulterhelni. Ezenkivil az eléfurt lyuk altal meghatarozott tengelyt be kell tartani a csavarozas soran, hogy a csavar
ne déljon el. Ha a graftot nem lehet egy csavarral biztonsagosan rogziteni, akkor legalabb két csavar hasznélata ajanlott
a forgas elleni régzitéshez.

A mikrocsavarok eltavolitasa

Figyelembe véve a paciens-specifikus gyogyulasi idét, a klinikailag és rontgenfelvételekkel igazolt teljes csontgyogyulas és funkcionalis helyredllitas utan
a mikrocsavarokat az 6ramutatd jarasaval ellentétes iranyban, csavarhtzéval kell eltavolitani a mikrocsavarrendszerbdl. A Micro Screws-t akkor is el kell
tavolitani, ha a csavar meglazul, fertézés Iép fel, vagy a csontszdvet meggyenglil a behelyezett csontcsavar miatt.

A mikrocsavarok sterilizalasa

A miszereket és a mikrocsavarokat nem steril allapotban szallitjak, és hasznalat el6tt az érvényesitett Ujrafeldolgozasi utasitdsoknak
megfeleléen fel kell 6ket dolgozni (tisztitas/fert6tlenités/sterilizalas). Az eszkdzok megfeleld Ujrafeldolgozasahoz kérjlk, tartsa be a Hager &
Meisinger GmbH orvosi eszkdzok Ujrafeldolgozasi (tisztitasi, fertétlenitési és sterilizalasi) utasitasait.

B A MARKOLOFEJJEL ELLATOTT CSAVARHUZO FELSZERELESERE ES ELTAVOLITASARA VONATKOZO UTASITASOK
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Csavarhtzé(1), fogé(2), horony 1(3), horony 2(4) v
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1 Csatlakoztassa a markolot2 a csavarhiizd(T pengéjéhez az abranak megfeleléen. Nyomja a markolot2)addig, amig be nem illeszkedik az 1. horonyba ((3) nyitott allas).
-
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2 A markoldval ellatott csavarhizd most mar hasznalatra kész. A csavar biztonsagos rogzitéséhez csisztassa a fogé(@a csavarhuzo pengéjének iranyaban
a csavar folé, amig az be nem illeszkedik a 2. horonyba ((4), zart helyzet). Az eltavolitashoz cstisztassa a markol6t(2)a csavarhiizo pengéjének iranyaba, és
hizza le.

Hulladékartalmatlanitas

A miszerek artalmatlanitasakor (élettartamuk végén vagy a megadott szavatossagi id6 lejarta utan) tigyeljen arra, hogy a terméket a bioldgiailag
veszélyes anyagok hulladékaba dobja. Minden csomagoléelemet a nemzeti el6irasoknak megfeleléen kell artalmatlanitani (pl. kettés hulladé-
krendszer).
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Ellenjavallatok
Elvileg figyelembe kell venni a fogaszati mitétek altalanos orvosi, valamint helyi, abszolut és relativ ellenjavallatait.

Abszolut ellenjavallatok

« Aktiv fert6zések a megnagyobbitand6 terlleten vagy annak kézelében, valamint helyi vagy szisztémas kéros folyamatok (pl. 1az, helyi
gyulladas, talyogok).

« Elégtelen csontellatottsag (minéség/mennyiség)

« A csontanyagcserét karosité betegségek vagy gyogyszerek

Relativ ellenjavallatok

« Befejezetlen dentoalveolaris ndvekedés (kivétel: olyan esetek, amikor nem varhat6 dentoalveolaris ndvekedés, pl. ektodermalis diszplazia).

« Ismert allergia és/vagy idegentest-reakcié a mikrocsavarok 6tvozetének dsszetételével szemben

« Szisztémas és/vagy metabolikus betegségek vagy olyan orvosi kezelések, amelyek a csont progressziv romlasahoz vezetnek (pl. kortizon,
immunszuppresszansok, biszfoszfonatok, cukorbetegség stb.).

« Drog- és alkoholfogyasztas

* A beteg részérdl a megfelel6ség hianya

* Rossz vérkeringés

* Nehéz munka vagy aktiv sportolas

« Mentalis allapot, amely az orvosi utasitdsok be nem tartdsahoz vezethet

* Nagymértékben elsorvadt allkapocs

FONTOS: Ugyelni kell az anatémiai struktirak (biztonsagi tavolsag min. 2 mm) és a szomszédos fogak/foggyokerek védelmére (sériilés,
fert6zés, reszorpcio veszélye). A fert6zések és a reszorpcié kialakulasanak elkerilése érdekében ugyelni kell arra, hogy a graft ne érintkezzen
a szomszédos fogakkal. A sikeres csontgydgyulashoz elengedhetetlen a mechanikai stabilitas.

KULONLEGES MEGJEGYZESEK a csavarokhoz: A csontcsavarok kompatibilisek a Micro Screw System és a Micro Screw System Basic
miszerekkel. A csavarok csak ezekkel a rendszerspecifikus mliszerekkel hasznalhaték. A csavarhossz és a csavarok elhelyezésének kivalasz-
tasakor figyelembe kell venni a rendelkezésre allé csont rontgendiagnosztika segitségével torténd felmérését. A csavarfejet a lehetd leglaposab-
az augmentacio helyét érintd traumak a csavarok id6 el6tti meghibasodasahoz vezethetnek lazulas vagy térés miatt. A csavarok csak az
alkalmazasi és biztonsagi utasitdsoknak megfeleléen hasznalhatok. Az eljaras vagy a termék barmilyen médositasa ronthatja a kezelés sikerét
vagy karosithatja a terméket. A csavarok egyszer hasznalatos terméknek mindstilnek, ezért hasznalat utan nem szabad ujra feldolgozni vagy
Ujra felhasznalni 6ket. Még a mar hasznalt, de szemmel lathatéan nem sérilt csavarok esetében is eléfordulhatnak mikroszkopikus sériilések
a korabbi mechanikai igénybevétel miatt, amelyek a faradas jeleihez és a termék meghibasodasahoz vezethetnek. A mikrocsavarok biztonsa-
gossagat és MR-kérnyezetben valé kompatibilitasat nem értékelték. Nem vizsgaltak a felmelegedés, a migracié vagy a képi artefaktumok
MR-kérnyezetben térténé megjelenését. Az MR-kérnyezetben valé biztonsag bizonytalan. A beteg ezzel az orvostechnikai eszkézzel torténd
vizsgdlata a beteg sériiléséhez vezethet.

if Az eszkdzzel kapcsolatos sulyos eseményeket jelenteni kell a gyarténak és a felhasznaldé és/vagy a beteg letelepedése
szerinti tagallam illetékes hatésaganak.

A ,Summary of Safety and Clinical Performance” (SSCP) 6sszefoglalja a csavarok biztonsagossagara és klinikai teljesitményére vonatkozo
klinikai adatokat és egyéb informaciokat, és kérésre masolatban a RA@meisinger.de e-mail cimen rendelkezésre bocsathatd. Amint az orvos-
technikai eszk6zok eurdpai adatbazisa (EUDAMED) miikodéképes lesz, a csavarok SSCP-je a kovetkezé weboldalon tekintheté meg: https://
ec.europa.eu/tools/eudamed.

L@ Altalanos informéciok

Kérjiik, vegye figyelembe a MEISINGER termékek altalanos hasznalati és biztonsagi utasitasait az orvosi teriileten és a

a Hager & Meisinger GmbH orvosi termékeinek Ujrafeldolgozasara (tisztitdsara, fertétlenitésére és sterilizalasara) vonatkozé
utasitasokat.

“ ® A C€ /c€ 0044 @ &I P I::Ii:l ifu.meisinger.de

uma

Gyarté ~ Tételszam Orvostechni- Tételszam Ne haszndlia ~ Nem Az Egyesiilt Allamok ~ Figyelem Megfelelségijel Haacsoma-  Agyartas Csomagolasi 1artsa be az
' : da¥ egység elektronikus

kai eszkoz fel Ujra steril szévetségi torvényei ’\?olés sérult

e hasznalja hasznalati

szerint ez a termék csak utasitast

képzett egészséglgyi sza-
kembereknek vagy azok
nevében értékesithetd.

Hager & Meisinger GmbH
Hansemannstr. 10
41468 Neuss « Németorszag

Tel. +49 2131 2012-0
Fax: +49 2131 2012-222
Email: info@meisinger.de
Internet: www.meisinger.de
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B TARTALOMJEGYZEK

Micro Screw System Micro Screw System Basic
Art-No. BMS00 77 Art-No. BMSBA T
1x 202RF 008 2x MSS10 4 1x 202RF 008 3x MSS10 6
1x 202RF 010 3x MSS10 6 1x 202RF 010 3x MSS10 8
1x MSPB1 3x MSS10 8 1x MSPB1 3x MSS10 10
1x MSPB2 3x MSS10 10 1x MSPB2 3x MSS12 6
1x MSSDW 2x MSS10 12 1x MSSDE 3x MSS12 8
1x MSSDM 2x MSS10 14 1x MSSDW 3x MSS12 10
1x MSGSD 1x MSS12 4

2x MSS12 6

2x MSS12 8

2x MSS12 10

1x MSS12 12

1x MSS12 14

Furdfej Csavarfurd Csavarhizé RA = Csavarhiizo single? ~ Kézi csavarhizd® ~ Fogd kézi csavarhiizéhoz

IR

Széar! 206 206 204 204 204

Méret 008 010 008 010 = - - -
Hosszisigmm ~ 14.0 14.0 14.0 14.0 24.0 100.0 154.7 33.0
N 0.8 1.0 0.8 1.0 o = = -
e | @80 1.000 1.000 1.000 10 = = -
Qe IEY000 6.000 6.000 6.000 15 . =

C€ 0044 Ce

Regular
L

i1

Mss10 | Mssto | Mssio | mssio | mssio | Mssto
Hosszisagmm 4.0 6.0 8.0 10.0 12,0 14.0
K 0.6 0.6 0.6 0.6 0.6 0.6

L 10 10 10 1.0 1.0 1.0

C€ 0044

Csavarok* **

S

L

Mss12 | mss12 | mss12 | mss12 | mssi2 [ mssi2
Hossziségmm 4.0 6.0 8.0 100 12.0 14.0
iy 0.7 0.7 0.7 0.7 07 0.7
1r 1.2 12 12 12 12 1.2
* @ 1204=RA , 206 =RAXL ’u‘ Kilsé atmerd *‘A“ Minimalis atméré 2illusztralt 1:4 2 illusztralt 1:3

** Sebészeti rozsdamentes acél a DIN ISO 5832-1, ASTM F138 szabvany szerint. Az 6tvozet Gsszetételére vonatkozd tovabbi informéaciokért kérjik, forduljon a gyartéhoz. 29 | 44



Istruzioni di uso e di sicurezza per i seguenti prodotti MEISINGER

Micro Screw System
Micro Screw System Basic

Sistema a vite per la stabilizzazione sicura di trapianti di innesti ossei corticali ‘Olsberger Konzept’ secondo il Prof. Dr. Fouad Khoury
Avrticolo: BMS00, BMSBA

| Micro Screw System di Bone Management® sono utilizzati per il fissaggio sicuro e la stabilizzazione di innesti ossei corticali. La particolarita di questi sistemi
sono le viti di osteosintesi, che hanno un diametro di 1,0 mm e 1,2mm. Queste Micro Screw sono realizzate in acciaio chirurgico, che da loro elevata stabilita,
nonostante il loro diametro ridotto.

I INDICAZIONI PER L'USO
| Micro Screw System di Bone Management® sono indicati per il trattamento di fratture ossee, in particolare per il fissaggio di blocchi ossei trapiantati durante il
processo di aumento nella cavita orale e nel campo della chirurgia maxillo-mandibolare. Nota: Le Micro Screw non sono destinate a rimanere nel corpo in modo
permanente. Dopo aver soddisfatto la loro funzione di supporto, ad esempio nel caso della guarigione di un trapianto, o della guarigione di una frattura, devono
essere rimosse completamente.

I UTILIZZO
Le velocita consigliate per |‘applicazione e le velocita massime sono riportate nella sezione ,,Contenuto” nella panoramica dello strumentario. Devono essere
sempre osservate per un corretto e sicuro utilizzo. Lutente deve accertarsi che le viti non possano essere aspirati sia durante il fissaggio che durante la rimozi-
one (ad esempio, mediante |‘applicazione di un cofferdam).

Preparazione del foro pilota attraverso I'innesto di osso e I'osso ricevente
Per I'applicazione delle Micro Screw, € necessario creare un foro pilota attraverso innesto osseo e I'osso ricevente. Questo viene fatto usando una fresa a spirale
di diametro di 0,2 millimetri pil piccolo:

¢ Micro Screw da 1,0 mm 2 fresa a spirale MSPB1 o fresa iniziale 202RF 008 (& 0.8 mm)

* Micro Screw da 1,2 mm £ fresa a spirale MSPB2 o fresa iniziale 202RF 010 (& 1,0 mm)
Il relativo fresaggio deve avvenire in modo intermittente e sotto costante raffreddamento in ambiente sterile con soluzione fisiologica salina. Poiché le Micro
Screw hanno una filettatura automaschiante, grazie alla particolare forma dei profili dei filetti, non & necessaria alcuna sovrapreparazione (foro a scorrimento)
oltre il diametro esterno delle viti.
Selezione del cacciavite e inserimento delle Micro Screw
A seconda della procedura scelta (inserimento della vite meccanico o manuale), deve essere selezionato il cacciavite appro-
priato. | cacciaviti MSSDE (cacciavite base) o MSSDM (opzionale con gancio MSGSD) vengono utilizzati per I'inserimento
manuale. Per I'inserimento meccanico con manipolo viene utilizzato il cacciavite MSSDW angolato.

NOTA: Il cacciavite con pinza ha uno speciale dispositivo di presa. Nel momento in cui il cacciavite si posiziona sulla testa
della Micro Screw, questo dispositivo di presa si chiude spingendo la pinza nella direzione della Micro Screw. Il dispositivo
di presa abbraccia cosi la testa della vite della Micro Screw da prelevare e garantisce una tenuta affidabile, consentendo un
trasferimento sicuro alla zona operativa con la conseguente corretta applicazione.

Fissaggio dell’innesto osseo

Utilizzando il cacciavite selezionato, una Micro Screw di lunghezza appropriata viene prelevato e I'innesto osseo viene fissato
all’osso ricevente. La Micro Screw pud essere inserita nell’osso, senza maschiatura, in quanto ha un design della filettatura
automaschiante. La Micro Screw viene serrata in modo controllato fino a quando I'innesto osseo non risulta saldamente fissato
al sito. Losso non deve essere sovraccaricato. Inoltre, durante il processo di inserimento, deve essere seguito |'asse indicato
dal foro pilota per evitare che la vite si pieghi. Se con una sola vite non & possibile garantire un fissaggio sicuro dell'innesto, si
raccomanda I'utilizzo di almeno 2 viti, per impedire qualsiasi rotazione.

Rimozione delle Micro Screw

Tenendo conto del tempo di guarigione specifica del paziente e dopo la completa guarigione ossea, confermata clinicamente e radiograficamente, nonche il
ripristino funzionale, le Micro Screw devono essere rimosse in senso antiorario con il cacciavite del Micro Screw System. La rimozione delle Micro Screw &
necessaria anche nel caso dell’allenatmento della vite, infezione o indebolimento del tessuto osseo a causa della vite inserita.

Sterilizzazione delle Micro Screw

Gli strumenti e le Micro Screw non sono fornite sterili e, prima del loro utilizzo, devono essere trattati (puliti / disinfettati / sterilizzati) secondo le istruzioni
d’uso convalidate. Per uno corretto trattamento degli articoli, si prega di osservare le istruzioni per 'uso (la pulizia, la disinfezione e la sterilizzazone) di dispo-
sitivi medici prodotti da Hager & Meisinger GmbH.

I |STRUZIONI PER SMONTAGGIO E MONTAGGIO DEL CACCIAVITE CON GANCIO

-—0 -l . ==
Oy N

Cacciavite @ pinza @, Scanalatura 1 @ Scanalatura 2@ v

=

A

s >
1. Inserire la pinza@nella gambo del cacciavite @, come mostrato. Spingere la pinza@finché non si innesta nella scanalatura 1 @, posizione aperta).

— ! 1

2. Ora il cacciavite con la pinza & pronto per |'uso. Per fissare una vite, spingere la pinza @, in direzione della punta del cacciavite, sulla vite finché non scatta
nella scanalatura 2 @, posizione chiusa). Per lo smontaggio spingere e rimuovere la pinza@ nella direzione della punta del cacciavite.

Smaltimento
Per lo smaltimento degli strumenti alla fine della vita utile, accertarsi che il prodotto venga smaltito tra i rifiuti biologici pericolosi. Smaltire tutti i componenti
dell'imballaggio in conformita alle disposizioni nazionali (ad es. sistema duale per la raccolta e il riciclo dei rifiuti da imballaggio).
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Controindicazioni
In linea di principio, devono essere osservate le controindicazioni mediche, generali e locali, assolute e relative, per le procedure chirurgiche odontoiatriche.

Controindicazioni assolute

¢ infezioni attive o in prossimita della zona da aumentate, nonché processi patologici locali o sistemici (per esempio sintomi quali febbre,
inflammazione locale, ascessi)

¢ insufficiente volume osseo (qualita / quantita)

* Le malattie o farmaci che influenzano il metabolismo delle ossa

Controindicazioni relative

* crescita dentoalveolare incompleta (eccezione: casi in cui nessuna crescita dentoalveolare puo essere previsto, ad esempio displasia ectodermica)

¢ allergie note e / o reazione da corpo estraneo alla composizione della lega delle Micro Screw

¢ malattie sistemiche e/o metaboliche o trattamenti medici che portano al progressivo deterioramento dell’osso (ad esempio cortisone, immunosoppressori,
bifosfonati, diabete, etc.)

¢ abuso di droga e di alcool

* mancanza di compliance da parte del paziente

* cattiva circolazione sanguigna

¢ lavoro fisico duro o attivita sportive

¢ condizione mentale, che puo portare a ignorare I'ordine medico

¢ mascella altamente atrofica

IMPORTANTE : & necessario prestare attenzione alla protezione delle strutture anatomiche (distanza di sicurezza min. 2 mm) nonché al decorso dei denti
adiacenti / radici dei denti (rischio di danni, infezioni, riassorbimento). Al fine di evitare lo sviluppo di infezioni e il riassorbimento, & necessario prestare atten-
zione che non vi sia contatto tra 'innesto e i denti vicini. La stabilita meccanica & essenziale per il successo della guarigione ossea.

NOTE PARTICOLARI SULLE VITI: Le viti ossee sono compatibili con gli strumenti del Micro Screw System e Micro Screw System Basic. Le viti possono
essere usate solo con questi strumenti specifici. Quando si seleziona la lunghezza della vite, cosi come il suo posizionamento, & necessario valutare I'osso
disponibile tramite la diagnostica a raggi X. La testa della vite deve essere affondata il piti piatto possibile nel blocco osseo per evitare la perforazione o la
deiscenza dei tessuti molli. Una attivita fisica eccessiva e traumi che interessano il sito di aumento, possono portare a un fallimento prematuro delle viti a causa
di allentamento o rottura. Le viti possono essere utilizzate solo in conformita con I'applicazione e le istruzioni di sicurezza. Qualsiasi tipo di modifica nella
procedura o sul prodotto puo portare a diminuzione del successo del trattamento o danni al prodotto. Le viti sono un prodotto monouso e pertanto non
devono essere ricondizionate e riutilizzate dopo I'uso. In caso di viti utilizzate, sebbene intatte visivamente, il precedente stress meccanico puo causare danni
microscopici, che possono portare a fatica e cedimento del prodotto. Le Micro Screw non sono state valutate per la sicurezza e la compatibilita in ambiente
MR. Non sono state testate per il riscaldamento, la migrazione, o gli artefatti dell'immagine nel’'ambiente MR. La sicurezza delle Micro Screw in ambiente MR
& sconosciuta. La scansione di un paziente con questo dispositivo medico potrebbe ferire il paziente.

C Di segnalare qualsiasi incidente grave verificatosi in relazione al dispositivo al fabbricante e all’'autorita competente dello Stato membro in cui
I'utilizzatore e/o il paziente é stabilito.

La sintesi relativa alla sicurezza e alla prestazione clinica (SSCP) rappresenta un riepilogo dei dati clinici e di ulteriori informazioni su sicurezza e prestazione
clinica degli viti ed & possibile richiederne una copia tramite I'indirizzo e-mail RA@meisinger.de. A seguito dell’attivazione della banca dati europea per i dis-
positivi medici (EUDAMED), & possibile prendere in visione il documento SSCP degli viti sul sito web https://ec.europa.eu/tools/eudamed.

5 E] Istruzioni generali
Si prega di seguire I'applicazione generale e le norme di sicurezza per i prodotti MEISINGER nell‘area medica e anche le istruzioni per la prepa-
razione (pulizia, disinfezione e sterilizzazione) di dispositivi medici da Hager & Meisinger GmbH.

al @ A\ ce/ce o @ M A ]

Fabbricante  Codicearticoloc  Disposieivo medico Numerodilotto ~ Nonriutlizzare  Nonsterile  Attenzione: la legge federaledegli ~ Attenzione ~ Marchiodiconformita —~ Non utiizarese  Datadiproduzione  Unitagi . Osservarele
Stati Uniti limata Ia vendita di questo la confezione & imballaggio |xtru|1|an| pgrhl uso
prodotto esclusivamente a un medico danneggiata elettroniche

professionista qualificator.

Hager & Meisinger GmbH
Hansemannstr. 10
41468 Neuss * Germany

Tel. +49 2131 2012-0
Fax: +49 2131 2012-222
Email: info@meisinger.de
Internet: www.meisinger.de
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I CONTENUTO

Micro Screw System

Art.-No. BMS00 =

1x 202RF 008
1x 202RF 010
1x MSPB1

1x MSPB2

1x MSSDW
1x MSSDM
1x MSGSD

Fresa iniziale

il

202RF | 202RF | MsPB1 MSPB2 MSSDW.

2x MSS10 4
3x MSS10 6
3x MSS10 8
3x MSS10 10
2x MSS10 12
2x MSS10 14
1x MSS12 4
2x MSS12 6
2x MSS12 8
2x MSS12 10
1x MSS12 12
1x MSS12 14

Fresa a spirale

Micro Screw System Basic

Art.-No. BMSBA &

1x 202RF 008 3x MSS10 6

1x 202RF 010 3x MSS10 8

1x MSPB1 3x MSS10 10

1x MSPB2 3x MSS12 6

1x MSSDE 3x MSS12 8

1x MSSDW 3x MSS12 10
Cacciavite RA Cacciavite base!

I

Cacciavite manuale’

%

L

Pinza per cacciavite manuale

:

Gambo' 206 206 204 204 204
Taglia 008 010 008 010 - - - -
Lungomm  14.0 14.0 14.0 14.0 24.0 1000 1547 33.0
T 0.8 1.0 0.8 1.0 - - -
Oevoiagimn 1,000 1.000  1.000 1.000 10 - - -
Hsmoviiagin 6000 6000  6.000 6.000 15 - -
Vit #*
L
Mss10 | Mssto | Mssio | mssio | mssio | Mssto
Lungo mm 40 6.0 8.0 10.0 12,0 14.0
K 0.6 0.6 0.6 0.6 0.6 0.6
iy 1.0 1.0 10 1.0 1.0 1.0
Vit **
L
Mss12 | mssi2 | mss12 | mssi2 | Mss12 | mMssi2
Lungo mm 10.0 12.0 14.0
K 0.7 0.7 0.7 0.7 0.7 0.7
iy 12 12 12 12 12

C€E 0044

*| |* Diametro esterno *‘A“ Diametro minimo 2jllustrato 1:4 *illustrato 1:3

® @ 1204=RA , 206=RAXL

** Acciaio inossidabile chirurgico in accordo alla normativa DIN 150 5832-1, ASTM F138. Per ulteriori informazioni sulla composizione della lega, si prega di contattare il produttore.
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Instrukcje uzytkowania nie dla USA

Instrukcje dotyczgce stosowania i bezpieczenstwa dla MEISINGER
Micro Screw System
Micro Screw System Basic

System $rub do bezpiecznej stabilizacji przeszczepdw kosci korowej ,Olsberg Concept” autorstwa Prof. Dr. Fouad Khoury
Nr artykutu: BMS00, BMSBA

Systemy mikro$rub Bone Management® sg przeznaczone do bezpiecznego mocowania i stabilizacji przeszczepow kosci korowej. System ten
wyréznia sie srubami do osteosyntezy o $rednicy 1,0 mm i 1,2 mm. Mikro$ruby wykonane sg z chirurgicznej stali nierdzewnej, co zapewnia ich
wysoki stopien stabilno$ci pomimo zmniejszonej $rednicy.

I NOTY APLIKACYJNE
Systemy mikrosrub Bone Management® przeznaczone sg do leczenia ztaman kosci, w szczegolnosci do mocowania przeszczepionych blokow kost-
nych podczas procesu augmentacji w jamie ustnej i w obszarze chirurgii szczekowo-zuchwowej. Uwaga: Nie nalezy pozostawiaé mikrosrub na state
w jamie ustnej.Gdy spetnig swojg funkcje podtrzymujgca, np. po wygojeniu przeszczepu lub ztamania, nalezy je catkowicie usunaé. Uzytkownik musi
upewnic¢ sie, ze sruby sg zabezpieczone przed aspiracjg zaréwno podczas ich mocowania, jak i usuwania (np. poprzez zatozenie koferdammu).

I ZASTOSOWANIE
Predkosci zalecane dla danego zastosowania oraz maksymalne dozwolone predkosci zostaly podsumowane w przegladzie artykutu w sekcji
LZawarto$¢”. Nalezy ich przestrzega¢, aby zapewni¢ prawidtowe i bezpieczne uzytkowanie.

Nawiercanie otworéw w plytce kostnej i kosci biorcy

W celu zastosowania mikrosrub konieczne jest wstgpne nawiercenie przeszczepu kostnego i kosci biorcy.

Otwory wykonuje si¢ za pomocg wiertta spiralnego o $rednicy mniejszej o 0,2 mm:

mikros$ruba 1,0 mm 2 wiertto spiralne MSPB1 lub wiertto 202RF 008 (& 0,8 mm)

mikrosruba 1,2 mm 2 wiertto spiralne MSPB2 lub wiertto 202RF 010 (& 1,0 mm)

Poniewaz mikro$ruby majg gwint samogwintujgcy ze specjalnie uformowanymi bokami gwintu, nie jest konieczne wiercenie otworu
rozszerzajgcego (otworu przesuwnego) na zewnetrznej srednicy $rub.

Wybor srubokreta i mocowanie mikrosrub

W zalezno$ci od wybranej procedury (mechaniczne lub rgczne wkrecanie $rub), nalezy wybra¢ odpowiedni Srubokret.
Do recznego wkrecania uzywane sg $rubokrety MSSDE (pojedynczy $rubokret) lub MSSDM (opcjonalnie z chwytakiem
MSGSD). Do wprowadzania automatycznego za pomoca katnicy uzywany jest srubokret MSSDW ze skosem katowym.

UWAGA: Srubokret z chwytakiem posiada specjalne urzadzenie chwytajgce. Gdy tylko $rubokret zostanie potgczony z
mikrosrubg za pomoca elementu kwadratowego, urzgdzenie chwytajgce zostaje zablokowane poprzez popchnigcie chwy-
taka w kierunku mikrosruby. W rezultacie urzadzenie chwytajgce obejmuije teb $ruby, ktéra ma zostac uzyta, co zapewnia
niezawodne trzymanie, a tym samym umozliwia bezpieczne przeniesienie do miejsca zabiegu i bezpieczng aplikacje.

Mocowanie przeszczepu kostnego

Za pomocg wybranego $rubokretu pobierana jest mikrosruba o odpowiedniej dtugosci i mocowany jest przeszczep kostny do
kosci biorcy. Mikrosrube mozna wprowadzi¢ do kosci bez wstepnego nacinania gwintu, poniewaz ma ona konstrukcje samog-
wintujgca. Mikrosrube dokreca sig w sposéb kontrolowany do momentu, az ptytka kostna zostanie mocno osadzona w tozysku.
W trakcie tego procesu nie wolno przecigzac kosci. Ponadto podczas wkrecania nalezy zachowac 0$ wyznaczong przez wstgpnie
wywiercony otwor, aby zapobiec przechyleniu $ruby. Jezeli nie mozna bezpiecznie zamocowac przeszczepu za pomocg jednej
$ruby, zalecamy uzycie co najmniej dwoch $rub, aby zapobiec rotacii.

Usuwanie mikrosrub

Biorac pod uwage specyficzny dla pacjenta czas gojenia oraz po potwierdzonym klinicznie i radiologicznie catkowitym wygojeniu kosci i przywréceniu
funkcji, mikro$ruby nalezy usung¢ z systemu mikrosrub w kierunku przeciwnym do ruchu wskazéwek zegara za pomoca $rubokreta. Mikro$ruby nalezy
réwniez usungé w przypadku poluzowania $ruby, infekcji lub ostabienia tkanki kostnej na skutek wprowadzenia $ruby do kosci.

Sterylizacja mikrosrub

Instrumenty i mikro$ruby sg dostarczane w stanie niesterylnym i przed uzyciem nalezy je podda¢ procesowi dekontaminacji zgodnie z zatwierdz-
onymi instrukcjami dekontaminacii (czyszczenie / dezynfekcja / sterylizacja). W celu prawidtowej dekontaminacji produktéw nalezy przestrzega¢
instrukcji dekontaminacji (czyszczenia, dezynfekcji i sterylizacji) wyrobéw medycznych firmy Hager & Meisinger GmbH.

B 'NSTRUKCJA MONTAZU | DEMONTAZU SRUBOKRETA Z CHWYTAKIEM

=} e S @
@ ; S

Srubokret] ) Chwytak @) Rowek 1@) Rowek 2@) v

=

AL

=
1 Przymocuj chwytak@do ostrza érubokreta@jak pokazano na rysunku. Wcisnij chwytak@ az zatrzasnie sie w rowku 1 (@, pozycja otwarta).

&

= ! —a=

2 Srubokret z chwytakiem jest teraz gotowy do uzycia. Aby bezpiecznie przytrzymacé srube, przesun chwytak@/v kierunku ostrza $rubokreta nad
Srubg, az zatrzasnie si¢ w rowku 2 (@), pozycja zamknieta). Aby usungg srubg, przesun chwytak2)w kierunku ostrza $rubokreta i pociggnij go.

Utylizacja
Podczas utylizacji przyrzgddw (po zakonczeniu ich okresu uzytkowania lub po uptywie okreslonego okresu trwatosci) nalezy upewnic sie, ze pro-
dukt jest utylizowany w pojemniku na odpady niebezpieczne biologicznie. Wszystkie elementy opakowania sg utylizowane zgodnie z przepisami

krajowymi (np. dualny system utylizacji odpaddéw). 33|44
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Przeciwwskazania
Zasadniczo nalezy wzig¢ pod uwage ogdlne przeciwwskazania medyczne, a takze miejscowe, bezwzgledne i wzgledne przeciwwskazania do
zabiegow z zakresu chirurgii stomatologicznej.

Bezwzgledne przeciwwskazania

« Aktywne infekcje w obszarze, ktéry ma zosta¢ poddany augmentacji lub w jego poblizu, a takze miejscowe lub ogélnoustrojowe procesy
chorobowe (np. objawy takie jak gorgczka, miejscowy stan zapalny, ropnie).

« Niewystarczajgca podaz kosci (jakos¢/ilos¢)

« Choroby lub leki wptywajgce niekorzystnie na metabolizm kosci

Wzgledne przeciwwskazania

* Niepetny wzrost wyrostka zebodotowego (wyjatek: przypadki, w ktérych nie nalezy oczekiwa¢ wzrostu wyrostka zebodotowego,
np. dysplazja ektodermalna).

« Stwierdzone alergie i/lub reakcje na ciata obce wykonane ze stopu, z ktérego wyprodukowane sg mikrosruby.

« Choroby ogoélnoustrojowe i/lub metaboliczne lub leczenie prowadzgce do postepujgcej degradacji kosci (np. kortyzon, leki
immunosupresyjne, bisfosfoniany, cukrzyca itp.)

» Naduzywanie narkotykéw i alkoholu

« Brak zgodnosci ze strony pacjenta

« Stabe krazenie krwi

« Ciezka praca lub aktywne uprawianie sportu

« Stan psychiczny, ktéry moze prowadzi¢ do nieprzestrzegania zalecen lekarza

« Silny zanik szczeki

WAZNE: Nalezy zachowaé ostrozno$é, aby chronié struktury anatomiczne (bezpieczna odlegto$é min. 2 mm) oraz przebieg sasiednich zebéw/
korzeni zgbéw (ryzyko uszkodzenia, infekcji, resorpcji). Aby unikng¢ rozwoju infekcji i resorpcji, nalezy zachowa¢ ostrozno$¢, aby zapobiec
kontaktowi przeszczepu z sgsiednimi zebami. Stabilno$¢ mechaniczna jest niezbedna dla pomysinego gojenia sig kosci.

UWAGI SPECJALNE DOTYCZACE SRUB: Sruby kostne sg kompatybilne z instrumentami Micro Screw System i Micro Screw System Basic.
Sruby moga by¢ uzywane wytacznie z tymi systemowymi instrumentami. Przy wyborze diugosci $ruby i jej umiejscowienia nalezy wzigé pod
uwage ocene dostepnej kosci za pomocg diagnostyki rentgenowskiej. teb sruby powinien by¢ zagtebiony w bloku kostnym mozliwie jak naj-
bardziej ptasko, aby zapobiec perforacji tkanek miekkich lub dehiscencji. Nadmierna aktywnos¢ fizyczna i urazy wplywajgce na miejsce aug-
mentacji moga prowadzi¢ do przedwczesnego uszkodzenia $ruby z powodu poluzowania lub ztamania. Sruby moga byé uzywane wytgcznie
zgodnie z instrukcjami uzytkowania i bezpieczenstwa. Wszelkie modyfikacje procedury lub produktu mogg wptyng¢ negatywnie na powodzenie
leczenia lub uszkodzi¢ produkt. Sruby sg produktem jednorazowego uzytku i dlatego nie moga by¢ ponownie przetwarzane i uzywane po uzyciu.
W przypadku $rub, ktére byly juz uzywane, ale wizualnie nie wykazujg oznak uszkodzenia, moze doj$¢ do mikroskopijnych uszkodzen spowodo-
wanych wczesniejszym obcigzeniem mechanicznym, co moze prowadzi¢ do zmeczenia materiatu i uszkodzenia produktu. Mikrosruby nie
zostaty ocenione pod katem bezpieczenstwa i kompatybilnosci w badaniu MR. Nie zostaty one przetestowane pod katem nagrzewania, migracji
lub artefaktéw obrazu w $rodowisku MR. Bezpieczenstwo w $rodowisku MR jest niepewne. Skanowanie pacjenta za pomoca tego urzadzenia
medycznego moze spowodowac obrazenia u pacjenta.

A Powazne incydenty zwigzane z wyrobem nalezy zgtasza¢ producentowi i wiasciwemu organowi panstwa czionkowskiego,
w ktorym uzytkownik i/lub pacjent ma siedzibe.

,Podsumowanie bezpieczenstwa i uzytecznosci klinicznej” (SSCP) zawiera podsumowanie danych klinicznych oraz dodatkowe informacje
na temat bezpieczenstwa i skutecznosci klinicznej $rub i moze zosta¢ udostepnione jako kopia na zadanie wystane pocztg elektroniczng na
adres RA@meisinger.de. Po uruchomieniu Europejskiej Bazy Danych Wyrobéw Medycznych (EUDAMED), SSCP dla $rub bedzie dostepny na
nastepujacej stronie internetowej https://ec.europa.eu/tools/eudamed.

[=] Informacje ogéine
: Nalezy réwniez przestrzega¢ Ogdlnych instrukcji uzytkowania i bezpieczenstwa produktéw MEISINGER dla branzy medycznej oraz
instrukcje dotyczace regeneracji (czyszczenia, dezynfekciji i sterylizacji) produktéw medycznych firmy Hager & Meisinger GmbH.

“ @ A C€/C€ 0044 @ &I P I:Ii:l ifu.meisinger.de

Producent  Numer pozycji deréb Numer partii Nie uzywa¢  Nie jest ~ Zgodnie z prawem federalnym ~ Uwaga Znak zgodnosci Nie uzywac Data Jednostka Nalezy
medyczny ponownie sterylny  Stanow Zjednoczonych produkt woprzypadku  produkcji  pakowania rzestrzegac
ten moze byé sprzedawany uszkodzenia iﬁgfﬁfg%’gﬁhi
wylacznie wyszkolonym opakowania / g
specjalistom medycznym lub w
ich imieniu.

Hager & Meisinger GmbH
Hansemannstr. 10
41468 Neuss * Niemcy

Tel. +49 2131 2012-0
Faks: +49 2131 2012-222
E-mail: info@meisinger.de
Internet: www.meisinger.de
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I 7 AWARTOSC

Micro Screw System

Art.-No. BMS00 =

Micro Screw System Basic

Art.-No. BMSBA &

1x 202RF 008 2x MSS10 4 1x 202RF 008 3x MSS10 6
1x 202RF 010 3x MSS10 6 1x 202RF 010 3x MSS10 8
1x MSPB1 3x MSS10 8 1x MSPB1 3x MSS10 10
1x MSPB2 3x MSS10 10 1x MSPB2 3x MSS12 6
1x MSSDW 2x MSS10 12 1x MSSDE 3x MSS12 8
1x MSSDM 2x MSS10 14 1x MSSDW 3x MSS12 10
1x MSGSD 1x MSS12 4
2x MSS12 6
2x MSS12 8
2x MSS12 10
1x MSS12 12
1x MSS12 14
Wiertto Wiertto spiralne Srubokret RA Srubokret Srubokret Chwytak do érubokreta recznego
pojedynczy? reczny®

IR

Trzonek' 206 206 204 204 204

Rozmiar 008 010 008 010 - - - -
Diugos$¢ mm 14.0 14.0 14.0 14.0 24.0 100.0 154.7 33.0
1 0.8 1.0 0.8 1.0 = = E -
R e INIFG00 1.000 1.000 1.000 10 - - -
NEBFELENeE 6.000 6.000 6.000 6.000 15 - -

C€ 0044 Ce

Sruby* *
L
Mss10 | Mssto | Mssio | mssio | mssio | Mssto
Dlugosémm 4.0 6.0 8.0 10.0 12.0 14.0
K 0.6 0.6 0.6 0.6 0.6 0.6
L 10 10 10 1.0 1.0 1.0
Sruby* ** L
Mss12 | mssi2 | mss12 | mssi2 | Mss12 | mMssi2
Diugosémm 4.0 6.0 8.0 10.0 12.0 14.0
K 0.7 0.7 0.7 0.7 0.7 0.7
iy 12 12 12 12 12

C€E 0044

*u‘ Srednica zewnetrzna *‘A‘* Minimalna $rednica 2Zzilustrowany 1:4  * zilustrowany 1:3

® @ 1204=RA , 206=RAXL

** Chirurgiczna stal nierdzewna zgodnie z DIN ISO 5832-1, ASTM F138. Aby uzyska¢ wiecej informacji na temat sktadu stopu, prosimy o kontakt z producentem. 35 | 44



Instrucoes de uso nao para os EUA

Instrucoes de utilizacao e seguranca para MEISINGER

Micro Screw System
Micro Screw System Basic

85FLBM25 - 0424

Sistema de Parafuso para Estabilizacio Segura de Transplantes de Enxerto Osseo Cortical Olsberger Konzept* do Prof. Dr. Fouad Khoury
Item no: BMS00, BMSBA

Os sistemas Bone Management® Micro Screw sao utilizados para a fixagao e estabilizacdo seguras de enxertos de osso cortical. A carateristica especial destes
sistemas sao os parafusos de osteossintese, que tém um didmetro de 1,0 mm e 1,2 mm. Estes Micro Screws sao fabricados em aco inoxidavel cirtrgico, o que
Ihes confere um elevado grau de estabilidade, apesar do seu didmetro reduzido.

I NOTAS DE APLICA(;AO
Os sistemas de Micro Screw Bone Management® s3o indicados para o tratamento de fraturas 6sseas, especialmente para a fixacio de blocos ésseos transplantados
durante o processo de aumento na cavidade oral e na drea cirtirgica maxilomandibular. Nota: Os Micro Screws nao devem permanecer permanentemente no
corpo. Apés terem cumprido a sua funcao de suporte, por exemplo, apés a cicatrizagao de um enxerto ou fratura, devem ser completamente removidos.

I APLICACAO
As velocidades recomendadas para a aplicagao e as velocidades maximas permitidas estao resumidas no resumo do artigo em “Contetido”. Estas devem ser
respeitadas para garantir uma utilizacao correcta e segura. O utilizador deve certificar-se de que os parafusos estao protegidos contra a aspiragao, tanto durante
a fixagdo como durante a remocao (por exemplo, através da colocacao de um dique de borracha)

Perfurar o orificio piloto através do cilindro ésseo e do osso recetor
E necessaria uma pré-perfuracao do enxerto ésseo e do osso recetor para a aplicacao dos Micro Screws. Isto é efetuado com uma broca helicoidal
de didmetro 0,2 mm mais pequeno:

- Micro Screw de 1,0 mm 2 Broca helicoidal MSPB1 ou broca helicoidal 202RF 008 (& 0,8 mm)

- Micro Screw de 1,2 mm 2 Broca helicoidal MSPB2 ou broca helicoidal 202RF 010 (& 1,0 mm)
A respetiva perfuracao deve ser efetuada de forma intermitente e sob arrefecimento constante com solucao salina fisioldgica estéril. Uma vez que os Micro
Screws tém uma rosca auto-roscante devido aos seus flancos de rosca especialmente moldados, nao é necessario efetuar um furo de extenséo (furo de
deslizamento) no didmetro exterior dos parafusos.

Selecao da chave de parafusos e montagem dos Micro Screws

Dependendo do procedimento selecionado (insercao mecanica ou manual do parafuso), deve ser selecionada a chave de parafusos
adequada. As chaves de parafusos MSSDE (chave de parafusos simples) ou MSSDM (opcionalmente com pinca MSGSD) séo utilizadas
para a insergao manual. A chave de parafusos MSSDW com chanfro angular ¢ utilizada para a inser¢ao automatica com a peca de mao
contra-angulo.

NOTA: A chave de parafusos com pinca tem um dispositivo de aperto especial. Assim que a ligacdo entre a chave de parafusos e o Micro
Screw é estabelecida através do quadrado, este dispositivo de aperto é fechado empurrando a pinga na diregao do Micro Screw. Como
resultado, o dispositivo de aperto envolve a cabeca do Micro Screw a ser recolhido, o que garante uma fixagao fidvel e permite uma
transferéncia protegida para o local da cirurgia e uma aplicagao segura.

Fixacdo do enxerto ésseo

A chave de parafusos selecionada ¢ entao utilizada para apanhar um Micro Screw com um comprimento adequado e fixar o enxerto
dsseo ao osso recetor. O Micro Screw pode ser inserido no osso sem um pré-corte de rosca, uma vez que tem um desenho de rosca
auto-roscante. O Micro Screw é apertado de forma controlada até o cilindro ésseo estar firmemente fixado no suporte. O osso nao
deve ser sobrecarregado durante este processo. Além disso, o eixo especificado pelo orificio pré-perfurado deve ser observado durante
o processo de aparafusamento para evitar que o parafuso se incline. Se nao for possivel fixar o enxerto de forma segura com um para-
fuso, recomenda-se a utilizagao de, pelo menos, dois parafusos para o proteger contra a rotagao.

Remocao dos Micro Screws

Tendo em conta o tempo de cicatrizagao especifico do doente e apés a confirmagao clinica e radiogréfica da cicatrizagao dssea completa e da restauragao funcional,
os Micro Screws devem ser removidos do sistema de Micro Screw no sentido contrario ao dos ponteiros do relégio com uma chave de parafusos. Os Micro Screws
também tém de ser removidos em caso de afrouxamento do parafuso, infecdo ou enfraquecimento do tecido 6sseo devido ao parafuso ésseo inserido.

Esterilizacao dos micro-parafusos

Os instrumentos e os microparafusos sao fornecidos nao esterilizados e devem ser preparados de acordo com as instrucdes de preparacao validadas (limpeza
/ desinfegao / esterilizagao) antes da utilizagao. Para uma preparacao correta dos artigos, observe as instrugées de preparagao (limpeza, desinfegéo e esterili-
zacao) de dispositivos médicos da Hager & Meisinger GmbH.

I INSTRUCOES DE MONTAGEM E DESMONTAGEM DA CHAVE DE PARAFUSOS COM PINCA

[SPRG Sm—= ©)
@ ; \

Chave de fendas(T) Pinca(2), Ranhura 1(3), Ranhura 2(4) v

=}

=

—
T Colocar a pinga2Zna limina da chave de fendas(T) como se mostra. Empurrar a pinga2 até engatar na ranhura 1 ((3)) posicio aberta).

&

= ! —a=

2 A chave de fendas com pinga esta agora pronta a ser utilizada. Para segurar bem o parafuso, deslize a pinga(2 o sentido da ldmina da chave de fendas sobre o
parafuso até encaixar na ranhura 2 (@ posicao fechada). Para retirar, deslize a ping@w sentido da lamina da chave de fendas e puxe-a para fora.

Eliminacao de residuos

Ao eliminar os instrumentos (no final da sua vida (til ou apés o termo do prazo de validade especificado), certifique-se de que o produto é eliminado no lixo
para substancias com risco biolégico. Todos os componentes da embalagem sao eliminados de acordo com a regulamentacao nacional (por exemplo, sistema
duplo de residuos).
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Contraindicacoes
Em principio, devem ser tidas em conta as contra-indicagbes médicas gerais e locais, absolutas e relativas, para a cirurgia dentaria.

Contraindicacées absolutas

¢ Infecbes ativas na zona a aumentar ou na sua proximidade, bem como processos patolégicos locais ou sistémicos (por exemplo, sintomas como
febre, inflamagao local, abcessos)

¢ Fornecimento insuficiente de osso (qualidade/quantidade)

¢ Doencas ou medicamentos que afetam o metabolismo ésseo

Contraindicacées relativas

Crescimento dentoalveolar incompleto (excecao: casos em que nao é de esperar qualquer crescimento dentoalveolar, por exemplo, displasia ectodérmica)
Alergias conhecidas e/ou reagées de corpos estranhos a composigao da liga dos Micro Screws

Doencas sistémicas e/ou metabdlicas ou tratamentos médicos que conduzam a deterioracao progressiva do osso (por exemplo, cortisona,
imunossupressores, bifosfonatos, diabetes, etc.)

Abuso de drogas e de alcool

Falta de cumprimento por parte do doente

Ma circulagao sanguinea

Trabalho pesado ou desporto ativo

Estado mental que pode levar ao nao cumprimento das ordens do médico

Maxilar muito atrofiado

IMPORTANTE: Deve ter-se o cuidado de proteger as estruturas anatémicas (distdncia de seguranca min. 2 mm) e o trajeto dos dentes / raizes dentérias
adjacentes (risco de danos, infecdo, reabsorgao). Para evitar o desenvolvimento de infecoes e reabsorcées, deve ter-se o cuidado de evitar o contacto entre
o enxerto e os dentes vizinhos. A estabilidade mecanica é essencial para uma cicatrizagdo éssea bem sucedida.

NOTAS ESPECIAIS PARA OS PARAFUSOS: Os parafusos para ossos sao compativeis com os instrumentos Micro Screw System e Micro Screw System Basic.
Os parafusos s6 podem ser utilizados com estes instrumentos especificos do sistema. Ao selecionar o comprimento do parafuso e a colocagao do parafuso,
deve ser tida em conta a avaliagdo do osso disponivel através do diagnéstico por raios X. A cabeca do parafuso deve ser rebaixada o mais possivel no bloco
dsseo para evitar a perfuracao ou deiscéncia dos tecidos moles. A atividade fisica excessiva e os traumatismos que afetam o local do aumento podem levar a
falha prematura do parafuso devido a afrouxamento ou quebra. Os parafusos sé6 podem ser utilizados de acordo com as instrucdes de aplicacdo e de segu-
ranca. Qualquer tipo de modificacdo do procedimento ou do produto pode comprometer o éxito do tratamento ou danificar o produto. Os parafusos sao
um produto de utilizacio Unica, pelo que nao devem ser reprocessados ou reutilizados apés a sua utilizacao. Mesmo com parafusos que ja tenham sido utiliz-
ados, mas que nao estejam visualmente danificados, podem ocorrer danos microscépicos devido ao stress mecanico anterior, o que pode levar a sinais de
fadiga e a falha do produto. Os Micro Screws nao foram avaliados quanto a seguranca e compatibilidade no ambiente de RM. Nao foram testados quanto a
aquecimento, migragao ou artefactos de imagem no ambiente de RM. A seguranca no ambiente de RM ¢ incerta. A realizagao de exames a um doente com
este dispositivo médico pode resultar em lesdes para o doente.

C Os incidentes graves relacionados com o dispositivo devem ser comunicados ao fabricante e a autoridade competente do Estado-Membro
em que o utilizador e/ou o doente esta estabelecido.

O ,Resumo da Seguranga e do Desempenho Clinico® (SSCP) resume os dados clinicos e outras informagoes sobre a seguranca e o desempenho clinico dos
parafusos e pode ser fornecido como uma cépia, a pedido, por correio eletrénico para RA@meisinger.de. Assim que a Base de Dados Europeia para
Dispositivos Médicos (EUDAMED) estiver operacional, o SSCP para os parafusos pode ser consultado no seguinte sitio Web https://ec.europa.eu/tools/
eudamed.

E%EE Informacoes gerais
; Observe também as Instrugoes Gerais de Utilizacao e Seguranca dos produtos MEISINGER na area médica e as
instrucoes para o reprocessamento (limpeza, desinfecao e esterilizacao) de produtos médicos da Hager & Meisinger GmbH.

al ] & A\ CE/CE 004 @ ] A0 [T3] g

Fabricante ~ Nmerodoartigo Dispositivo médico  Ndmerodolote  Nao reutilizar Nao estéril  Deacordo comalegislacio federal dos ~ Atencdo  Marcade conformidade e g embalagem estiver  Datadefabrico  ynidade Observar o manual de
EUA, este produto s0 pode ser vendido fanificada deembalagem  nstruges eletrdnico
2 0u em nome de profissionais médicos Nao utilizar
qualificados.

Hager & Meisinger GmbH
Hansemannstr. 10
41468 Neuss * Alemanha

Tel. +49 2131 2012-0
Fax: +49 2131 2012-222
Correio eletrénico: info@meisinger.de
Internet: www.meisinger.de

37 | 44



B CONTEUDO

Micro Screw System

Art.-No. BMS00 =

1x 202RF 008
1x 202RF 010
1x MSPB1

1x MSPB2

1x MSSDW
1x MSSDM
1x MSGSD

Broca

IR

2x MSS10 4
3x MSS10 6
3x MSS10 8
3x MSS10 10
2x MSS10 12
2x MSS10 14
1x MSS12 4
2x MSS12 6
2x MSS12 8
2x MSS12 10
1x MSS12 12
1x MSS12 14

Micro Screw System Basic
Art.-No. BMSBA *7

1x 202RF 008 3x MSS10 6
1x 202RF 010 3x MSS10 8
1x MSPB1 3x MSS10 10
1x MSPB2 3x MSS12 6
1x MSSDE 3x MSS12 8
1x MSSDW 3x MSS12 10

Berbequim de torcao Chave de fendas RA Chave de fendas simples’  Chave de fendas manua? ~ Pinga para chave de fendas manual

202RF | 202RF | MsPB1 MSPB2 Mssow | Msspe | mssom | MsasD

Haste' 206
Tamanho 008

Comprimentomm ~ 14.0
Bl

Tr 0.8
Velocidade de rotagao rpm 1.000
Velocidade méx. Velocidade rpm 6.000

Parafusos™* **

i

MS$10

Comprimento mm 4.0
K 0.6
1 1.0

Parafusos® **

[

MSS 12

Comprimento mm 4.0
N 0.7
L 1.2

206
010
14.0
1.0
1.000
6.000

i

MSS10 MSS10 MSS10 MSS10 MSS10
6.0
0.6
1.0

i

MSS12 MSS12 MSS12 MSS12 MSS12

0.7
1.2

® @ 1204=RA , 206=RAXL

** Ao inoxidavel cirdrgico de acordo com a norma DIN IS0 5832-1, ASTM F138. Para mais informagdes sobre a composicao da liga, contactar o fabricante.

204 204 204

008 010 - - = -

14.0 14.0 24.0 100.0 154.7 33.0

0.8 1.0 - - - -
1.000 1.000 10 - - -
6.000 6.000 15 - -

C€ 0044 Ce

L

§

8.0 10.0 12.0 14.0
0.6 0.6 0.6 0.6
1.0 1.0 1.0 1.0

C€ 0044

L

§

10.0 12.0 14.0
0.7 0.7 0.7 0.7
1.2 1.2 1.2 1.2
’u‘ Diametro exterior *‘A“ Diametro minimo 2jlustrado 1:4 *ilustrado 1:3
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Instrucciones de uso

Instrucciones de aplicacién y de seguridad para MEISINGER

Micro Screw System
Micro Screw System Basic

85FLBM25 - 0424

Sistema de Tornillo para la Estabilizacién Segura de Injertos Oseos Corticales ,Olsberger Konzept' del Prof. Dr. Fouad Khoury.
N.° articulo: BMS00, BMSBA

Los sistemas Bone Management® Micro Screw han sido disefiados para la fijacién segura y la estabilizacién de injertos 6seos corticales. La particularidad de
estos sistemas son los tornillos de osteosintesis, que tienen un diametro de 1,0 mmy 1,2 mm. Estos microtornillos (Micro Screws) estan compuestos por acero
inoxidable quiridrgico que les confiere una estabilidad éptima a pesar de su reducido diametro.

I INDICACIONES DE USO

Los sistemas Micro Screw de Bone Management® estan indicados para el tratamiento de fracturas dseas, especialmente para la fijacién de bloques éseos trasplantados
durante el proceso de aumento en la cavidad bucal y en el ambito quirdrgico maxilomandibular. Nota: los microtornillos no estan previstos para permanecer en el cuerpo
permanentemente. Una vez que han cumplido su funcién auxiliar, por ejemplo, tras la cicatrizacién de un trasplante o de una fractura, deben ser extraidos por completo.

B UTILIZACION
Las velocidades recomendadas para la aplicacién y las velocidades maximas se recogen en el resumen del instrumento, en el apartado «Contenido». Deben
respetarse estas velocidades para un uso adecuado y seguro. El usuario debe asegurarse de que los tornillos estan protegidos de la aspiracién tanto durante la
colocacién como durante su extraccién (por ejemplo, mediante la colocacién de un dique de goma).

Perforacion previa del cilindro éseo y el hueso receptor
Para aplicar los microtornillos, es necesario realizar una perforacién previa en el injerto éseo y el hueso receptor. La perforacion previa se efectia mediante una broca
en espiral que tenga un diametro 0,2 mm mas pequefio que el microtornillo correspondiente:

* microtornillo 1,0 mm 2 broca en espiral MSPB1 o broca 202RF 008 (& 0,8 mm)

* microtornillo 1,2 mm 2 broca en espiral MSPB2 o broca 202RF 010 (& 1,0 mm)
Cada perforacién debe realizarse de forma intermitente y con refrigeracion continua, con solucién salina estéril. Dado que los microtornillos, debido a la forma especial
de su flanco de rosca, tienen una rosca cortante, no es necesario ampliar la perforacién (perforacién de orificio de deslizamiento) en el diametro exterior de los tornillos.

Seleccion del destornillador y alojamiento de los microtornillos

En funcién del procedimiento elegido (insercién de los tornillos de forma mecanica o manual), debe seleccionarse el destor-
nillador adecuado. Para la insercién manual se emplean los destornilladores MSSDE (destornillador simple) o MSSDM (op-
cionalmente con garras). En la insercién mecanica con el contraingulo se utiliza el destornillador con contraangulo MSSDW.

INFORMACION: El destornillador con garras tiene un mecanismo especial de agarre. Cuando el destornillador y el microtor-
nillo estan unidos a través del cuadrado, el mecanismo de agarre se cierra empujando el manguito en direccién al microtornil-
lo. De ese modo, el mecanismo de agarre encierra la cabeza del microtornillo que se va a fijar, lo cual garantiza una sujecién
fiable, que a su vez permite una transferencia segura en el ambito de la operacién, asi como una aplicacién segura.

Fijacion del injerto 6seo

Ahora, mediante el destornillador elegido se toma un microtornillo de la longitud adecuada y se fija el injerto éseo en el hueso recep-
tor. En este proceso, el microtornillo se puede introducir en el hueso sin realizar un corte preparatorio de la rosca, ya que tiene un
disefio de rosca cortante. El microtornillo se aprieta con cuidado el tiempo necesario hasta que el cilindro éseo quede firmemente
fijado en el alojamiento del hueso receptor. No debe sobrecargarse el hueso. Ademas, durante el proceso de atornillado debe ten-
erse en cuenta el eje establecido mediante la perforacion previa para evitar que se ladee el tornillo. Si no es posible fijar el injerto de
forma segura con un tornillo, se recomienda fijarlo mediante 2 tornillos como minimo para impedir la rotacién.

Extraccion de los microtornillos

En funcién de las particularidades individuales de cada paciente y tras la curacién 6sea completa confirmada clinica y radiograficamente, asi como tras el restableci-
miento funcional, los microtornillos deben extraerse utilizando un destornillador del sistema Micro Screw en el sentido contrario a las agujas del reloj. En caso de que
se produzca un aflojamiento de los tornillos, una infeccién o un debilitamiento del tejido éseo debido al tornillo éseo insertado, deberan extraerse los microtornillos.

Esterilizacion de los microtornillos

Los instrumentos y los microtornillos se suministran sin esterilizar y deben prepararse antes de su uso conforme a las instrucciones de preparacién validadas
(limpieza/desinfeccién/esterilizacién). Para preparar los articulos correctamente, tenga en cuenta las instrucciones de preparacién (limpieza, desinfeccién y
esterilizacién) de los productos médicos de Hager & Meisinger GmbH.

I INSTRUCCIONES DE MONTAJE Y DESMONTAJE DEL DESTORNILLADOR CON GARRAS

=} e S @
@ ; S

Destornillador (1), garras(2), ranura 1(3), ranura 2(4) v

t .

1. Acople las garras(2) a la hoja del destornillador (T), como se muestra en la imagen. Empuije las garras(2)hasta que se encajen en laranura 1 ((3), posicion abierta).

&

= ! —a=

2. Ahora el destornillador con garras esta listo para su uso. Para asegurar un tornillo, empuije las garras@en la direccién de la hoja del destornillador por encima
del tornillo hasta que encaje en la ranura 2 ((4), posicién cerrada). Para desmontarlo, empuje y extraiga las garrag2)en la direccién de la hoja del destornillador.

Eliminacion del producto
Cuando deseche los instrumentos al final de su vida (til, aseglrese de que el producto se desecha en los contenedores para materiales de riesgo biolégico.
Todos los componentes de los envases se desechan conforme a la normativa nacional (por ejemplo, el sistema dual de residuos).
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Contraindicaciones
Deben tenerse en cuenta tanto las contraindicaciones médicas generales, como las locales, absolutas y relativas para los procedimientos quirtrgicos dentales.

Contraindicaciones absolutas

¢ Infecciones activas en la zona que se va a aumentar o cerca de ella, asi como procesos patoldgicos locales o sistémicos (por ejemplo, sintomas como
fiebre, inflamacién local o abscesos)

*Volumen éseo insuficiente (calidad/cantidad)

* Enfermedades o medicaciones que afecten al metabolismo éseo

Contraindicaciones relativas

* Neoplasia dentoalveolar que sigue activa (excepcion: casos en los que no se espera neoplasia dentoalveolar, como displasia ectodérmica)

* Alergias constatadas o reaccién a la composicién de la aleacién de los microtornillos

* Enfermedades sistémicas o metabdlicas o tratamientos médicos que provoquen un deterioro progresivo del hueso (cortisona, inmunosupresores, bifosfo-
natos, diabetes, etc.)

* Drogadiccién y alcoholismo

¢ Incumplimiento de las normas por parte del paciente

* Mala circulacién

* Trabajos fisicos exigentes o deportes activos

* Problemas psicoldgicos que pueden suponer la falta de cumplimiento de los consejos médicos

* Mandibula extremadamente atréfica

IMPORTANTE: Debe tenerse en cuenta la proteccién de las estructuras anatémicas (distancia de seguridad minima de 2 mm) y la evolucién de los dientes y
raices adyacentes (riesgo de dafios, infecciones o resorcién). Para prevenir el desarrollo de infecciones o que se produzca una resorcion, debe evitarse que el
injerto entre en contacto con los dientes adyacentes. La estabilidad mecénica es esencial para la curacién del hueso.

INDICACIONES ESPECIALES SOBRE LOS TORNILLOS: Los tornillos éseos son compatibles con los instrumentos de los sistemas Micro Screw System y
Micro Screw System Basic. Los tornillos deben emplearse exclusivamente con los instrumentos propios de estos sistemas. Al elegir la longitud y el alojamien-
to de los tornillos, debe tenerse en cuenta la evaluacién de la masa ésea disponible obtenida mediante radiodiagnéstico. La cabeza del tornillo debe introdu-
cirse en el bloque de hueso lo mas plana posible para evitar la perforacién de tejidos blandos o la dehiscencia. Las actividades fisicas excesivas y los trauma-
tismos que dafien las zonas de aumento pueden provocar un fallo prematuro de los tornillos debido a aflojamientos o roturas de los mismos. Los tornillos
deben utilizarse exclusivamente conforme a las instrucciones de uso y seguridad. Cualquier tipo de modificacién en el procedimiento o en el producto puede
mermar el éxito del tratamiento o dafar el producto. Los tornillos son un producto de un solo uso, por lo que no deben volver a prepararse ni utilizarse
después de su uso. Los tornillos usados que aparenten estar en buen estado también pueden sufrir pequefos dafos microscépicos debido a la tensién meca-
nica anterior, los cuales provocarian la aparicién de signos de fatiga y fallos en el producto. No se ha evaluado la seguridad y la compatibilidad de los micro-
tornillos en el entorno IRM. No se ha ensayado la resistencia al calor, la migracién o la imagen en el entorno IRM. Se desconoce la seguridad en el entorno
IRM. Escanear a un paciente que lleve este producto médico podria provocarle lesiones.

i‘f Cualquier incidente grave relacionado con el producto debe comunicarse al fabricante y a la autoridad competente del Estado miembro en el que
estén establecidos el usuario y/o el paciente.

El «Informe abreviado de seguridad y rendimiento clinico» (SSCP) es un resumen de los datos clinicos y otra informacién sobre la seguridad y el
rendimiento clinico de los tornillos y puede obtenerse una copia previa solicitud por correo electrénico a la siguiente direccion: RA@meisinger.de. Una vez
que la Base de Datos Europea sobre Productos Sanitarios (EUDAMED) esté operativa, el SSCP de los tornillos se podra consultar en el siguiente sitio web:
https://ec.europa.eu/tools/eudamed.

Of. 0] Instrucciones generales
Siga las instrucciones de aplicacién y de seguridad generales de los productos sanitarios de MEISINGER, asi como las recomendaciones de
procesamiento (limpieza, desinfeccién y esterilizacion) de los dispositivos médicos de Hager & Meisinger GmbH.

wl [LoT] @ A C€/CE 0044 @ @ F? [ ]4] funeingee

Fabricante ~ Nimerode  Producto médico  Nimero de lote Parauso unico  Non stérile ~La ley federal de Estados Unidos restringe Precaucion ~ Marca de conformidad ~ No utiizar sielenvase  Fechade  Unidad deenvasado .Observe las
articlo Ia venta de este producto exclusivamente esta danado fabricacion Instrucciones

) - de funcionamiento
amédicos o por orden de los mismos. electronicas

Hager & Meisinger GmbH
Hansemannstr. 10
41468 Neuss * Germany

Tel. +49 2131 2012-0
Fax: +49 2131 2012-222
Email: info@meisinger.de
Internet: www.meisinger.de
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I CONTENT

Micro Screw System Micro Screw System Basic
Art.-No. BMS00 &7 Art.-No. BMSBA *7
1x 202RF 008 2x MSS10 4 1x 202RF 008 3x MSS10 6
1x 202RF 010 3x MSS10 6 1x 202RF 010 3x MSS10 8
1x MSPB1 3x MSS10 8 1x MSPB1 3x MSS10 10
1x MSPB2 3x MSS10 10 1x MSPB2 3x MSS12 6
1x MSSDW 2x MSS10 12 1x MSSDE 3x MSS12 8
1x MSSDM 2x MSS10 14 1x MSSDW 3x MSS12 10
1x MSGSD 1x MSS12 4

2x MSS12 6

2x MSS12 8

2x MSS12 10

1x MSS12 12

1x MSS12 14

Initial Bur Twist Drill Screwdriver RA Screwdriver basic Manual screwdriver Claw for manual screwdriver

IR

Shank! 206 206 204 204 204

Size 008 010 008 010 > = = =
Lengthmm  14.0 14.0 14.0 14.0 24.0 100.0 154.7 33.0
T 0.8 1.0 0.8 1.0 - - S =
Opt.speedrpm ~ 1.000 1.000 1.000 1.000 10 = - -
Max. speed rpm  6.000 6.000 6.000 6.000 15 . -

C€ 0044 Ce

Screws* **

i1

L

Mss10 | Mssto | Mssio | mssio | mssio | Mssto
Length mm 4.0 6.0 8.0 10.0 12.0 14.0
K 0.6 0.6 0.6 0.6 0.6 0.6

iy 1.0 1.0 10 1.0 1.0 1.0

C€ 0044

Screws™ **

S

L

Mss12 | mssi2 | mss12 | mssi2 | Mss12 | mMssi2
Lengthmm 4.0 6.0 8.0 10.0 12.0 14.0
iy 0.7 0.7 0.7 0.7 0.7 0.7
L 1.2 12 12 12 12 12
* @ 1204=RA , 206 =RAXL ’u‘ External diameter *‘A“ Minimal diameter Zillustrated 1:4  ?illustrated 1:3

** Surgical stainless steel according to DIN IS0 5832-1, ASTM F138. For further information on alloy composition please contact the manufacturer. 41 | 44



Kullanim talimatlari ABD icin degil

MEISINGER icin uygulama ve giivenlik talimatlar

Micro Screw System
Micro Screw System Basic

85FLBM25 - 0424

Kortikal Kemik Greft Nakillerinin Giivenli Stabilizasyonu icin Vida Sistemi Olsberger Konzept* Prof. Dr. Fouad Khoury tarafindan
Uriin No: BMS00, BMSBA

Bone Management® Mikro Vida sistemleri kortikal kemik greftlerinin giivenli bir sekilde sabitlenmesi ve stabilizasyonu igin kullanilir. Bu sistemlerin ézelligi, 1,0
mm ve 1,2 mm capa sahip osteosentez vidalaridir. Bu Mikro Vidalar cerrahi paslanmaz celikten yapilmistir, bu da onlara kiiciltiilmiis caplarina ragmen yiiksek
derecede stabilite saglar.

I UYGULAMA NOTLARI
Bone Management® Mikro Vida Sistemleri kemik kiriklarinin tedavisinde, ézellikle agiz boslugunda ve maksillomandibular cerrahi alanda ogmentasyon islemi sirasin-
da transplante edilen kemik bloklarinin sabitlenmesinde endikedir. Not: Mikro Vidalar viicutta kalici olarak kalmamalidir. Destekleyici islevlerini yerine getirdikten
sonra, 6rnegin bir greft veya kirik iyilestikten sonra, tamamen cikarilmalidirlar.

I UYGULAMA

Uygulama icin énerilen hizlar ve izin verilen maksimum hizlar, “icindekiler” bashgi altindaki makaleye genel bakis béliimiinde ézetlenmistir. Dogru ve giivenli
kullanimi saglamak igin bunlara uyulmalidir. Kullanici, vidalarin hem sabitleme hem de cikarma sirasinda aspirasyona karsi emniyete alindigindan emin olmalidir
(6rnegin, bir dam gévdesi yerlestirerek).

Kemik silindiri ve alici kemik boyunca pilot deligin agilmasi

Mikro Vidalarin uygulanmasi igin kemik grefti ve alici kemikte 6n delme islemi gereklidir. Bu islem capi 0,2 mm daha kiiciik burgulu bir matkap ile gerceklestirilir:
- 1,0 mm Mikro Vida 2 MSPB1 Biikiimli Matkap veya 202RF Matkap Ucu 008 (0 0,8 mm)

- 1,2 mm Mikro Vida & MSPB2 Burgulu Matkap veya 202RF Burgulu Matkap 010 (0 1,0 mm)

ilgili delme islemi aralikli olarak ve steril, fizyolojik tuzlu su cézeltisi ile siirekli sogutma altinda gerceklestirilmelidir. Mikro Vidalar, ézel olarak kaliplanmis dis
yanaklari sayesinde kendinden kilavuzlu bir dise sahip oldugundan, vidalarin dis capi lizerinde bir uzatma deligi (kayma deligi) agilmasi gerekli degildir.

Tornavida secimi ve mikro vidalarin montaji

Segilen prosediire bagli olarak (mekanik veya manuel vida yerlestirme), uygun tornavida secilmelidir. Manuel yerlestirme icin MSSDE (tek
tornavida) veya MSSDM (istege bagli olarak MSGSD tutucu ile) tornavidalar kullanilir. Agili yivii MSSDW tornavida, kontra acili piyasemen
ile otomatik yerlestirme icin kullanilir.

NOT: Kiskagl tornavida 6zel bir kavrama tertibatina sahiptir. Tornavida ve Mikro Vida arasindaki baglant kare araciligiyla kurulur ku-
rulmaz, bu tutma cihazi, tutucunun Mikro Vidaya dogru itimesiyle kapatili. Sonug olarak, kavrama tertibati alinacak Mikro Vidanin
vida basini cevreler, bu da giivenilir bir tutus saglar ve boylece cerrahi bélgeye giivenli bir sekilde aktariimasini ve giivenli bir sekilde
uygulanmasini saglar.

Kemik greftinin sabitlenmesi

Secilen tornavida daha sonra uygun uzunlukta bir Mikro Viday: almak ve kemik greftini alici kemige tutturmak icin kullanilir. Mikro Vida,
kendinden kilavuzlu bir dis tasarimina sahip oldugu icin dnceden kesilmis bir dis olmadan kemige yerlestirilebilir. Mikro Vida, kemik
silindi—ri yataga sikica sabitlenene kadar kontrollii bir sekilde sikili. Bu islem sirasinda kemige asiri yiik bindirilmemelidir. Ayrica vidanin
egilmesini 6nlemek icin vidalama islemi sirasinda 6nceden delinmis delik tarafindan belirtilen eksene dikkat edilmelidir. Gretftin tek bir vida
ile glivenli bir sekilde sabitlenmesi miimkiin degilse rotasyona karsi sabitlemek icin en az iki vida kullanilmasi Gnerilir.

Mikro vidalarin cikariimasi

Hastaya 6zgli iyilesme siiresi dikkate alinarak ve klinik ve radyografik olarak dogrulandiktan, tam kemik iyilesmesi ve fonksiyonel restorasyon saglandiktan sonra Mikro
Vidalar bir tornavida kullanilarak saat yéniiniin tersine dogru Mikro Vida Sisteminden cikariimalidir. Mikro Vidalar ayrica vida gevsemesi, enfeksiyon veya yerlestirilen
kemik vidasi nedeniyle kemik dokusunun zayiflamasi durumunda da cikariimalidir.

Mikro Vidalarin Sterilizasyonu

Aletler ve Mikro Vidalar steril olmayan sekilde tedarik edilir ve kullanimdan &nce onaylanmis yeniden isleme talimatlarina (temizlik / dezenfeksiyon / steriliza-
syon) uygun olarak yeniden islenmelidir. Uriinlerin uygun sekilde yeniden islenmesi icin liitfen Hager & Meisinger GmbH"nin tibbi cihazlarin yeniden islenmesine
(temizlik, dezenfeksiyon ve sterilizasyon) yonelik talimatlarini dikkate alin.

B TUTUCU TORNAVIDANIN TAKILMASI VE CIKARILMASI iCiN TALIMATLAR

-—0 -l . ==
Oy N

Tornavida@ Tutucm@, Yiv 1@, Yiv 2@ v

=

e o
1 Tutucuyu(2 )gésterildigi gibi tornavidanin( 1 bicagina takin. Tutucuyu2)oluga 1 oturana kadar itin (3) agik konum).

N
ﬂ = ! —=)

2 Tutuculu tornavida artik kullanima hazirdir. Viday: giivenli bir sekilde tutmak icin, tutucuy@ornavida bicagi yoniinde vida iizerinde oluk 2'ye (@ kapali konum) oturana kadar
kaydirin. Cikarmak iin, tutucuy@omavida bicag yoniinde kaydirin ve gekin.

Atik bertarafi
Aletleri bertaraf ederken (hizmet émirlerinin sonunda veya belirtilen raf dmriiniin sona ermesinden sonra), triiniin biyolojik olarak tehlikeli maddelere y6nelik
atiklarla birlikte bertaraf edildiginden emin olun. Tim ambalaj bilesenleri ulusal yénetmeliklere (6rn. ikili atik sistemi) uygun olarak imha edilir. 4 | 44



Kontrendikasyonlar
Prensipte, dis cerrahisi icin genel tibbi ve yerel, mutlak ve géreceli kontrendikasyonlar dikkate alinmalidir.

Mutlak kontrendikasyonlar

¢ Giiclendirme yapilacak bolgede veya yakininda aktif enfeksiyonlarin yani sira lokal veya sistemik patolojik siirecler (6rn. ates, lokal enflamasyon,
apse gibi semptomlar)

¢ Yetersiz kemik kaynagi (kalite/miktar)

¢ Kemik metabolizmasini bozan hastaliklar veya ilaglar

Goreceli kontrendikasyonlar

¢ Tam olmayan dentoalveolar biiylime (istisna: dentoalveolar biiyiimenin beklenmedigi durumlar, 6rnegin ektodermal displazi)
Mikro Vidalarin alasim bilesimine karsi bilinen alerjiler ve/veya yabanci cisim reaksiyonlari

Kemikte ilerleyici bozulmaya yol acan sistemik ve/veya metabolik hastaliklar veya tibbi tedaviler (6rn. kortizon, immiinosupresanlar,
bifosfonatlar, diyabet, vb.)

Uyusturucu ve alkol bagimliligi

Hastadauyum eksikligi

Zayif kan dolasimi

Agir is veya aktif spor

Doktorun emirlerine uymamaya yol agabilecek mental durum

ileri derecede atrofik cene

ONEMLI: Anatomik yapilari (giivenlik mesafesi min. 2 mm) ve komsu dislerin/dis kéklerinin seyrini (hasar, enfeksiyon, rezorpsiyon riski) korumak igin 6zen
gosterilmelidir. Enfeksiyon ve rezorpsiyon gelisimini 6nlemek icin greft ile komsu disler arasinda temas olmamasina dikkat edilmelidir. Basarili kemik iyilesmesi
icin mekanik stabilite sarttir.

VIDALAR iCIN OZEL NOTLAR: Kemik vidalari Micro Screw System ve Micro Screw System Basic aletleriyle uyumludur. Vidalar yalnizca bu sisteme 6zgii
aletlerle kullanilabilir. Vida uzunlugunu ve vida yerlesimini segcerken, mevcut kemigin X-isini teshisi kullanilarak degerlendirilmesi dikkate alinmalidir. Vida basi,
yumusak doku perforasyonunu veya agiimasini énlemek igin kemik bloguna miimkiin oldugunca diiz bir sekilde gomiilmelidir. Ogmentasyon bolgesini etkileyen
asiri fiziksel aktivite ve travma, gevseme veya kirlma nedeniyle erken vida yetmezligine yol agabilir. Vidalar sadece uygulama ve giivenlik talimatlarina uygun
olarak kullaniimalidir. Prosediirde veya tiriinde yapilacak her tiirlii degisiklik tedavinin basarisini olumsuz etkileyebilir veya uriine zarar verebilir. Vidalar tek
kullanimlik bir tirtindiir ve bu nedenle kullanimdan sonra yeniden islenmemeli veya tekrar kullanilmamalidir. Daha 6nce kullanilmis ancak gérsel olarak hasarsiz
olan vidalarda bile, 6nceki mekanik stres nedeniyle mikroskobik hasar meydana gelebilir ve bu da yorgunluk belirtilerine ve iiriin arizasina yol acabilir. Mikro
Vidalar MR ortaminda giivenlik ve uyumluluk agisindan degerlendiriimemistir. MR ortaminda 1sinma, migrasyon veya goriintl artefaktlari agisindan test
edilmemistir. MR ortaminda giivenlik belirsizdir. Bir hastanin bu tibbi cihazla taranmasi hastanin yaralanmasina neden olabilir.

A Cihazla ilgili ciddi olaylar ireticiye ve kullanicinin ve/veya hastanin yerlesik oldugu Uye Devletin yetkili makamina bildirilmelidir.

“Giivenlik ve Klinik Performans Ozeti” (SSCP) vidalarin giivenlii ve klinik performansina iligkin klinik verileri ve daha fazla bilgiyi ézetler ve talep iizerine RA@
meisinger.de adresine e-posta yoluyla bir kopya olarak saglanabilir. Avrupa Tibbi Cihazlar Veri Tabani (EUDAMED) faaliyete gegctiginde, vidalar icin SSCP https://
ec.europa.eu/tools/eudamed web sitesinde mevcut olacaktir.

Litfen ayrica tibbi alanda MEISINGER (iriinlerinin Genel Kullanim ve Giivenlik Talimatlarini ve
Hager & Meisinger GmbH‘nin tibbi triinlerinin yeniden islenmesi (temizlik, dezenfeksiyon ve sterilizasyon) icin talimatlar.

“ @ A ce/ce 0044 @ &I a E]:i:l ifumeisinger.de

retici~ Orin Numarast Tibbi Oriin~~ Parti Numarast Tek Kullammiik ~ Steril Degil  ABD federal yasalarina gore, bu i~ Dikkat Uyum isaret Tarar gormi UretimTarihi ~ Paketleme birimi . Elektronik Kullanim
sadece egitiml tip profesyonellerine veya ambalaji kullan- Kilavuzunu Takip Edin
onlarin emri iizerine satilabilir. mayin.

Hager & Meisinger GmbH
Hansemannstr. 10
41468 Neuss * Almanya

Tel. +49 2131 2012-0
Faks: +49 2131 2012-222
E-posta: info@meisinger.de
Internet: www.meisinger.de
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I i CiNDEKILER

Micro Screw System Micro Screw System Basic
Uriin No: BMS00 ™ Uriin No: BMSBA ™
1x 202RF 008 2x MSS10 4 1x 202RF 008 3x MSS10 6
1x 202RF 010 3x MSS10 6 1x 202RF 010 3x MSS10 8
1x MSPB1 3x MSS10 8 1x MSPB1 3x MSS10 10
1x MSPB2 3x MSS10 10 1x MSPB2 3x MSS12 6
1x MSSDW 2x MSS10 12 1x MSSDE 3x MSS12 8
1x MSSDM 2x MSS10 14 1x MSSDW 3x MSS12 10
1x MSGSD 1x MSS12 4

2x MSS12 6

2x MSS12 8

2x MSS12 10

1x MSS12 12

1x MSS12 14

Matkap ucu Biikiimlii matkap Tornavida RA Tornavida tek! Manuel tornavidz’ Manuel tornavida icin tutucu

IR

202RF | 202RF | MsPB1 MSPB2 Mssow | Msspe | mssom | MsasD

Saft! 206 206 204 204 204

Boyut 008 010 008 010 > = = =
Uzunlukmm ~ 14.0 14.0 14.0 14.0 24.0 100.0 154.7 33.0
T 0.8 1.0 0.8 1.0 - - S =
Opt. hiz rpm 1.000 1.000 1.000 1.000 10 - . -
Maks. Hzrpm 6,000 6.000 6.000 6.000 15 - 5

C€ 0044 Ce

Vidalar* **

i1

L

Mss10 | Mssto | Mssio | mssio | mssio | Mssto
Uzunlukmm 4.0 6.0 8.0 10.0 12,0 14.0
K 0.6 0.6 0.6 0.6 0.6 0.6

L 10 10 10 1.0 1.0 1.0

C€ 0044

Vidalar* **

S

L

Mss12 | mss12 | mss12 | mss12 | mss12 | mssiz
Uzunluk mm 4.0 6.0 8.0 10.0 12.0 14.0
| 07 07 07 07 07 07
1 12 12 12 12 12 12
* @ 1204=RA, 206=RAXL ’u‘ Dis cap *‘A“ Minimum cap 2 resimli 1:4 * resimli 1:3

*% DIN 150 5832-1, ASTM F138"e gore cerrahi paslanmaz celik. Alagim bilesimi hakkinda daha fazla bilgi igin liitfen ireticiyle iletisime gegin.



