SWITZERLAND

Ne R3M 804 252 B2

CepTudpikaT BignoBigHOCTI
TEXHIYHOr0 pernameHTy
Ha MeaunyHi Bupobu




SWITZERLAND

CTOPYS KOMMAHMY l |—Impl® |

npennpvmme U-Impl 66110 cozgaHo B 1999 rogy. OCHOBHOM LeNblo co3aaHus Bbino
HanaxuBaHWe BbIMycka WMNMAHTATOB W MHCTPYMEHTOB ANS WX YCTaHOBKW. PaboTbl
Haj NpoTOTMNAaMN CeroAHALWHNX MMNnaHTaToB b6binn HavyaTel ewe B 1988 roay.

[poBeAeHHble 3KCNepUMEHTanbHble W KNWHWYecKue uccrepoBaHus Ha Kunpe, B
Monbwe, epmanun u CLA nokasanu BbICOKYK 3PDEKTUBHOCTb MCMNONb30BAHMUS
nmnnanTaToB. [McToMopdoMeTpus 3kcnepuMeHTanbHbiXx 06pasLoB, nNpoBedeHHas
npogeccopom Anapuano lMuatenu (Utanus), nogTBepauna BbICOKY OCTEOUHTErpa-
LMK UMNNAHTaTOB.

B 2007 rogy HayaTo COTPYOAHMYECTBO C TakUMW BedywWWUMWU eBpONeicKkumu
komnaHusmu kak Leitner AG, Metalor Dental AG n Z-systems AG. B 2008 roay npega-

npusaTMe PeopraHn3oBbIBAETCA C LEeNblo BHEAPEHNS COBPEMEHHbIX HOBEWLINX TEXHO-

norunin. Cosgaetca HoBas cTpyktypa «U-impl Switzerland GMBH» npousBoacTBeH-

Has npowagka u koHTponb KavectBa: Leitner AG Amselweg 1, 3292 Bussiwil BE,

Switzerland, ¢ yeHTpanbHbiM oducom: Biel, CH-2502 Arbergstrasse,107a, Phone/Fax

+41(0)3232-301-88, www.simplswiss.ch, www.u-impl.com

Ha cerogHawHuit feHb komnanus U-Impl Switzerland ycnewHo waraet HUBOW Hay4HO-
TEXHWYECKMX COBEPLUEHCTBOBAHMA M CBOE NEPBOOYEPESHON LENbl cyuTaeT He
TONbKO pasBUTWE WMNIAHTONOIMYECKON NPaKTUKM, HO W YynydvlleHne 340pOBbS
W KayecTBa XM3HM 0OLEeCTBa B LienoMm.

Certificate
N— : — QS herewith certifies that the company named below has a management system which meets the
**:* requirements of the standards specified below.
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Leitner AG Certified area

3292 Busswil b. Biiren
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Whole company Field of activity

Field of activity Medical technology

Medical technology

has implemented and maintains a Standards

Management System -
which fulfills the requirements of the following standard(s) 1ISO 9001:2008 Qual ity Management System

SO 9001:2008 / ISO 13485:2003 15O 13485:2003 " Medical devices

Quality Management System
Scope No(s): 17, 19
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MPEVMYLYECTBA UIMMNAHTALN -Impl

SWITZERLAND

C NOMOLWbK UMNNTAHTAUWUN MOXHO PELWNTb criedyune I'IpOGJ'IeMbIZ

= NpU OTCYTCTBUM OfHOrO 3y6a He MpuAeTcs yAaansTb HEPBbl U3 COCEAHNUX 3y6OB U
o6TaumBaTh UX N0J KOPOHKMU;

® MpW OTCYTCTBUM HECKONbKMX 3y6OB MOAPSL BO3MOXHO M3rOTOBUTb HECHEMHYHO
KOHCTPYKLMIO TaM, FAe paHbllie HYXHO BblNo ycTaHaBNWBaTb CbEeMHbINA NPOTES;

= NPy NOMHOM OTCYTCTBMM 3Y60B €CTb BO3MOXHOCTb YCTaHOBIEHUS HECHEMHOIO UMK
YCIIOBHO-CbEMHOTO NpoTe3a.

MMnnaHTaT — 3T0 UCKYCCTBEHHbIN TUTAHOBbLIN KOPEHb, KOTOPbI yCTaHaBNMBaeTCs B
KOCTb Ha MECTO OTCYTCTBYiOLLEero 3y6a 1 Ha KOTOPOM (PUKCMPYETCS KOPOHKA.

BOCCTAHOBIEHWE NMPONUCXOANT B TP 3TATA

m MEPBbIN 3TAM: KOHCYNbTALNA 1 ONEPALMSA

KOHCYNIbTAL WA
Maunent. Moapo6HO MHGOpMUPYeT Bpaya 06 ucTopuu cBoux 3aboreBaHuit u
annepruyeckux peakumsx, npegocTaBnseT 3anpallBaeMble BpayoM aHanusbl u T.[.

OpTtonen w xupypr. Ha OCHOBaHMM NpPeAOCTaBNEHHbIX CHUMKOB M MoKasaHuii,
a Takxe yuuTbiBas NpeanouTeHns U noxenaHus nauuexTa, Bpay optonen BhibupaeT
ByayLLyo KOHCTPYKLMIO NpoTe3a. Takxke COBMECTHO C XUPYProM OH onpenensieT MecTo
yCTaHOBKW UMMNNaAHTaTOB.

OMNEPALNA

YcTaHoBKa MMNNaHTaTa B KOCTb 3aHMMaeT MUHYT. 3T0 GesbonesHeH-
Has npolenypa. COBPeMeHHbIe aHeCTeTMKN AaloT OTNMYHOe 0besbonueaHme, a npu
OTCYTCTBUN NPOTMBONOKA3aHWA 11 MPY XENaHUM NaLyMeHTa IMNNaHTaLNs MOXeT GbiTb
BLINONHEHA B NPUCYTCTBUN AHECTE3UOMNOTOB.

Kak npasuno, BCE€ HeNpuATHble OllylweHnda nocne YCTaHOBKM WMNONaHTaTa
OorpaHunymnBarTCA HeboMbLWMUM ,D,MCKOM(bOpTOM B 06nacTut LWBOB Ha CIM3UCTOW.

Cpokn ocTeonHTErpaLum nMnnaHTaTa 3aBucAT OT NIOTHOCTU KOCTU M COCTaBNAT OT
2 0o 6 mecdues. lNpu knaccMYeckoi ycTaHOBKE Ha NEPUOA NPUKWUBIIEHUS UMNaHTaT
Haxo4WTCA NoA [LecHoW. Ha cerogHAWHUA LeHb MHOTME KMUHUKU MPaKTUKYIT Ha
BPEMS MPUXMBIIEHUS UMNAaHTaTa yCTaHOBKY BPEMEHHOM KOHCTPYKLWM.




m BTOPOW 3TAMN

Mocne ocTeoMHTerpauun UMnnaHTaTa yctaHaBnmBawT opMupoBaTens Ans Gopmu-
poBaHMs AecHbl. [lecHa opmupyeTcs B TeyeHue 2-x Hepenb. MHoraa (no nokasa-
HUAM) ANS CO34aHWUs NNOTHOW U KPacuBOW AECHbI BO3MOXHO NPOBEAEHNE NNaCTUKM
JleCHbI. :

m TPETWWN 3TAN

MNepeoe noceujeHne. CHumaeTcs opmupoBaTenb WM BpeMEeHHasi KOHCTPYKLMS.
OpTonea CHUMaeT crienku U oTaaeT B paboTy 3y6HOMY TEXHUKY ANS W3rOTOBNEHMS
OKOHYaTenbHON KOHCTPYKLMW NpoTe3a. CpOKN N3TrOTOBEHNUS 3aBUCST OT CMOXHOCTM.

Bropoe noceulenne. Mpumepka KOHCTPYKUMKM U MKCcaLKa ee B NONOCTH pTa.

KonuyectBo nocelleHnis 3aBUCUT OT CIOXHOCTM OPTOMEANYECKOW KOHCTPYKLMUM
N 0COBEHHOCTN NaymneHTa.

PEKOMEHAALNA:

He 3abbiBailTe nocewjath

Bpaya rMrueHncTa He pexe,
yewm 1 pas B nonroga.

MPOTE3SNPOBAHUE HA UMMITAHTATAX

Ha umnnantatax moxHo yCTaHaBNMBaTb HECLEMHbIE U CbeMHble KOHCTPYKLWM,
TakMe Kak KOPOHKM, MOCTOBMAHbIE MPOTE3bl, @ TaKKe YCNOBHO-CbEMHbIE MPOTE3bI,
KOTOpble N0 HEOBXOAMMOCTI AOKTOP CHAMAaeT M ycTaHaBnuBaeT caM. Mpn 0TCyTCTBMM
opHoro 3yba yctaHaBnMBaeTCs UMNNAHTAT, Ha HEro M3roTaBnuBaeTCcs KopoHka. Ecnu
NO3BONSAKT YCNOBMS, BO3MOXHO YCTQHOBUTb MMMMIAHTAT cpasy nocne yaaneHus
3yba. Ecnu 3y6 yaaneH gaBHO M npon3oLwna noteps KocTu (atpodus) — Heobxogmma
KOCTHas nnactuka.




MPEUMYLECTBA UMMIAHTALMM -Impl

SWITZERLAND

MOCTOBVI,IJ,HbIe npoTesbl C OMOPOW Ha WMMMaHTaTbl yCTaHaBMWBAOTCA NPU OTCYT-
cTBUK 2-X 1 Gonee 3y60B. KonnyecTBo HE06X0AMMbIX UMNNIAHTATOB 3aBUCUT OT Yucna
OTCYTCTBYlOWMX 3y6OB,  KkayecTBa KOCTHOM TKaHM,  pa3MepoB WMNMAHTATOB,
KOHCTPYKLMA NPOTE30B W T.0.

npm NOMIHOM OTCYTCTBUM 3y60B BO3MOXHO YCTAHOBUTb: HECbEMHbIE, YCMNOBHO-
CbeMHble  WnW  CbeMHble  NpoTe3bl € (huKcauwenm Ha  MMNnaHTarax.
Mpu nomHOM OTCYTCTBMU 3YOOB HECHLEMHBIN MPOTE3 (PUKCUPYIOTCA HE MEHEE YeM
Ha 4-8 umnnaHTaTax Ha OfHYy YencTb. Ha HUXHEN YenwcTn — oT 4 UMNNaHTaToB.
Ha BepxHel 4encT KONUYECTBO UMNNAHTATOB AOMXHO ObiTb He MeHee 4, Tak Kak
KOCTHas TKaHb MEHee MIoTHas, YeM Ha HUXHEN.

Y cnogHo-cremubie npoTesbl (UKCUPYIOTCA NpU NOMOLYM BWUHTOB, Banok unu 3am-
KOB, Ha cneuuanbHble abaTMeHTbl, YyCTAHOBMEHbIE B UMNMNaHTaTbl. [JOKTOpP MOXeT
CHATb TaKyt KOHCTPYKLMIO ANS TMTMEHUYECKOTO YX04a 3a UMNIaHTaTaMu U NpOTE30M.
[ns Takon KOHCTPYKLUMW Ha BEPXHEN YEnCcTh HeobXxoguMo yCTaHOBUTbL HE MeHee 6
WMNNaHTaToB, a Ha HWXHEN — HE MeHee 4.




Cvemubiit NpoTes Ha [ByX MMMNnaHTaTax HafgexHo (HUKCUPYETCsi, He MellaeT, He
BNUSIET Ha peyb, YAOOEH, OH 3HAYMTENbHO MeHbLUe TpagULMOHHOrO npoTesa. Ons
yMeHblleHNs pa3mepoB Gasnca CbeMHOro npoTesa M nydywei dukcauum npotesa
Heo6X0MMO yCTaHOBUTb 4 MMNNaHTaTa.

CTaHfapTHbI CbEMHbI NPOTe3 He uKkcpyeTcs
B OHOM MOSTIOXEHUN.
Cnusucrtas NOCTOSAHHO BOCManeHa.

KOCTHAA MIACTNKA

B tex cnyvasx, korga 3ybbl yTepsiHbl AaBHO, NPOMCX0AUT 6onblias noteps KOCTH
(aTpochus) n ong ycTaHOBKM MMMNaHTaTa HEAOCTaTOMHO MecTa. B aTton cuTyauuu
HeobxoaMmMo caenatb KOCTHYK NAacTUKy Npu NOMOLLK:

m nepecaakn co6CTBEHHOMN KOCTH;
® CUHYC-NUTHHTA;
® C MCMONb30BaHMEM KOCTHOMMNACTUYECKUX MaTepuanos u MembpaH.

[ns kaxgoro u3 METOLOB CyLLeCTBYKT MNOKa3aHus, ONpefenuTb KOTOpble MOXeT
TONbKO Bpay.



