
 

EC DECLARATION OF CONFORMITY Doc. Nr. DC/067 rev.4 

 

 Page 1 of 7 M 09.26.001 rev.1 

 

Company: Medacta International SA 

Address: Strada Regina - 6874 Castel San Pietro - CH 

Contacts : Tel.: +41 91 696 60 60;  Fax: +41 91 696 60 66 

Model: GI-GH-01_GMK-HINGE IMPLANTS 

Notified Body: 0476_ Kiwa Cermet Italia S.p.A 

Via Cadriano, 23 - 40057 Cadriano di Granarolo (BO) – IT 

Tel  051 - 459.3.111 

Fax  051 - 763.382 

 

Medical devices directory codes:  
 

Ref. No. Description 
02.09.2601L Femoral Component  #1 L 

02.09.2601R Femoral Component  #1 R 

02.09.2602L Femoral Component  #2 L 

02.09.2602R Femoral Component  #2 R 

02.09.2603L Femoral Component  #3 L 

02.09.2603R Femoral Component  #3 R 

02.09.2604L Femoral Component  #4 L 

02.09.2604R Femoral Component  #4 R 

02.09.2605L Femoral Component  #5 L 

02.09.2605R Femoral Component  #5 R 

02.09.2606L Femoral Component  #6 L 

02.09.2606R Femoral Component  #6 R 

02.07.0040IP Patella inset Ø20mm 

02.07.0041IP Patella inset Ø24mm 

02.07.0042IP Patella inset Ø28mm 

02.07.0043IP Patella inset Ø32mm 

02.07.0034RP Patella resurfacing # 2 

02.07.0033RP Patella resurfacing # 1 

02.07.0035RP Patella resurfacing # 3 

02.07.0036RP Patella resurfacing # 4 

02.05.01PW Femoral Wedge posterior # 1/5mm 

02.05.02PW Femoral Wedge posterior # 2/5mm 

02.05.03PW Femoral Wedge posterior # 3/5mm 

02.05.04PW Femoral Wedge posterior # 4/5mm 

02.05.05PW Femoral Wedge posterior # 5/5mm 

02.05.06PW Femoral Wedge posterior # 6/5mm 

02.07.110FPW Femoral Wedge posterior # 1/10mm 

02.07.210FPW Femoral Wedge posterior # 2/10mm 

02.07.310FPW Femoral Wedge posterior # 3/10mm 

02.07.410FPW Femoral Wedge posterior # 4/10mm 

02.07.510FPW Femoral Wedge posterior # 5/10mm 

02.07.610FPW Femoral Wedge posterior # 6/10mm 

02.07.104FDW Femoral Wedge distal # 1/4mm 

02.07.204FDW Femoral Wedge distal # 2/4mm 

02.07.304FDW Femoral Wedge distal # 3/4mm 

02.07.404FDW Femoral Wedge distal # 4/4mm 

02.07.504FDW Femoral Wedge distal # 5/4mm 

02.07.604FDW Femoral Wedge distal # 6/4mm 

02.05.01DW Femoral Wedge distal # 1/8mm 

02.05.02DW Femoral Wedge distal # 2/8mm 

02.05.03DW Femoral Wedge distal # 3/8mm 

02.05.04DW Femoral Wedge distal # 4/8mm 

02.05.05DW Femoral Wedge distal # 5/8mm 

02.05.06DW Femoral Wedge distal # 6/8mm 

02.07.112FDW Femoral Wedge distal # 1/12mm 

02.07.212FDW Femoral Wedge distal # 2/12mm 

02.07.312FDW Femoral Wedge distal # 3/12mm 

02.07.412FDW Femoral Wedge distal # 4/12mm 

02.07.512FDW Femoral Wedge distal# 5/12mm 

02.07.612FDW Femoral Wedge distal # 6/12mm 

02.09.4001L Fixed tibial tray # 1 L 

02.09.4001R Fixed tibial tray # 1 R 

02.09.4002L Fixed tibial tray # 2 L 

02.09.4002R Fixed tibial tray # 2 R 

02.09.4003L Fixed tibial tray # 3 L 
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02.09.4003R Fixed tibial tray # 3 R 

02.09.4004L Fixed tibial tray # 4 L 

02.09.4004R Fixed tibial tray # 4 R 

02.09.4005L Fixed tibial tray # 5 L 

02.09.4005R Fixed tibial tray # 5 R 

02.09.4006L Fixed tibial tray # 6 L 

02.09.4006R Fixed tibial tray # 6 R 

02.09.0110H Fixed tibial insert # 1/10mm 

02.09.0112H Fixed tibial insert # 1/12mm 

02.09.0114H Fixed tibial insert # 1/14mm 

02.09.0117H Fixed tibial insert # 1/17mm 

02.09.0120H Fixed tibial insert # 1/20mm 

02.09.0123H Fixed tibial insert # 1/23mm 

02.09.0126H Fixed tibial insert # 1/26mm 

02.09.0210H Fixed tibial insert # 2/10mm 

02.09.0212H Fixed tibial insert # 2/12mm 

02.09.0214H Fixed tibial insert # 2/14mm 

02.09.0217H Fixed tibial insert # 2/17mm 

02.09.0220H Fixed tibial insert # 2/20mm 

02.09.0223H Fixed tibial insert # 2/23mm 

02.09.0226H Fixed tibial insert # 2/26mm 

02.09.0310H Fixed tibial insert # 3/10mm 

02.09.0312H Fixed tibial insert # 3/12mm 

02.09.0314H Fixed tibial insert # 3/14mm 

02.09.0317H Fixed tibial insert # 3/17mm 

02.09.0320H Fixed tibial insert # 3/20mm 

02.09.0323H Fixed tibial insert # 3/23mm 

02.09.0326H Fixed tibial insert # 3/26mm 

02.09.0410H Fixed tibial insert # 4/10mm 

02.09.0412H Fixed tibial insert # 4/12mm 

02.09.0414H Fixed tibial insert # 4/14mm 

02.09.0417H Fixed tibial insert # 4/17mm 

02.09.0420H Fixed tibial insert # 4/20mm 

02.09.0423H Fixed tibial insert # 4/23mm 

02.09.0426H Fixed tibial insert # 4/26mm 

02.09.0510H Fixed tibial insert # 5/10mm 

02.09.0512H Fixed tibial insert # 5/12mm 

02.09.0514H Fixed tibial insert # 5/14mm 

02.09.0517H Fixed tibial insert # 5/17mm 

02.09.0520H Fixed tibial insert # 5/20mm 

02.09.0523H Fixed tibial insert # 5/23mm 

02.09.0526H Fixed tibial insert # 5/26mm 

02.09.0610H Fixed tibial insert # 6/10mm 

02.09.0612H Fixed tibial insert # 6/12mm 

02.09.0614H Fixed tibial insert # 6/14mm 

02.09.0617H Fixed tibial insert # 6/17mm 

02.09.0620H Fixed tibial insert # 6/20mm 

02.09.0623H Fixed tibial insert # 6/23mm 

02.09.0626H Fixed tibial insert # 6/26mm 

02.09.TA005 Tibial Augmentation # 0/5mm 

02.09.TA105 Tibial Augmentation # 1/5mm 

02.09.TA205 Tibial Augmentation # 2/5mm 

02.09.TA305 Tibial Augmentation # 3/5mm 

02.09.TA405 Tibial Augmentation # 4/5mm 

02.09.TA505 Tibial Augmentation # 5/5mm 

02.09.TA605 Tibial Augmentation # 6/5mm 

02.09.TA010 Tibial Augmentation # 0/10mm 

02.09.TA110 Tibial Augmentation # 1/10mm 

02.09.TA210 Tibial Augmentation # 2/10mm 

02.09.TA310 Tibial Augmentation # 3/10mm 

02.09.TA410 Tibial Augmentation # 4/10mm 

02.09.TA510 Tibial Augmentation # 5/10mm 

02.09.TA610 Tibial Augmentation # 6/10mm 

02.07.FCL10065 Extension Stem - Fluted Ø 10 L 65 

02.07.FCL10105 Extension Stem - Fluted Ø 10L 105 

02.07.FCL10150 Extension Stem - Fluted Ø 10 L 150 

02.07.FCL11065 Extension Stem - Fluted Ø 11 L 65 

02.07.FCL11105 Extension Stem - Fluted Ø 11 L 105 
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02.07.FCL11150 Extension Stem - Fluted Ø 11 L 150 

02.07.FCL12065 Extension Stem - Fluted Ø 12 L 65 

02.07.FCL12105 Extension Stem - Fluted Ø 12 L 105 

02.07.FCL12150 Extension Stem - Fluted Ø 12 L 150 

02.07.FCL13065 Extension Stem - Fluted Ø 13 L 65 

02.07.FCL13105 Extension Stem - Fluted Ø 13 L 105 

02.07.FCL13150 Extension Stem - Fluted Ø 13 L 150 

02.07.FCL14065 Extension Stem - Fluted Ø 14 L 65 

02.07.FCL14105 Extension Stem - Fluted Ø 14 L 105 

02.07.FCL14150 Extension Stem - Fluted Ø 14 L 150 

02.07.FCL15065 Extension Stem - Fluted Ø 15 L 65 

02.07.FCL15105 Extension Stem - Fluted Ø 15 L 105 

02.07.FCL15150 Extension Stem - Fluted Ø 15 L 150 

02.07.FCL16065 Extension Stem - Fluted Ø 16 L 65 

02.07.FCL16105 Extension Stem - Fluted Ø 16 L 105 

02.07.FCL16150 Extension Stem - Fluted Ø 16 L 150 

02.07.FCL18065 Extension Stem - Fluted Ø 18 L 65 

02.07.FCL18105 Extension Stem - Fluted Ø 18 L 105 

02.07.FCL18150 Extension Stem - Fluted Ø 18 L 150 

02.07.FCL20065 Extension Stem - Fluted Ø 20 L 65 

02.07.FCL20105 Extension Stem - Fluted Ø 20 L 105 

02.07.FCL20150 Extension Stem - Fluted Ø 20 L 150 

02.07.FCL22065 Extension Stem - Fluted Ø 22 L 65 

02.07.FCL22105 Extension Stem - Fluted Ø 22 L 105 

02.07.FCL22150 Extension Stem - Fluted Ø 22 L 150 

02.07.FSC11065 Extension Stem – Cemented Ø 11 L 65 

02.07.FSC11105 Extension Stem – Cemented Ø 11 L 105 

02.07.FSC13065 Extension Stem – Cemented Ø 13 L 65 

02.07.FSC13105 Extension Stem – Cemented Ø 13 L 105 

02.07.FSC16065 Extension Stem – Cemented Ø 16 L 65 

02.07.FSC16105 Extension Stem – Cemented Ø 16 L 105 

02.07.0003 Offset Connector 3 mm 

02.07.0005 Offset Connector 5 mm 

02.09.TA115RMLL Screwed Tibial Augmentation # 1 15mm (RM/LL) 

02.09.TA215RMLL Screwed Tibial Augmentation # 2 15mm (RM/LL) 

02.09.TA315RMLL Screwed Tibial Augmentation # 3 15mm (RM/LL) 

02.09.TA415RMLL Screwed Tibial Augmentation # 4 15mm (RM/LL) 

02.09.TA515RMLL Screwed Tibial Augmentation # 5 15mm (RM/LL) 

02.09.TA615RMLL Screwed Tibial Augmentation # 6 15mm (RM/LL) 

02.09.TA120RMLL Screwed Tibial Augmentation # 1 20mm (RM/LL) 

02.09.TA220RMLL Screwed Tibial Augmentation # 2 20mm (RM/LL) 

02.09.TA320RMLL Screwed Tibial Augmentation # 3 20mm (RM/LL) 

02.09.TA420RMLL Screwed Tibial Augmentation # 4 20mm (RM/LL) 

02.09.TA520RMLL Screwed Tibial Augmentation # 5 20mm (RM/LL) 

02.09.TA620RMLL Screwed Tibial Augmentation # 6 20mm (RM/LL) 

02.09.TA115LMRL Screwed Tibial Augmentation # 1 15mm (LM/RL) 

02.09.TA215LMRL Screwed Tibial Augmentation # 2 15mm (LM/RL) 

02.09.TA315LMRL Screwed Tibial Augmentation # 3 15mm (LM/RL) 

02.09.TA415LMRL Screwed Tibial Augmentation # 4 15mm (LM/RL) 

02.09.TA515LMRL Screwed Tibial Augmentation # 5 15mm (LM/RL) 

02.09.TA615LMRL Screwed Tibial Augmentation # 6 15mm (LM/RL) 

02.09.TA120LMRL Screwed Tibial Augmentation # 1 20mm (LM/RL) 

02.09.TA220LMRL Screwed Tibial Augmentation # 2 20mm (LM/RL) 

02.09.TA320LMRL Screwed Tibial Augmentation # 3 20mm (LM/RL) 

02.09.TA420LMRL Screwed Tibial Augmentation # 4 20mm (LM/RL) 

02.09.TA520LMRL Screwed Tibial Augmentation # 5 20mm (LM/RL) 

02.09.TA620LMRL Screwed Tibial Augmentation # 6 20mm (LM/RL) 

02.09.0110UCH UC Fixed tibial insert #1/10mm 

02.09.0112UCH UC Fixed tibial insert #1/12mm 

02.09.0114UCH UC Fixed tibial insert #1/14mm 

02.09.0117UCH UC Fixed tibial insert #1/17mm 

02.09.0120UCH UC Fixed tibial insert #1/20mm 

02.09.0123UCH UC Fixed tibial insert #1/23mm 

02.09.0126UCH UC Fixed tibial insert #1/26mm 

02.09.0210UCH UC Fixed tibial insert #2/10mm 

02.09.0212UCH UC Fixed tibial insert #2/12mm 

02.09.0214UCH UC Fixed tibial insert #2/14mm 

02.09.0217UCH UC Fixed tibial insert #2/17mm 
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02.09.0220UCH UC Fixed tibial insert #2/20mm 

02.09.0223UCH UC Fixed tibial insert #2/23mm 

02.09.0226UCH UC Fixed tibial insert #2/26mm 

02.09.0310UCH UC Fixed tibial insert #3/10mm 

02.09.0312UCH UC Fixed tibial insert #3/12mm 

02.09.0314UCH UC Fixed tibial insert #3/14mm 

02.09.0317UCH UC Fixed tibial insert #3/17mm 

02.09.0320UCH UC Fixed tibial insert #3/20mm 

02.09.0323UCH UC Fixed tibial insert #3/23mm 

02.09.0326UCH UC Fixed tibial insert #3/26mm 

02.09.0410UCH UC Fixed tibial insert #4/10mm 

02.09.0412UCH UC Fixed tibial insert #4/12mm 

02.09.0414UCH UC Fixed tibial insert #4/14mm 

02.09.0417UCH UC Fixed tibial insert #4/17mm 

02.09.0420UCH UC Fixed tibial insert #4/20mm 

02.09.0423UCH UC Fixed tibial insert #4/23mm 

02.09.0426UCH UC Fixed tibial insert #4/26mm 

02.09.0510UCH UC Fixed tibial insert #5/10mm 

02.09.0512UCH UC Fixed tibial insert #5/12mm 

02.09.0514UCH UC Fixed tibial insert #5/14mm 

02.09.0517UCH UC Fixed tibial insert #5/17mm 

02.09.0520UCH UC Fixed tibial insert #5/20mm 

02.09.0523UCH UC Fixed tibial insert #5/23mm 

02.09.0526UCH UC Fixed tibial insert #5/26mm 

02.09.0610UCH UC Fixed tibial insert #6/10mm 

02.09.0612UCH UC Fixed tibial insert #6/12mm 

02.09.0614UCH UC Fixed tibial insert #6/14mm 

02.09.0617UCH UC Fixed tibial insert #6/17mm 

02.09.0620UCH UC Fixed tibial insert #6/20mm 

02.09.0623UCH UC Fixed tibial insert #6/23mm 

02.09.0626UCH UC Fixed tibial insert #6/26mm 

02.07.112FDA Femoral Augmentation distal # 1/12mm 

02.07.212FDA Femoral Augmentation distal # 2/12mm 

02.07.312FDA Femoral Augmentation distal # 3/12mm 

02.07.412FDA Femoral Augmentation distal # 4/12mm 

02.07.512FDA Femoral Augmentation distal # 5/12mm 

02.07.612FDA Femoral Augmentation distal # 6/12mm 

02.07.116FDA Femoral Augmentation distal # 1/16mm 

02.07.216FDA Femoral Augmentation distal # 2/16mm 

02.07.316FDA Femoral Augmentation distal # 3/16mm 

02.07.416FDA Femoral Augmentation distal # 4/16mm 

02.07.516FDA Femoral Augmentation distal # 5/16mm 

02.07.616FDA Femoral Augmentation distal # 6/16mm 

02.07.120FDA Femoral Augmentation distal # 1/20mm 

02.07.220FDA Femoral Augmentation distal # 2/20mm 

02.07.320FDA Femoral Augmentation distal # 3/20mm 

02.07.420FDA Femoral Augmentation distal # 4/20mm 

02.07.520FDA Femoral Augmentation distal # 5/20mm 

02.07.620FDA Femoral Augmentation distal # 6/20mm 

02.09.2701L GMK-HINGE Femoral Component #1 L - TiNbN coated 

02.09.2701R GMK-HINGE Femoral Component #1 R - TiNbN coated 

02.09.2702L GMK-HINGE Femoral Component #2 L - TiNbN coated 

02.09.2702R GMK-HINGE Femoral Component #2 R - TiNbN coated 

02.09.2703L GMK-HINGE Femoral Component #3 L - TiNbN coated 

02.09.2703R GMK-HINGE Femoral Component #3 R - TiNbN coated 

02.09.2704L GMK-HINGE Femoral Component #4 L - TiNbN coated 

02.09.2704R GMK-HINGE Femoral Component #4 R - TiNbN coated 

02.09.2705L GMK-HINGE Femoral Component #5 L - TiNbN coated 

02.09.2705R GMK-HINGE Femoral Component #5 R - TiNbN coated 

02.09.2706L GMK-HINGE Femoral Component #6 L - TiNbN coated 

02.09.2706R GMK-HINGE Femoral Component #6 R - TiNbN coated 

02.09.4801L GMK-HINGE Fixed TiNbN coated Tibial Tray - 1L 

02.09.4801R GMK-HINGE Fixed TiNbN coated Tibial Tray - 1R 

02.09.4802L GMK-HINGE Fixed TiNbN coated Tibial Tray - 2L 

02.09.4802R GMK-HINGE Fixed TiNbN coated Tibial Tray - 2R 

02.09.4803L GMK-HINGE Fixed TiNbN coated Tibial Tray - 3L 

02.09.4803R GMK-HINGE Fixed TiNbN coated Tibial Tray - 3R 

02.09.4804L GMK-HINGE Fixed TiNbN coated Tibial Tray - 4L 
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02.09.4804R GMK-HINGE Fixed TiNbN coated Tibial Tray - 4R 

02.09.4805L GMK-HINGE Fixed TiNbN coated Tibial Tray - 5L 

02.09.4805R GMK-HINGE Fixed TiNbN coated Tibial Tray - 5R 

02.09.4806L GMK-HINGE Fixed TiNbN coated Tibial Tray - 6L 

02.09.4806R GMK-HINGE Fixed TiNbN coated Tibial Tray - 6R 

02.09.HE10 GMK-HINGE Hinge Post Extension 10 mm -TiNbN coated 

02.09.HE12 GMK-HINGE Hinge Post Extension 12 mm -TiNbN coated 

02.09.HE14 GMK-HINGE Hinge Post Extension 14 mm -TiNbN coated 

02.09.HE17 GMK-HINGE Hinge Post Extension 17 mm -TiNbN coated 

02.09.HE20 GMK-HINGE Hinge Post Extension 20 mm -TiNbN coated 

02.09.HE23 GMK-HINGE Hinge Post Extension 23 mm -TiNbN coated 

02.09.HE26 GMK-HINGE Hinge Post Extension 26 mm -TiNbN coated 

02.09.8TA005 Screwed Tibial Augment #0/5mm-Ti6Al4V 

02.09.8TA105 Screwed Tibial Augment #1/5mm-Ti6Al4V 

02.09.8TA205 Screwed Tibial Augment #2/5mm-Ti6Al4V 

02.09.8TA305 Screwed Tibial Augment #3/5mm-Ti6Al4V 

02.09.8TA405 Screwed Tibial Augment #4/5mm-Ti6Al4V 

02.09.8TA505 Screwed Tibial Augment #5/5mm-Ti6Al4V 

02.09.8TA605 Screwed Tibial Augment #6/5mm-Ti6Al4V 

02.09.8TA010 Screwed Tibial Augment #0/10mm-Ti6Al4V 

02.09.8TA110 Screwed Tibial Augment #1/10mm-Ti6Al4V 

02.09.8TA210 Screwed Tibial Augment #2/10mm-Ti6Al4V 

02.09.8TA310 Screwed Tibial Augment #3/10mm-Ti6Al4V 

02.09.8TA410 Screwed Tibial Augment #4/10mm-Ti6Al4V 

02.09.8TA510 Screwed Tibial Augment #5/10mm-Ti6Al4V 

02.09.8TA610 Screwed Tibial Augment #6/10mm-Ti6Al4V 

02.09.8TA115RMLL Screwed Tibial Augment #1 15mm RM/LL-Ti6Al4V 

02.09.8TA215RMLL Screwed Tibial Augment #2 15mm RM/LL-Ti6Al4V 

02.09.8TA315RMLL Screwed Tibial Augment #3 15mm RM/LL-Ti6Al4V 

02.09.8TA415RMLL Screwed Tibial Augment #4 15mm RM/LL-Ti6Al4V 

02.09.8TA515RMLL Screwed Tibial Augment #5 15mm RM/LL-Ti6Al4V 

02.09.8TA615RMLL Screwed Tibial Augment #6 15mm RM/LL-Ti6Al4V 

02.09.8TA120RMLL Screwed Tibial Augment #1 20mm RM/LL-Ti6Al4V 

02.09.8TA220RMLL Screwed Tibial Augment #2 20mm RM/LL-Ti6Al4V 

02.09.8TA320RMLL Screwed Tibial Augment #3 20mm RM/LL-Ti6Al4V 

02.09.8TA420RMLL Screwed Tibial Augment #4 20mm RM/LL-Ti6Al4V 

02.09.8TA520RMLL Screwed Tibial Augment #5 20mm RM/LL-Ti6Al4V 

02.09.8TA620RMLL Screwed Tibial Augment #6 20mm RM/LL-Ti6Al4V 

02.09.8TA115LMRL Screwed Tibial Augment #1 15mm LM/RL-Ti6Al4V 

02.09.8TA215LMRL Screwed Tibial Augment #2 15mm LM/RL-Ti6Al4V 

02.09.8TA315LMRL Screwed Tibial Augment #3 15mm LM/RL-Ti6Al4V 

02.09.8TA415LMRL Screwed Tibial Augment #4 15mm LM/RL-Ti6Al4V 

02.09.8TA515LMRL Screwed Tibial Augment #5 15mm LM/RL-Ti6Al4V 

02.09.8TA615LMRL Screwed Tibial Augment #6 15mm LM/RL-Ti6Al4V 

02.09.8TA120LMRL Screwed Tibial Augment #1 20mm LM/RL-Ti6Al4V 

02.09.8TA220LMRL Screwed Tibial Augment #2 20mm LM/RL-Ti6Al4V 

02.09.8TA320LMRL Screwed Tibial Augment #3 20mm LM/RL-Ti6Al4V 

02.09.8TA420LMRL Screwed Tibial Augment #4 20mm LM/RL-Ti6Al4V 

02.09.8TA520LMRL Screwed Tibial Augment #5 20mm LM/RL-Ti6Al4V 

02.09.8TA620LMRL Screwed Tibial Augment #6 20mm LM/RL-Ti6Al4V 

02.07.7105FPW Femoral Posterior Augmentation # 1/5mm - Ti6Al4V 

02.07.7205FPW Femoral Posterior Augmentation # 2/5mm - Ti6Al4V 

02.07.7305FPW Femoral Posterior Augmentation # 3/5mm - Ti6Al4V 

02.07.7405FPW Femoral Posterior Augmentation # 4/5mm - Ti6Al4V 

02.07.7505FPW Femoral Posterior Augmentation # 5/5mm - Ti6Al4V 

02.07.7605FPW Femoral Posterior Augmentation # 6/5mm - Ti6Al4V 

02.07.7110FPW Femoral Posterior Augmentation # 1/10mm - Ti6Al4V 

02.07.7210FPW Femoral Posterior Augmentation # 2/10mm - Ti6Al4V 

02.07.7310FPW Femoral Posterior Augmentation # 3/10mm - Ti6Al4V 

02.07.7410FPW Femoral Posterior Augmentation # 4/10mm - Ti6Al4V 

02.07.7510FPW Femoral Posterior Augmentation # 5/10mm - Ti6Al4V 

02.07.7610FPW Femoral Posterior Augmentation # 6/10mm - Ti6Al4V 

02.07.7104FPW Femoral Posterior Augmentation # 1/4mm - Ti6Al4V 

02.07.7204FPW Femoral Posterior Augmentation # 2/4mm - Ti6Al4V 

02.07.7304FPW Femoral Posterior Augmentation # 3/4mm - Ti6Al4V 

02.07.7404FPW Femoral Posterior Augmentation # 4/4mm - Ti6Al4V 

02.07.7504FPW Femoral Posterior Augmentation # 5/4mm - Ti6Al4V 

02.07.7604FPW Femoral Posterior Augmentation # 6/4mm - Ti6Al4V 
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02.07.7108FPW Femoral Posterior Augmentation # 1/8mm - Ti6Al4V 

02.07.7208FPW Femoral Posterior Augmentation # 2/8mm - Ti6Al4V 

02.07.7308FPW Femoral Posterior Augmentation # 3/8mm - Ti6Al4V 

02.07.7408FPW Femoral Posterior Augmentation # 4/8mm - Ti6Al4V 

02.07.7508FPW Femoral Posterior Augmentation # 5/8mm - Ti6Al4V 

02.07.7608FPW Femoral Posterior Augmentation # 6/8mm - Ti6Al4V 

02.07.7104FDW Femoral Distal Augmentation  # 1/4mm-Ti6Al4V 

02.07.7204FDW Femoral Distal Augmentation  # 2/4mm-Ti6Al4V 

02.07.7304FDW Femoral Distal Augmentation  # 3/4mm-Ti6Al4V 

02.07.7404FDW Femoral Distal Augmentation  # 4/4mm-Ti6Al4V 

02.07.7504FDW Femoral Distal Augmentation  # 5/4mm-Ti6Al4V 

02.07.7604FDW Femoral Distal Augmentation  # 6/4mm-Ti6Al4V 

02.07.7108FDW Femoral Distal Augmentation  # 1/8mm-Ti6Al4V 

02.07.7208FDW Femoral Distal Augmentation  # 2/8mm-Ti6Al4V 

02.07.7308FDW Femoral Distal Augmentation  # 3/8mm-Ti6Al4V 

02.07.7408FDW Femoral Distal Augmentation  # 4/8mm-Ti6Al4V 

02.07.7508FDW Femoral Distal Augmentation  # 5/8mm-Ti6Al4V 

02.07.7608FDW Femoral Distal Augmentation  # 6/8mm-Ti6Al4V 

02.07.7112FDA Femoral Distal Augmentation# 1/12mm-Ti6Al4V 

02.07.7212FDA Femoral Distal Augmentation# 2/12mm-Ti6Al4V 

02.07.7312FDA Femoral Distal Augmentation# 3/12mm-Ti6Al4V 

02.07.7412FDA Femoral Distal Augmentation# 4/12mm-Ti6Al4V 

02.07.7512FDA Femoral Distal Augmentation# 5/12mm-Ti6Al4V 

02.07.7612FDA Femoral Distal Augmentation# 6/12mm-Ti6Al4V 

02.07.7116FDA Femoral Distal Augmentation# 1/16mm-Ti6Al4V 

02.07.7216FDA Femoral Distal Augmentation# 2/16mm-Ti6Al4V 

02.07.7316FDA Femoral Distal Augmentation# 3/16mm-Ti6Al4V 

02.07.7416FDA Femoral Distal Augmentation# 4/16mm-Ti6Al4V 

02.07.7516FDA Femoral Distal Augmentation# 5/16mm-Ti6Al4V 

02.07.7616FDA Femoral Distal Augmentation# 6/16mm-Ti6Al4V 

02.07.7120FDA Femoral Distal Augmentation# 1/20mm-Ti6Al4V 

02.07.7220FDA Femoral Distal Augmentation# 2/20mm-Ti6Al4V 

02.07.7320FDA Femoral Distal Augmentation# 3/20mm-Ti6Al4V 

02.07.7420FDA Femoral Distal Augmentation# 4/20mm-Ti6Al4V 

02.07.7520FDA Femoral Distal Augmentation# 5/20mm-Ti6Al4V 

02.07.7620FDA Femoral Distal Augmentation# 6/20mm-Ti6Al4V 

02.07.F11065 Extension Stem Ø11mm / L 65 mm 

02.07.F11105 Extension Stem Ø11mm / L 105 mm 

02.07.F11150 Extension Stem Ø11mm / L 150 mm 

02.07.F13065 Extension Stem Ø13mm / L 65 mm 

02.07.F13105 Extension Stem Ø13mm / L 105 mm 

02.07.F13150 Extension Stem Ø13mm / L 150 mm 

02.07.F16065 Extension Stem Ø16mm / L 65 mm 

02.07.F16105 Extension Stem Ø16mm / L 105 mm 

02.07.F16150 Extension Stem Ø16mm / L 150 mm 

02.07.F19065 Extension Stem Ø19mm / L 65 mm 

02.07.F19105 Extension Stem Ø19mm / L 105 mm 

02.07.F19150 Extension Stem Ø19mm / L 150 mm 

02.07.F22065 Extension Stem Ø22mm / L 65 mm 

02.07.F22105 Extension Stem Ø22mm / L 105 mm 

02.07.F22150 Extension Stem Ø22mm / L 150 mm 

 

 

The medical devices above mentioned are classified into class III  per rule 8, emended by directive 2005/50/CE, because are 

implantable medical devices part of a total knee replacement system. 

The medical devices above are carried out applying Directive 93/42/EEC (and following modification) Annex II as per 

conformity certificate nr. 29022A and 29022D released by Notified Body 0476 Kiwa Cermet 

 

MEDACTA INTERNATIONAL SA declares, under its own responsibility: 

 

That the medical devices mentioned above comply  with the essential requirements of Annex I of the European Directive 

93/42/EEC and following modifications. 

That the medical devices mentioned above do not incorporate, as an integral part, a  substance or human blood derivate 

referred to in section 7.4 of Annex I of the European Directive 93/42/EEC. 

That the medical devices mentioned above are not manufactured utilizing tissues of animal origin as referred to in the 

European Directive 2003/32/EC. 



 

EC DECLARATION OF CONFORMITY Doc. Nr. DC/067 rev.4 

 

 Page 7 of 7 M 09.26.001 rev.1 

 

That the medical devices mentioned above do not incorporate as an integral part, a substance which, if used separately, may 

be considered to be a medicinal product as defined in Article 1 of Directive 2001/83/EC. 

That standards and document claimed are listed in the design technical file. The design technical file is archived under the 

responsibility of the Quality Assurance Manager. 

 

MEDACTA INTERNATIONAL SA furthermore declares, under its own responsibility, that  procedures have been put in 

place to guarantee the post-market surveillance and product traceability. 

Medacta presents a quality system management as per ISO 13485 nr. MD 659534 released by Notified Body 0086 BSI  

 
 

First issue: July 25th, 2011  (included) 

Current issue:   09 Jun. 2020 (included) 
 
 

Independent reviewer 
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