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International [+
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: M-Vizion Femoral Revision System_AI-RS-01

Notified Body:

Kiwa Cermet Italia S.p.A
Via Cadriano, 23 - 40057 Granarolo dell'Emilia (BO)
tel. + 39 051 - 4593111

Medical devices directory codes:

Ref. No. Description
01.22.001 Proximal Body @20mm L 40mm STD
01.22.002 Proximal Body @20mm L 50mm STD
01.22.003 Proximal Body @20mm L 60mm STD
01.22.004 Proximal Body @20mm L 70mm STD
01.22.005 Proximal Body @20mm L 80mm STD
01.22.006 Proximal Body @20mm L 90mm STD
01.22.010 Proximal Body @20mm L 70mm LAT
01.22.011 Proximal Body @20mm L 80mm LAT
01.22.012 Proximal Body @20mm L 90mm LAT
01.22.007 Proximal Body @20mm L 40mm LAT
01.22.008 Proximal Body @20mm L 50mm LAT
01.22.009 Proximal Body @20mm L 60mm LAT
01.22.021 Proximal Body @24mm L 40mm STD
01.22.022 Proximal Body @24mm L 50mm STD
01.22.023 Proximal Body @24mm L 60mm STD
01.22.024 Proximal Body @24mm L 70mm STD
01.22.025 Proximal Body @24mm L 80mm STD
01.22.026 Proximal Body @24mm L 90mm STD
01.22.027 Proximal Body @24mm L 40mm LAT
01.22.028 Proximal Body @24mm L 50mm LAT
01.22.029 Proximal Body @24mm L 60mm LAT
01.22.030 Proximal Body @24mm L 70mm LAT
01.22.031 Proximal Body @24mm L 80mm LAT
01.22.032 Proximal Body @24mm L 90mm LAT
01.22.041 Proximal Body @28mm L 40mm STD
01.22.042 Proximal Body @28mm L 50mm STD
01.22.043 Proximal Body @28mm L 60mm STD
01.22.044 Proximal Body @28mm L 70mm STD
01.22.045 Proximal Body @28mm L 80mm STD
01.22.046 Proximal Body @28mm L 90mm STD
01.22.047 Proximal Body @28mm L 40mm LAT
01.22.048 Proximal Body @28mm L 50mm LAT
01.22.049 Proximal Body @28mm L 60mm LAT
01.22.050 Proximal Body @28mm L 70mm LAT
01.22.051 Proximal Body @28mm L 80mm LAT
01.22.052 Proximal Body @28mm L 90mm LAT
01.22.061 Proximal Body @32mm L 40mm STD
01.22.062 Proximal Body @32mm L 50mm STD
01.22.063 Proximal Body @32mm L 60mm STD
01.22.064 Proximal Body @32mm L 70mm STD
01.22.065 Proximal Body @32mm L 80mm STD
01.22.066 Proximal Body @32mm L 90mm STD
01.22.067 Proximal Body @32mm L 40mm LAT
01.22.068 Proximal Body @32mm L 50mm LAT
01.22.069 Proximal Body @32mm L 60mm LAT
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01.22.070 Proximal Body @32mm L 70mm LAT
01.22.071 Proximal Body @32mm L 80mm LAT
01.22.072 Proximal Body @32mm L 90mm LAT
01.22.201 Locking Screw

01.22.101 Distal Stem @12mm L 140mm straight
01.22.102 Distal Stem @13mm L 140mm straight
01.22.103 Distal Stem @14mm L 140mm straight
01.22.104 Distal Stem @15mm L 140mm straight
01.22.105 Distal Stem @16mm L 140mm straight
01.22.106 Distal Stem @17mm L 140mm straight
01.22.107 Distal Stem @18mmL 140mm straight
01.22.108 Distal Stem @19mm L 140mm straight
01.22.109 Distal Stem @20mm L 140mm straight
01.22.110 Distal Stem @21mm L 140mm straight
01.22.111 Distal Stem @22mm L 140mm straight
01.22.112 Distal Stem @23mm L 140mm straight
01.22.113 Distal Stem @24mm L 140mm straight
01.22.114 Distal Stem @25mm L 140mm straight
01.22.115 Distal Stem @26mm L 140mm straight
01.22.116 Distal Stem @27mm L 140mm straight
01.22.117 Distal Stem @28mm L 140mm straight
01.22.131 Distal Stem @12mm L 180mm straight
01.22.132 Distal Stem @13mm L 180mm straight
01.22.133 Distal Stem @14mm L 180mm straight
01.22.134 Distal Stem @15mm L 180mm straight
01.22.135 Distal Stem @16mm L 180mm straight
01.22.136 Distal Stem @17mm L 180mm straight
01.22.137 Distal Stem @18mmL 180mm straight
01.22.138 Distal Stem @19mm L 180mm straight
01.22.139 Distal Stem @20mm L 180mm straight
01.22.140 Distal Stem @21mm L 180mm straight
01.22.141 Distal Stem @22mm L 180mm straight
01.22.142 Distal Stem @23mm L 180mm straight
01.22.143 Distal Stem @24mm L 180mm straight
01.22.144 Distal Stem @25mm L 180mm straight
01.22.145 Distal Stem @26mm L 180mm straight
01.22.146 Distal Stem @27mm L 180mm straight
01.22.147 Distal Stem @28mm L 180mm straight
01.22.161 Distal Stem @12mm L 220mm straight
01.22.162 Distal Stem @13mm L 220mm straight
01.22.163 Distal Stem @14mm L 220mm straight
01.22.164 Distal Stem @15mm L 220mm straight
01.22.165 Distal Stem @16mm L 220mm straight
01.22.166 Distal Stem @17mm L 220mm straight
01.22.167 Distal Stem @18mmL 220mm straight
01.22.168 Distal Stem @19mm L 220mm straight
01.22.169 Distal Stem @20mm L 220mm straight
01.22.170 Distal Stem @21mm L 220mm straight
01.22.171 Distal Stem @22mm L 220mm straight
01.22.172 Distal Stem @23mm L 220mm straight
01.22.173 Distal Stem @24mm L 220mm straight
01.22.174 Distal Stem @25mm L 220mm straight
01.22.175 Distal Stem @26mm L 220mm straight
01.22.176 Distal Stem @27mm L 220mm straight
01.22.177 Distal Stem @28mm L 220mm straight
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01.22.401 Proximal Body @20mm L 40mm STD cerclage
01.22.402 Proximal Body @20mm L 50mm STD cerclage
01.22.403 Proximal Body @20mm L 60mm STD cerclage
01.22.404 Proximal Body @20mm L 70mm STD cerclage
01.22.405 Proximal Body @20mm L 80mm STD cerclage
01.22.406 Proximal Body @20mm L 90mm STD cerclage
01.22.407 Proximal Body @20mm L 40mm LAT cerclage
01.22.408 Proximal Body @20mm L 50mm LAT cerclage
01.22.409 Proximal Body @20mm L 60mm LAT cerclage
01.22.410 Proximal Body @20mm L 70mm LAT cerclage
01.22.411 Proximal Body @20mm L 80mm LAT cerclage
01.22.412 Proximal Body @20mm L 90mm LAT cerclage
01.22.421 Proximal Body g24mm L 40mm STD cerclage
01.22.422 Proximal Body g24mm L 50mm STD cerclage
01.22.423 Proximal Body g24mm L 60mm STD cerclage
01.22.424 Proximal Body g24mm L 70mm STD cerclage
01.22.425 Proximal Body g24mm L 80mm STD cerclage
01.22.426 Proximal Body g24mm L 90mm STD cerclage
01.22.427 Proximal Body g24mm L 40mm LAT cerclage
01.22.428 Proximal Body g24mm L 50mm LAT cerclage
01.22.429 Proximal Body g24mm L 60mm LAT cerclage
01.22.430 Proximal Body g24mm L 70mm LAT cerclage
01.22.431 Proximal Body g24mm L 80mm LAT cerclage
01.22.432 Proximal Body g24mm L 90mm LAT cerclage
01.22.441 Proximal Body g28mm L 40mm STD cerclage
01.22.442 Proximal Body g28mm L 50mm STD cerclage
01.22.443 Proximal Body g28mm L 60mm STD cerclage
01.22.444 Proximal Body g28mm L 70mm STD cerclage
01.22.445 Proximal Body g28mm L 80mm STD cerclage
01.22.446 Proximal Body g28mm L 90mm STD cerclage
01.22.447 Proximal Body g28mm L 40mm LAT cerclage
01.22.448 Proximal Body g28mm L 50mm LAT cerclage
01.22.449 Proximal Body g28mm L 60mm LAT cerclage
01.22.450 Proximal Body g28mm L 70mm LAT cerclage
01.22.451 Proximal Body g28mm L 80mm LAT cerclage
01.22.452 Proximal Body g28mm L 90mm LAT cerclage
01.22.461 Proximal Body g32mm L 40mm STD cerclage
01.22.462 Proximal Body g32mm L 50mm STD cerclage
01.22.463 Proximal Body g32mm L 60mm STD cerclage
01.22.464 Proximal Body g32mm L 70mm STD cerclage
01.22.465 Proximal Body g32mm L 80mm STD cerclage
01.22.466 Proximal Body #32mm L 90mm STD cerclage
01.22.467 Proximal Body 232mm L 40mm LAT cerclage
01.22.468 Proximal Body #32mm L 50mm LAT cerclage
01.22.469 Proximal Body 232mm L 60mm LAT cerclage
01.22.470 Proximal Body #32mm L 70mm LAT cerclage
01.22.471 Proximal Body 232mm L 80mm LAT cerclage
01.22.472 Proximal Body 232mm L 90mm LAT cerclage
01.22.501 Distal Stem @12mm L 140mm straight 4 degree
01.22.502 Distal Stem @13mm L 140mm straight 4 degree
01.22.503 Distal Stem @14mm L 140mm straight 4 degree
01.22.504 Distal Stem @15mm L 140mm straight 4 degree
01.22.505 Distal Stem @16mm L 140mm straight 4 degree
01.22.506 Distal Stem @17mm L 140mm straight 4 degree
01.22.507 Distal Stem @18mm L 140mm straight 4 degree
01.22.508 Distal Stem @19mm L 140mm straight 4 degree
01.22.509 Distal Stem @20mm L 140mm straight 4 degree
01.22.510 Distal Stem @21mm L 140mm straight 4 degree
01.22.511 Distal Stem @22mm L 140mm straight 4 degree
01.22.512 Distal Stem @23mm L 140mm straight 4 degree
01.22.513 Distal Stem @24mm L 140mm straight 4 degree
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01.22.514 Distal Stem @25mm L 140mm straight 4 degree
01.22.515 Distal Stem @26mm L 140mm straight 4 degree
01.22.516 Distal Stem @27mm L 140mm straight 4 degree
01.22.517 Distal Stem @28mm L 140mm straight 4 degree
01.22.531 Distal Stem @12mm L 180mm straight 4 degree
01.22.532 Distal Stem @13mm L 180mm straight 4 degree
01.22.533 Distal Stem @14mm L 180mm straight 4 degree
01.22.534 Distal Stem @15mm L 180mm straight 4 degree
01.22.535 Distal Stem @16mm L 180mm straight 4 degree
01.22.536 Distal Stem @17mm L 180mm straight 4 degree
01.22.537 Distal Stem @18mm L 180mm straight 4 degree
01.22.538 Distal Stem @19mm L 180mm straight 4 degree
01.22.539 Distal Stem @20mm L 180mm straight 4 degree
01.22.540 Distal Stem @21mm L 180mm straight 4 degree
01.22.541 Distal Stem @22mm L 180mm straight 4 degree
01.22.542 Distal Stem @23mm L 180mm straight 4 degree
01.22.543 Distal Stem @24mm L 180mm straight 4 degree
01.22.544 Distal Stem @25mm L 180mm straight 4 degree
01.22.545 Distal Stem @26mm L 180mm straight 4 degree
01.22.546 Distal Stem @27mm L 180mm straight 4 degree
01.22.547 Distal Stem @28mm L 180mm straight 4 degree
01.22.561 Distal Stem @12mm L 220mm straight 4 degree
01.22.562 Distal Stem @13mm L 220mm straight 4 degree
01.22.563 Distal Stem @14mm L 220mm straight 4 degree
01.22.564 Distal Stem @15mm L 220mm straight 4 degree
01.22.565 Distal Stem @16mm L 220mm straight 4 degree
01.22.566 Distal Stem @17mm L 220mm straight 4 degree
01.22.567 Distal Stem @18mm L 220mm straight 4 degree
01.22.568 Distal Stem @19mm L 220mm straight 4 degree
01.22.569 Distal Stem @20mm L 220mm straight 4 degree
01.22.570 Distal Stem @21mm L 220mm straight 4 degree
01.22.571 Distal Stem @22mm L 220mm straight 4 degree
01.22.572 Distal Stem @23mm L 220mm straight 4 degree
01.22.573 Distal Stem @24mm L 220mm straight 4 degree
01.22.574 Distal Stem @25mm L 220mm straight 4 degree
01.22.575 Distal Stem @26mm L 220mm straight 4 degree
01.22.576 Distal Stem @27mm L 220mm straight 4 degree
01.22.577 Distal Stem @28mm L 220mm straight 4 degree
01.22.601 Monaoblock stem g12mm L 190mm STD
01.22.602 Monaoblock stem g13mm L 190mm STD
01.22.603 Monoblock stem g14mm L 190mm STD
01.22.604 Monoblock stem g15mm L 190mm STD
01.22.605 Monoblock stem g16mm L 190mm STD
01.22.606 Monoblock stem g17mm L 190mm STD
01.22.607 Monoblock stem g18mm L 190mm STD
01.22.608 Monoblock stem g19mm L 190mm STD
01.22.609 Monoblock stem g20mm L 190mm STD
01.22.610 Monoblock stem g21mm L 190mm STD
01.22.611 Monoblock stem g22mm L 190mm STD
01.22.612 Monoblock stem g23mm L 190mm STD
01.22.613 Monoblock stem g24mm L 190mm STD
01.22.614 Monoblock stem g25mm L 190mm STD
01.22.615 Monoblock stem g26mm L 190mm STD
01.22.701 Monoblock stem g12mm L 190mm LAT
01.22.702 Monoblock stem g13mm L 190mm LAT
01.22.703 Monoblock stem g14mm L 190mm LAT
01.22.704 Monoblock stem g15mm L 190mm LAT
01.22.705 Monoblock stem g16mm L 190mm LAT
01.22.706 Monoblock stem g17mm L 190mm LAT
01.22.707 Monoblock stem g18mm L 190mm LAT
01.22.708 Monoblock stem g19mm L 190mm LAT
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01.22.709 Monoblock stem g20mm L 190mm LAT
01.22.710 Monoblock stem g21mm L 190mm LAT
01.22.711 Monoblock stem g22mm L 190mm LAT
01.22.712 Monoblock stem g23mm L 190mm LAT
01.22.713 Monoblock stem g24mm L 190mm LAT
01.22.714 Monoblock stem g25mm L 190mm LAT
01.22.715 Monoblock stem g26mm L 190mm LAT
01.22.621 Monoblock stem g12mm L 240mm STD
01.22.622 Monoblock stem g13mm L 240mm STD
01.22.623 Monoblock stem g14mm L 240mm STD
01.22.624 Monoblock stem g15mm L 240mm STD
01.22.625 Monoblock stem g16mm L 240mm STD
01.22.626 Monoblock stem g17mm L 240mm STD
01.22.627 Monoblock stem g18mm L 240mm STD
01.22.628 Monoblock stem g19mm L 240mm STD
01.22.629 Monoblock stem g20mm L 240mm STD
01.22.630 Monoblock stem g21mm L 240mm STD
01.22.631 Monoblock stem @22mm L 240mm STD
01.22.632 Monoblock stem @23mm L 240mm STD
01.22.633 Monoblock stem g24mm L 240mm STD
01.22.634 Monoblock stem g25mm L 240mm STD
01.22.635 Monoblock stem g26mm L 240mm STD
01.22.721 Monoblock stem g12mm L 240mm LAT
01.22.722 Monoblock stem g13mm L 240mm LAT
01.22.723 Monoblock stem g14mm L 240mm LAT
01.22.724 Monoblock stem g15mm L 240mm LAT
01.22.725 Monoblock stem g16mm L 240mm LAT
01.22.726 Monoblock stem g17mm L 240mm LAT
01.22.727 Monoblock stem g18mm L 240mm LAT
01.22.728 Monoblock stem g19mm L 240mm LAT
01.22.729 Monoblock stem g20mm L 240mm LAT
01.22.730 Monoblock stem g21mm L 240mm LAT
01.22.731 Monoblock stem @22mm L 240mm LAT
01.22.732 Monoblock stem @23mm L 240mm LAT
01.22.733 Monoblock stem g24mm L 240mm LAT
01.22.734 Monoblock stem @25mm L 240mm LAT
01.22.735 Monoblock stem @26mm L 240mm LAT
01.22.641 Monoblock stem g12mm L 290mm STD
01.22.642 Monoblock stem g13mm L 290mm STD
01.22.643 Monoblock stem g14mm L 290mm STD
01.22.644 Monoblock stem g15mm L 290mm STD
01.22.645 Monoblock stem g16mm L 290mm STD
01.22.646 Monoblock stem g17mm L 290mm STD
01.22.647 Monoblock stem g18mm L 290mm STD
01.22.648 Monoblock stem g19mm L 290mm STD
01.22.649 Monoblock stem g20mm L 290mm STD
01.22.650 Monoblock stem g21mm L 290mm STD
01.22.651 Monoblock stem g22mm L 290mm STD
01.22.652 Monoblock stem g23mm L 290mm STD
01.22.653 Monoblock stem g24mm L 290mm STD
01.22.654 Monoblock stem g25mm L 290mm STD
01.22.655 Monoblock stem g26mm L 290mm STD
01.22.741 Monoblock stem g12mm L 290mm LAT
01.22.742 Monoblock stem g13mm L 290mm LAT
01.22.743 Monoblock stem g14mm L 290mm LAT
01.22.744 Monoblock stem g15mm L 290mm LAT
01.22.745 Monoblock stem g16mm L 290mm LAT
01.22.746 Monoblock stem g17mm L 290mm LAT
01.22.747 Monoblock stem g18mm L 290mm LAT
01.22.748 Monoblock stem g19mm L 290mm LAT
01.22.749 Monoblock stem g20mm L 290mm LAT
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01.22.750 Monoblock stem g21mm L 290mm LAT

01.22.751 Monoblock stem g22mm L 290mm LAT

01.22.752 Monoblock stem g23mm L 290mm LAT

01.22.753 Monoblock stem g24mm L 290mm LAT

01.22.754 Monoblock stem g25mm L 290mm LAT

01.22.755 Monaoblock stem g26mm L 290mm LAT

01.22.301 Distal Locking Stem @12mm L 140mm straight
01.22.302 Distal Locking Stem @13mm L 140mm straight
01.22.303 Distal Locking Stem @14mm L 140mm straight
01.22.304 Distal Locking Stem @15mm L 140mm straight
01.22.305 Distal Locking Stem @16mm L 140mm straight
01.22.306 Distal Locking Stem @17mm L 140mm straight
01.22.307 Distal Locking Stem @18mm L 140mm straight
01.22.308 Distal Locking Stem @19mm L 140mm straight
01.22.309 Distal Locking Stem @20mm L 140mm straight
01.22.310 Distal Locking Stem @21mm L 140mm straight
01.22.311 DistalLocking Stem @322mm L 140mm straight
01.22.312 Distal Locking Stem @323mm L 140mm straight
01.22.313 Distal Locking Stem @24mm L 140mm straight
01.22.314 Distal Locking Stem @25mm L 140mm straight
01.22.315 Distal Locking Stem @26mm L 140mm straight
01.22.316 Distal Locking Stem @27mm L 140mm straight
01.22.317 Distal Locking Stem @#28mm L 140mm straight
01.22.321 Distal Locking Stem @12mm L 180mm straight
01.22.322 Distal Locking Stem @13mm L 180mm straight
01.22.323 Distal Locking Stem @14mm L 180mm straight
01.22.324 Distal Locking Stem @15mm L 180mm straight
01.22.325 Distal Locking Stem @16mm L 180mm straight
01.22.326 Distal Locking Stem @17mm L 180mm straight
01.22.327 Distal Locking Stem @18mm L 180mm straight
01.22.328 Distal Locking Stem @19mm L 180mm straight
01.22.329 Distal Locking Stem @20mm L 180mm straight
01.22.330 Distal Locking Stem @21mm L 180mm straight
01.22.331 Distal Locking Stem @22mm L 180mm straight
01.22.332 Distal Locking Stem @23mm L 180mm straight
01.22.333 Distal Locking Stem @24mm L 180mm straight
01.22.334 Distal Locking Stem @#25mm L 180mm straight
01.22.335 Distal Locking Stem @26mm L 180mm straight
01.22.336 Distal Locking Stem @#27mm L 180mm straight
01.22.337 Distal Locking Stem @#28mm L 180mm straight
01.22.341 Distal Locking Stem @12mm L 220mm straight
01.22.342 Distal Locking Stem @13mm L 220mm straight
01.22.343 Distal Locking Stem @14mm L 220mm straight
01.22.344 Distal Locking Stem @15mm L 220mm straight
01.22.345 Distal Locking Stem @16mm L 220mm straight
01.22.346 Distal Locking Stem @17mm L 220mm straight
01.22.347 Distal Locking Stem @18mm L 220mm straight
01.22.348 Distal Locking Stem @19mm L 220mm straight
01.22.349 Distal Locking Stem @20mm L 220mm straight
01.22.350 Distal Locking Stem @21mm L 220mm straight
01.22.351 Distal Locking Stem @22mm L 220mm straight
01.22.352 Distal Locking Stem @#23mm L 220mm straight
01.22.353 Distal Locking Stem @24mm L 220mm straight
01.22.354 Distal Locking Stem @#25mm L 220mm straight
01.22.355 Distal Locking Stem @26mm L 220mm straight
01.22.356 Distal Locking Stem @#27mm L 220mm straight
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01.22.357 Distal Locking Stem @#28mm L 220mm straight
01.22.381 Distal Locking Stem @12mm L 220mm curved
01.22.382 Distal Locking Stem @13mm L 220mm curved
01.22.383 Distal Locking Stem @14mm L 220mm curved
01.22.384 Distal Locking Stem @15mm L 220mm curved
01.22.385 Distal Locking Stem @16mm L 220mm curved
01.22.386 Distal Locking Stem @17mm L 220mm curved
01.22.387 Distal Locking Stem @18mm L 220mm curved
01.22.388 Distal Locking Stem @19mm L 220mm curved
01.22.389 Distal Locking Stem @20mm L 220mm curved
01.22.390 Distal Locking Stem @#21mm L 220mm curved
01.22.391 Distal Locking Stem @22mm L 220mm curved
01.22.392 Distal Locking Stem @#23mm L 220mm curved
01.22.393 Distal Locking Stem @24mm L 220mm curved
01.22.394 Distal Locking Stem @#25mm L 220mm curved
01.22.395 Distal Locking Stem @26mm L 220mm curved
01.22.396 Distal Locking Stem @27mm L 220mm curved
01.22.397 Distal Locking Stem @#28mm L 220mm curved

The medical devices above mentioned are classified into class 111 per rule 8 of European directive 93/42/EEC annex IX,
amended by directive 2005/50/CE, because are implantable medical devices part of a total joint replacing system of
hip. The medical devices above are carried out applying Directive 93/42/EEC (and following modification) Annex Il
(including point 4) as per conformity certificate nr. 29022-A and 29022-D released by Notified Body 0476_ Kiwa Cermet

Italia S.p.A.

Ref. No. Description
01.22.210 Distal Locking Screw @4.5-Threaded @6.5 L25
01.22.211 Distal Locking Screw @4.5-Threaded @6.5 L30
01.22.212 Distal Locking Screw @4.5-Threaded @6.5 L35
01.22.213 Distal Locking Screw @4.5-Threaded @6.5 L40
01.22.214 Distal Locking Screw @4.5-Threaded @6.5 L45
01.22.215 Distal Locking Screw @4.5-Threaded @6.5 L50
01.22.216 Distal Locking Screw @4.5-Threaded @6.5 L55
01.22.217 Distal Locking Screw @4.5-Threaded @6.5 L60
01.22.260 Mbrace GT Plate L45
01.22.261 Mbrace GT Plate L135
02.16.4512C Cortical Locking Screw L12 ¢4.5
02.16.4516C Cortical Locking Screw L16 ¢4.5
02.16.4520C Cortical Locking Screw L20 ¢4.5
02.16.4524C Cortical Locking Screw L24 ¢4.5
02.16.4528C Cortical Locking Screw L28 4.5
02.16.4532C Cortical Locking Screw L32 4.5
02.16.4536C Cortical Locking Screw L36 ¢4.5
02.16.4540C Cortical Locking Screw L40 4.5
02.16.4544C Cortical Locking Screw L44 ¢4.5
02.16.4548C Cortical Locking Screw L48 ¢4.5
02.16.4552C Cortical Locking Screw L52 ¢4.5
02.16.4556C Cortical Locking Screw L56 ¢4.5

The medical devices above mentioned are classified as class 11b per rule 8 of European Directive 93/42/EEC Annex 1X,
as they are implantable medical devices (not part of a total joint replacement system of hip, knee and shoulder) . The
medical devices above are carried out according to Directive 93/42/EEC (and all modifications) Annex Il (point 4 excluded)
as per conformity certificate nr. 29022-B released by Notified Body 0476 Kiwa Cermet Italia S.p.A.
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MEDACTA INTERNATIONAL SA declares, under its own responsibility:

That the medical devices mentioned above comply with the essential requirements of Annex | 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.

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 standard 1SO 13485 nr. MD 659534 released by Notified Body
BSI

First issue: September 215 2016 (included)
Current issue:  May 21% 2021

T

Mr. Bussone
Independent reviewer
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