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EC Certificate

EC Design-Examination Certificate
Directive 93/42/EEC on Medical Devices (MDD), Annex Il (4)
(Devices in Class lil)

No. G7 075731 0064 Rev. 01

Manufacturer: Limacorporate S.p.A.
Via Nazionale, 52
33038 Villanova San Daniele del Friuli (UDINE)
ITALY

Product: Orthopaedic Implants
Arthroprosthesis. Total hip joint prostheses

The Certification Body of TUV SUD Product Service GmbH declares that a design examination has
been carried out on the respective devices in accordance with MDD Annex Il (4). The design of the
devices conforms to the requirements of this Directive. For marketing of these devices an additional
Annex |l certificate is mandatory. See also notes overleaf.

Report no.: ITA1178921
Valid from: 2019-09-26
Valid until: 2024-05-26
Date, 2019-09-26 / / N,
Stefan Preil®
Head of Certification/Notified Body
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EC Design-Examination Certificate
Directive 93/42/EEC on Medical Devices (MDD), Annex |l (4)
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Praduct Service

Facility(ies): {_/::?\lcgﬁgtee 2'2??3038 Villanova San Daniele del Friuli (UDINE),
ITALY
Model(s): Modulus and Revision femoral system
MODULUS
MODULUS R
REVISION
REVISION LR
Parameter:
MODULUS
MODULAR stems (Ti6Al4V)
4310.15.010 Dia. 13 mm, Taper A
4310.15.020 Dia. 14 mm, Taper A
4310.15.030 Dia. 15 mm, Taper A
4310.15.045 Dia. 16 mm, Taper B
4310.15.050 Dia. 17 mm, Taper B
4310.15.060 Dia. 18 mm, Taper B
4310.15.070 Dia. 19 mm, Taper B
4310.15.080 Dia. 20 mm, Taper B
4310.15.090 Dia. 21 mm, Taper B
4310.15.100 Dia. 22 mm, Taper B
4310.15.110 Dia. 23 mm, Taper B
4310.15.120 Dia. 24 mm, Taper B
4310.15.130 Dia. 25 mm, Taper B
4310.15.140 Dia. 26 mm, Taper B
Necks with Screw (Ti6Al4V) CCD 125°
7590.15.010 S - Taper A (Standard version)
7590.15.020 L - Taper A (Standard version)
7590.15.030 S - Taper B (Standard version)
7590.15.040 L - Taper B (Standard version)
7590.15.050 S - Taper B (Large version)
7590.15.060 L - Taper B (Large version)
Necks with Screw (Ti6Al4V) CCD 135°
7595.15.010 S —Taper A (Standard version)
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7595.15.020 L —Taper A (Standard version)
7595.15.030 S - Taper B (Standard version)
7595.15.040 L - Taper B (Standard version)
7595.15.050 S —Taper B (Large version)
7595.15.060 L —Taper B (Large version)
' MODULUSR B
Femoral stem (Ti6Al4V)
4330.15.160 Dia.16 mm
4330.15.170 Dia.17 mm
4330.15.180 Dia.18 mm
4330.15.190 Dia.19 mm
4330.15.200 Dia.20 mm
4330.15.210 Dia.21 mm
4330.15.220 Dia.22 mm
4330.15.230 Dia.23 mm
4330.15.240 Dia.24mm
4330.15.250 Dia.25 mm
4330.15.260 Dia.26 mm
REVISION S -
Modular stem (Ti6Al4V)
3810.15.010 Dia. 14 mm, L. 140 mm
3810.15.020 Dia. 14 mm, L. 200 mm
3811.15.010 Dia. 15 mm, L. 140 mm
3811.15.020 Dia. 15 mm, L. 200 mm
3812.15.010 Dia. 16 mm, L. 140 mm
3812.15.020 Dia. 16 mm, L. 200 mm
3813.15.010 Dia. 17 mm, L. 140 mm
3813.15.020 Dia. 17 mm, L. 200 mm
3814.15.010 Dia. 18 mm, L. 140 mm
3814.15.020 Dia. 18 mm, L. 200 mm
3815.15.010 Dia. 19 mm, L. 140 mm
3815.15.020 Dia. 19 mm, L. 200 mm
3816.15.010 Dia. 20 mm, L. 140 mm
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3816.15.020 Dia. 20 mm, L. 200 mm
3817.15.010 Dia. 21 mm, L. 140 mm
3817.15.020 Dia. 21 mm, L. 200 mm
3818.15.010 Dia. 22 mm, L. 140 mm
3818.15.020 Dia. 22 mm, L. 200 mm
3819.15.010 Dia. 23 mm, L. 140 mm
3819.15.020 Dia. 23 mm, L. 200 mm
3820.15.010 Dia. 24 mm, L. 140 mm
3820.15.020 Dia. 24 mm, L. 200 mm
3821.15.010 Dia. 25 mm, L. 140 mm
3821.15.020 Dia. 25 mm, L. 200 mm
3822.15.010 Dia. 26 mm, L. 140 mm
3822.15.020 Dia. 26 mm, L. 200 mm

Necks with Locking Screw (Ti6Al4V) — Taper 12/14
7515.15.005 H. 50 mm
7515.15.010 H. 60 mm
7515.15.020 H. 70 mm
7515.15.030 H. 80 mm
7515.15.040 H. 90 mm
7515.15.050 H. 100 mm
7515.15.060 H. 110 mm

Lateralized necks with Locking Screw (Ti6Al4V) - Taper

12/14
7515.15.105 H. 50 mm - lateralized
7515.15.110 H. 60 mm - lateralized
7515.15.120 H. 70 mm - lateralized
7515.15.130 H. 80 mm - lateralized
7515.15.140 H. 90 mm - lateralized
7515.15.150 H. 100 mm - lateralized
7515.15.160 H. 110 mm - lateralized
REVISION LR

LR Stem for Large Resection (Ti6Al4V)
3838.15.130 Dia 12 x 130 mm
3840.15.130 Dia 14 x 130 mm
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3842.15.130 Dia 16 x 130 mm
3838.15.165 Dia 12 x 165 mm
3840.15.165 Dia 14 x 165 mm
3842.15.165 Dia 16 x 165 mm
3840.15.200 Dia 14 x 200 mm
3842.15.200 Dia 16 x 200 mm
LR Modular Spacer (Ti6Al4V)
3801.15.060 Spacer H 60 mm
3801.15.120 Spacer H 120 mm

Page 5 of 5

TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUV SUD Product Service GmbH - Certification Body « Ridlerstrale 65 « 80339 Munich « Germany

Product Service



