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EC DECLARATION OF CONFORMITY

Manufacturer: Signature Orthopaedics Europe Limited
Address: Unit A, IDA Business & Technology Park
Garrycastle, Athlone
N37 DY26 Co. Westmeath
Ireland

hereby declare under our sole responsibility that the following CE marked products

Product: Logical Cancellous Bone Screw and Central Hole Cover (refer
attached list)
Scope: All production lots

being Class lIb medical devices according to MDD 93/42/EEC Annex IX, Section Ill 2.4 Rule
8, are placed on the European Market in accordance with the legislation of Ireland
transposing the MDD 93/42/EEC as amended by 2007/47/EC, Annex .

The following harmonised standards have been applied:

ISO 13485:2016 Medical Device — Quality Management System — Requirements for
Regulatory Purposes

Notified Body: 4 Digit Notified Body Number:

TOV SUD 0123
Munich, Germany

Full Quality Assurance G1 003228 0001 European conformity assessment certificate
Procedures Certificate:  under Annex I1.3 of the Directive 93/42/EEC on Medical Devices

This Declaration of Conformity is valid until repealed or superseded.

Authorised Signatory:

C Vo

Signature
Christian Wight, Head of Development and Regulatory 08 May 2020
Name, Position ol o Date

Digitally signed by Chicu Natalia

Date: 20 -13;53 '

Reason:%{)%éé@ét@f’?jbf Prod G5

Location: Moldova ~ Unit A, IDA Businé&*& Technology Park, Athlone, N37 DY26, Ireland
p +353 0 906400539 www.SignatureOrtho.com.au
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Part Number Device

111-12-9115 Logical Cancellous Bone Screw Size 15mm
111-12-9120 Logical Cancellous Bone Screw Size 20mm
111-12-9125 Logical Cancellous Bone Screw Size 25mm
111-12-9130 Logical Cancellous Bone Screw Size 30mm
111-12-9135 Logical Cancellous Bone Screw Size 35mm
111-12-9140 Logical Cancellous Bone Screw Size 40mm
111-12-9145 Logical Cancellous Bone Screw Size 45mm
111-12-9150 Logical Cancellous Bone Screw Size 50mm
111-12-9155 Logical Cancellous Bone Screw Size 55mm
111-12-9160 Logical Cancellous Bone Screw Size 60mm
111-12-9165 Logical Cancellous Bone Screw Size 65mm
111-12-9170 Logical Cancellous Bone Screw Size 70mm
111-12-9001 Logical Central Hole Cover
111-12-9002 Logical M8 Hole Cover
121-05-5238 Bio-composite screw (MEER) 15mm
121-05-6278 Bio-composite screw (MEER) 20mm
121-05-2378 Bio-composite screw (MEER Cap) One Size

Unit A, IDA Business & Technology Park, Athlone, N37 DY26, Ireland
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ORTHOPAEDICS

EC DECLARATION OF CONFORMITY

Manufacturer: Signature Orthopaedics Europe Limited
Address: Unit A, IDA Business & Technology Park,
Garrycastle, Athlone. N37 DY26
Co. Westmeath,
Ireland

hereby declare under our sole responsibility that the following CE marked products

Product: Femoral Stems and Heads (refer attached list)
Scope: All production lots

being Class Ill medical devices according to Commission Directive 2005/50/EC, are placed on
the European Market in accordance with the legislation of Ireland transposing the MDD 93/42/
EEC as amended by 2007/47/EC, Annex Il.

The following harmonised standards have been applied:

ISO 13485:2016 Medical Device — Quality Management System — Requirements for
Regulatory Purposes

Notified Body: 4 Digit Notified Body Number:

TUV SUD 0123
Munich, Germany

Full Quality Assurance G1 003228 0001 European conformity assessment certificate
Procedures Certificate:  under Annex I1.3 of the Directive 93/42/EEC on Medical Devices

Design Examination G7 003228 0007 European conformity assessment certificate
Certificate: under Annex 1.4 of the Directive 93/42/EEC on Medical Devices

This Declaration of Conformity is valid until repealed or superseded.

Authorised Signatory:

C Vo

Signature
Christian Wight, Regulatory Affairs Manager 7 February 2020
Name, Position Date

Attachment: List of Products

Unit A, IDA Business & Technology Park, Garrycastle, Athlone. N37 DY26 Co. Westmeath
p +353 0 906400539 www.SignatureOrtho.com.au
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Part Number Device

111-18-0800 Origin Stem, Standard Offset size 8
111-18-0802 Origin Stem, Standard Offset size 8 Collared
111-18-0900 Origin Stem, Standard Offset size 9
111-18-0902 Origin Stem, Standard Offset size 9 Collared
111-18-1000 Origin Stem, Standard Offset size 10
111-18-1002 Origin Stem, Standard Offset size 10 Collared
111-18-1100 Origin Stem, Standard Offset size 11
111-18-1102 Origin Stem, Standard Offset size 11 Collared
111-18-1200 Origin Stem, Standard Offset size 12
111-18-1202 Origin Stem, Standard Offset size 12 Collared
111-18-1300 Origin Stem, Standard Offset size 13
111-18-1302 Origin Stem, Standard Offset size 13 Collared
111-18-1400 Origin Stem, Standard Offset size 14
111-18-1402 Origin Stem, Standard Offset size 14 Collared
111-18-1500 Origin Stem, Standard Offset size 15
111-18-1502 Origin Stem, Standard Offset size 15 Collared
111-18-1600 Origin Stem, Standard Offset size 16
111-18-1602 Origin Stem, Standard Offset size 16 Collared
111-18-1800 Origin Stem, Standard Offset size 18
111-18-1802 Origin Stem, Standard Offset size 18 Collared
111-18-0901 Origin Stem, Lateral Offset size 9
111-18-1001 Origin Stem, Lateral Offset size 10
111-18-1101 Origin Stem, Lateral Offset size 11
111-18-1201 Origin Stem, Lateral Offset size 12
111-18-1301 Origin Stem, Lateral Offset size 13
111-18-1401 Origin Stem, Lateral Offset size 14
111-18-1501 Origin Stem, Lateral Offset size 15
111-18-1601 Origin Stem, Lateral Offset size 16
111-18-1801 Origin Stem, Lateral Offset size 18
111-23-1001 TSI Stem size Size 0, Left
111-23-1011 TSI Stem size Size 1, Left
111-23-1021 TSI Stem size Size 2, Left
111-23-1031 TSI Stem size Size 3, Left
111-23-1041 TSI Stem size Size 4, Left
111-23-1051 TSI Stem size Size 5, Left
111-23-1002 TSI Stem size Size 0, Right

Unit A, IDA Business & Technology Park, Garrycastle, Athlone. N37 DY26 Co. Westmeath
p +353 0 906400539 www.SignatureOrtho.com.au
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Part Number Device

111-23-1012 TSI Stem size Size 1, Right
111-23-1022 TSI Stem size Size 2, Right
111-23-1032 TSI Stem size Size 3, Right
111-23-1042 TSI Stem size Size 4, Right
111-23-1052 TSI Stem size Size 5, Right
111-20-6000 Aria Stem, Standard Offset size 0
111-20-6001 Aria Stem, Standard Offset size 1
111-20-6002 Aria Stem, Standard Offset size 2
111-20-6003 Aria Stem, Standard Offset size 3
111-20-6004 Aria Stem, Standard Offset size 4
111-20-6005 Aria Stem, Standard Offset size 5
111-20-6006 Aria Stem, Standard Offset size 6
111-20-6007 Aria Stem, Standard Offset size 7
111-20-6008 Aria Stem, Standard Offset size 8
111-20-6009 Aria Stem, Standard Offset size 9
111-20-6010 Aria Stem, Standard Offset size 10
111-20-6011 Aria Stem, Standard Offset size 11
111-20-6012 Aria Stem, Standard Offset size 12
111-20-6100 Aria Stem, High Offset size 0
111-20-6101 Aria Stem, High Offset size 1
111-20-6102 Aria Stem, High Offset size 2
111-20-6103 Aria Stem, High Offset size 3
111-20-6104 Aria Stem, High Offset size 4
111-20-6105 Aria Stem, High Offset size 5
111-20-6106 Aria Stem, High Offset size 6
111-20-6107 Aria Stem, High Offset size 7
111-20-6108 Aria Stem, High Offset size 8
111-20-6109 Aria Stem, High Offset size 9
111-20-6110 Aria Stem, High Offset size 10
111-20-6111 Aria Stem, High Offset size 11
111-20-6112 Aria Stem, High Offset size 12
111-242-351 Evolve Stem Size 1, 127mm Long, 35.5mm Offset
111-242-370 Evolve Stem Size 0, 150mm Long, 37.5mm Offset
111-242-371 Evolve Stem Size 1, 150mm Long, 37.5mm Offset
111-242-372 Evolve Stem Size 2, 150mm Long, 37.5mm Offset
111-242-373 Evolve Stem Size 3, 150mm Long, 37.5mm Offset

Unit A, IDA Business & Technology Park, Garrycastle, Athlone. N37 DY26 Co. Westmeath
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Part Number Device

111-242-440 Evolve Stem Size 0, 150mm Long, 44mm Offset
111-242-441 Evolve Stem Size 1, 150mm Long, 44mm Offset
111-242-442 Evolve Stem Size 2, 150mm Long, 44mm Offset
111-242-443 Evolve Stem Size 3, 150mm Long, 44mm Offset
111-242-444 Evolve Stem Size 4, 150mm Long, 44mm Offset
111-242-501 Evolve Stem Size 1, 150mm Long, 50mm Offset
111-242-502 Evolve Stem Size 2, 150mm Long, 50mm Offset
111-242-503 Evolve Stem Size 3, 150mm Long, 50mm Offset
111-242-504 Evolve Stem Size 4, 150mm Long, 50mm Offset
111-162-138 Evolve Stem Size 1, 116mm Long, 38mm Offset
111-162-142 Evolve Stem Size 1, 116mm Long, 42mm Offset
111-162-240 Evolve Stem Size 2, 125mm Long, 40mm Offset
111-162-244 Evolve Stem Size 2, 125mm Long, 44mm Offset
111-162-342 Evolve Stem Size 3, 134mm Long, 42mm Offset
111-162-346 Evolve Stem Size 3, 134mm Long, 46mm Offset
111-162-444 Evolve Stem Size 4, 143mm Long, 44mm Offset
111-162-448 Evolve Stem Size 4, 143mm Long, 48mm Offset
111-162-546 Evolve Stem Size 5, 151.5mm Long, 46mm Offset
111-162-550 Evolve Stem Size 5, 151.5mm Long, 50mm Offset
111-152-111 Signature SS Femoral Head Size 28mm S
111-152-112 Signature SS Femoral Head Size 28mm M
111-152-113 Signature SS Femoral Head Size 28mm L
111-152-121 Signature SS Femoral Head Size 32mm S
111-152-122 Signature SS Femoral Head Size 32mm M
111-152-123 Signature SS Femoral Head Size 32mm L
111-152-124 Signature SS Femoral Head Size 32mm XL
111-152-131 Signature SS Femoral Head Size 36mm S
111-152-132 Signature SS Femoral Head Size 36mm M
111-152-133 Signature SS Femoral Head Size 36mm L
111-152-134 Signature SS Femoral Head Size 36mm XL
111-152-011 Signature CoCr Femoral Head Size 28mm S
111-152-012 Signature CoCr Femoral Head Size 28mm M
111-152-013 Signature CoCr Femoral Head Size 28mm L
111-152-021 Signature CoCr Femoral Head Size 32mm S
111-152-022 Signature CoCr Femoral Head Size 32mm M
111-152-023 Signature CoCr Femoral Head Size 32mm L

Unit A, IDA Business & Technology Park, Garrycastle, Athlone. N37 DY26 Co. Westmeath
p +353 0 906400539 www.SignatureOrtho.com.au




@ )‘4.,741&‘74&4105
ORTHOPAEDICS
Part Number Device
111-152-024 Signature CoCr Femoral Head Size 32mm XL
111-152-031 Signature CoCr Femoral Head Size 36mm S
111-152-032 Signature CoCr Femoral Head Size 36mm M
111-152-033 Signature CoCr Femoral Head Size 36mm L
111-152-034 Signature CoCr Femoral Head Size 36mm XL
111-152-041 Signature CoCr Femoral Head Size 40mm S
111-152-042 Signature CoCr Femoral Head Size 40mm M
111-152-043 Signature CoCr Femoral Head Size 40mm L
111-152-044 Signature CoCr Femoral Head Size 40mm XL
111-152-611 Signature Ceramic Femoral Head Size 28mm S
111-152-612 Signature Ceramic Femoral Head Size 28mm M
111-152-613 Signature Ceramic Femoral Head Size 28mm L
111-152-621 Signature Ceramic Femoral Head Size 32mm S
111-152-622 Signature Ceramic Femoral Head Size 32mm M
111-152-623 Signature Ceramic Femoral Head Size 32mm L
111-152-624 Signature Ceramic Femoral Head Size 32mm XL
111-152-631 Signature Ceramic Femoral Head Size 36mm S
111-152-632 Signature Ceramic Femoral Head Size 36mm M
111-152-633 Signature Ceramic Femoral Head Size 36mm L
111-152-634 Signature Ceramic Femoral Head Size 36mm XL
111-152-641 Signature Ceramic Femoral Head Size 40mm S
111-152-642 Signature Ceramic Femoral Head Size 40mm M
111-152-643 Signature Ceramic Femoral Head Size 40mm L
111-152-644 Signature Ceramic Femoral Head Size 40mm XL
111-152-651 Signature Ceramic Femoral Head Size 44mm S
111-152-652 Signature Ceramic Femoral Head Size 44mm M
111-152-653 Signature Ceramic Femoral Head Size 44mm L
111-152-654 Signature Ceramic Femoral Head Size 44mm XL

Unit A, IDA Business & Technology Park, Garrycastle, Athlone. N37 DY26 Co. Westmeath
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EC DECLARATION OF CONFORMITY

Manufacturer: Signature Orthopaedics Europe Limited
Address: Unit A, IDA Business & Technology Park
Garrycastle, Athlone
N37 DY26 Co. Westmeath
Ireland

hereby declare under our sole responsibility that the following CE marked products

Product: Acetabular Components (refer attached list)
Scope: All production lots

being Class Ill medical devices according to Commission Directive 2005/50/EC, are placed
on the European Market in accordance with the United Kingdom’s and German legislations
transposing the MDD 93/42/EEC as amended by 2007/47/EC, Annex |l and 93/42/EEG,
respectively.

The following harmonised standards have been applied:

EN ISO 13485:2016 Medical Device — Quality Management System — Requirements for
Regulatory Purposes (ISO 13485:2016)

Notified Body: 4 Digit Notified Body Number:

TUV SUD 0123
Ridlerstalte 65

80339 Munich

Germany

Full Quality Assurance G1 003228 0001 European conformity assessment certificate
Procedures Certificate: under Annex II.3 of the Directive 93/42/EEC on Medical Devices

Design Examination G7 003228 0006 European conformity assessment certificate
Certificate: under Annex I1.4 of the Directive 93/42/EEC on Medical Devices

This Declaration of Conformity is valid until repealed or superseded.

Authorised Signatory:

C Vo

Signature

Christian Wight, Head of Design and Regulatory 25 April 2020
Signature Orthopaedics Pty Ltd
7 Sirius Road, Lane Cove, NSW 2066, Australia

Name, Position, Address of Signatory Date

Attachment: List of Products

Unit A, IDA Business & Technology Park, Athlone, N37 DY26, Ireland
p +353 0 906400539 www.SignatureOrtho.com.au
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Part Number Device

111-12-3044 Logical G-Series Cup Shell — No Hole size 44-A
111-12-3046 Logical G-Series Cup Shell — No Hole size 46-A
111-12-3048 Logical G-Series Cup Shell — No Hole size 48-B
111-12-3050 Logical G-Series Cup Shell — No Hole size 50-B
111-12-3052 Logical G-Series Cup Shell — No Hole size 52-C
111-12-3054 Logical G-Series Cup Shell — No Hole size 54-C
111-12-3056 Logical G-Series Cup Shell — No Hole size 56-D
111-12-3058 Logical G-Series Cup Shell — No Hole size 58-D
111-12-3060 Logical G-Series Cup Shell — No Hole size 60-E
111-12-3062 Logical G-Series Cup Shell — No Hole size 62-E
111-12-3064 Logical G-Series Cup Shell — No Hole size 64-E
111-12-3066 Logical G-Series Cup Shell — No Hole size 66-E
111-12-3068 Logical G-Series Cup Shell — No Hole size 68-E
111-12-3070 Logical G-Series Cup Shell — No Hole size 70-E
111-12-3344 Logical G-Series Cup Shell — 2 Holes size 44-A
111-12-3346 Logical G-Series Cup Shell — 2 Holes size 46-A
111-12-3348 Logical G-Series Cup Shell — 3 Holes size 48-B
111-12-3350 Logical G-Series Cup Shell — 3 Holes size 50-B
111-12-3352 Logical G-Series Cup Shell — 3 Holes size 52-C
111-12-3354 Logical G-Series Cup Shell — 3 Holes size 54-C
111-12-3356 Logical G-Series Cup Shell — 3 Holes size 56-D
111-12-3358 Logical G-Series Cup Shell — 3 Holes size 58-D
111-12-3360 Logical G-Series Cup Shell — 3 Holes size 60-E
111-12-3362 Logical G-Series Cup Shell — 3 Holes size 62-E
111-12-3364 Logical G-Series Cup Shell — 3 Holes size 64-E
111-12-3366 Logical G-Series Cup Shell — 3 Holes size 66-E
111-12-3368 Logical G-Series Cup Shell — 3 Holes size 68-E
111-12-3370 Logical G-Series Cup Shell — 3 Holes size 70-E
111-12-3944 Logical G-Series Cup Shell — Multi Hole size 44-A
111-12-3946 Logical G-Series Cup Shell — Multi Hole size 46-A
111-12-3948 Logical G-Series Cup Shell — Multi Hole size 48-B
111-12-3950 Logical G-Series Cup Shell — Multi Hole size 50-B
111-12-3952 Logical G-Series Cup Shell — Multi Hole size 52-C
111-12-3954 Logical G-Series Cup Shell — Multi Hole size 54-C
111-12-3956 Logical G-Series Cup Shell — Multi Hole size 56-D
111-12-3958 Logical G-Series Cup Shell — Multi Hole size 58-D
111-12-3960 Logical G-Series Cup Shell — Multi Hole size 60-E

Unit A, IDA Business & Technology Park, Athlone, N37 DY26, Ireland
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Part Number Device

111-12-3962 Logical G-Series Cup Shell — Multi Hole size 62-E
111-12-3964 Logical G-Series Cup Shell — Multi Hole size 64-E
111-12-3966 Logical G-Series Cup Shell — Multi Hole size 66-E
111-12-3968 Logical G-Series Cup Shell — Multi Hole size 68-E
111-12-3970 Logical G-Series Cup Shell — Multi Hole size 70-E
111-12-4044 Logical C-Series Cup Shell — No Hole size 44-A
111-12-4046 Logical C-Series Cup Shell — No Hole size 46-A
111-12-4048 Logical C-Series Cup Shell — No Hole size 48-B
111-12-4050 Logical C-Series Cup Shell — No Hole size 50-B
111-12-4052 Logical C-Series Cup Shell — No Hole size 52-C
111-12-4054 Logical C-Series Cup Shell — No Hole size 54-C
111-12-4056 Logical C-Series Cup Shell — No Hole size 56-D
111-12-4058 Logical C-Series Cup Shell — No Hole size 58-D
111-12-4060 Logical C-Series Cup Shell — No Hole size 60-E
111-12-4062 Logical C-Series Cup Shell — No Hole size 62-E
111-12-4064 Logical C-Series Cup Shell — No Hole size 64-E
111-12-4066 Logical C-Series Cup Shell — No Hole size 66-E
111-12-4068 Logical C-Series Cup Shell — No Hole size 68-E
111-12-4070 Logical C-Series Cup Shell — No Hole size 70-E
111-12-4344 Logical C-Series Cup Shell — 3 Holes size 44-A
111-12-4346 Logical C-Series Cup Shell — 3 Holes size 46-A
111-12-4348 Logical C-Series Cup Shell — 3 Holes size 48-B
111-12-4350 Logical C-Series Cup Shell — 3 Holes size 50-B
111-12-4352 Logical C-Series Cup Shell — 3 Holes size 52-C
111-12-4354 Logical C-Series Cup Shell — 3 Holes size 54-C
111-12-4356 Logical C-Series Cup Shell — 3 Holes size 56-D
111-12-4358 Logical C-Series Cup Shell — 3 Holes size 58-D
111-12-4360 Logical C-Series Cup Shell — 3 Holes size 60-E
111-12-4362 Logical C-Series Cup Shell — 3 Holes size 62-E
111-12-4364 Logical C-Series Cup Shell — 3 Holes size 64-E
111-12-4366 Logical C-Series Cup Shell — 3 Holes size 66-E
111-12-4368 Logical C-Series Cup Shell — 3 Holes size 68-E
111-12-4370 Logical C-Series Cup Shell — 3 Holes size 70-E
111-12-4944 Logical C-Series Cup Shell — Multi Hole size 44-A
111-12-4946 Logical C-Series Cup Shell — Multi Hole size 46-A
111-12-4948 Logical C-Series Cup Shell — Multi Hole size 48-B
111-12-4950 Logical C-Series Cup Shell — Multi Hole size 50-B

Unit A, IDA Business & Technology Park, Athlone, N37 DY26, Ireland
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Part Number Device

111-12-4952 Logical C-Series Cup Shell — Multi Hole size 52-C
111-12-4954 Logical C-Series Cup Shell — Multi Hole size 54-C
111-12-4956 Logical C-Series Cup Shell — Multi Hole size 56-D
111-12-4958 Logical C-Series Cup Shell — Multi Hole size 58-D
111-12-4960 Logical C-Series Cup Shell — Multi Hole size 60-E
111-12-4962 Logical C-Series Cup Shell — Multi Hole size 62-E
111-12-4964 Logical C-Series Cup Shell — Multi Hole size 64-E
111-12-4966 Logical C-Series Cup Shell — Multi Hole size 66-E
111-12-4968 Logical C-Series Cup Shell — Multi Hole size 68-E
111-12-4970 Logical C-Series Cup Shell — Multi Hole size 70-E
111-12-3144 Logical G+HA-Series Cup Shell — No Hole size 44-A
111-12-3146 Logical G+HA-Series Cup Shell — No Hole size 46-A
111-12-3148 Logical G+HA-Series Cup Shell — No Hole size 48-B
111-12-3150 Logical G+HA-Series Cup Shell — No Hole size 50-B
111-12-3152 Logical G+HA-Series Cup Shell — No Hole size 52-C
111-12-3154 Logical G+HA-Series Cup Shell — No Hole size 54-C
111-12-3156 Logical G+HA-Series Cup Shell — No Hole size 56-D
111-12-3158 Logical G+HA-Series Cup Shell — No Hole size 58-D
111-12-3160 Logical G+HA-Series Cup Shell — No Hole size 60-E
111-12-3162 Logical G+HA-Series Cup Shell — No Hole size 62-E
111-12-3164 Logical G+HA-Series Cup Shell — No Hole size 64-E
111-12-3166 Logical G+HA-Series Cup Shell — No Hole size 66-E
111-12-3168 Logical G+HA-Series Cup Shell — No Hole size 68-E
111-12-3170 Logical G+HA-Series Cup Shell — No Hole size 70-E
111-12-3544 Logical G+HA-Series Cup Shell — 3 Holes size 44-A
111-12-3546 Logical G+HA-Series Cup Shell — 3 Holes size 46-A
111-12-3548 Logical G+HA-Series Cup Shell — 3 Holes size 48-B
111-12-3550 Logical G+HA-Series Cup Shell — 3 Holes size 50-B
111-12-3552 Logical G+HA-Series Cup Shell — 3 Holes size 52-C
111-12-3554 Logical G+HA-Series Cup Shell — 3 Holes size 54-C
111-12-3556 Logical G+HA-Series Cup Shell — 3 Holes size 56-D
111-12-3558 Logical G+HA-Series Cup Shell — 3 Holes size 58-D
111-12-3560 Logical G+HA-Series Cup Shell — 3 Holes size 60-E
111-12-3562 Logical G+HA-Series Cup Shell — 3 Holes size 62-E
111-12-3564 Logical G+HA-Series Cup Shell — 3 Holes size 64-E
111-12-3566 Logical G+HA-Series Cup Shell — 3 Holes size 66-E
111-12-3568 Logical G+HA-Series Cup Shell — 3 Holes size 68-E

Unit A, IDA Business & Technology Park, Athlone, N37 DY26, Ireland
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Part Number Device

111-12-3570 Logical G+HA-Series Cup Shell — 3 Holes size 70-E
111-12-3844 Logical G+HA-Series Cup Shell — Multi Hole size 44-A
111-12-3846 Logical G+HA-Series Cup Shell — Multi Hole size 46-A
111-12-3848 Logical G+HA-Series Cup Shell — Multi Hole size 48-B
111-12-3850 Logical G+HA-Series Cup Shell — Multi Hole size 50-B
111-12-3852 Logical G+HA-Series Cup Shell — Multi Hole size 52-C
111-12-3854 Logical G+HA-Series Cup Shell — Multi Hole size 54-C
111-12-3856 Logical G+HA-Series Cup Shell — Multi Hole size 56-D
111-12-3858 Logical G+HA-Series Cup Shell — Multi Hole size 58-D
111-12-3860 Logical G+HA-Series Cup Shell — Multi Hole size 60-E
111-12-3862 Logical G+HA-Series Cup Shell — Multi Hole size 62-E
111-12-3864 Logical G+HA-Series Cup Shell — Multi Hole size 64-E
111-12-3866 Logical G+HA-Series Cup Shell — Multi Hole size 66-E
111-12-3868 Logical G+HA-Series Cup Shell — Multi Hole size 68-E
111-12-3870 Logical G+HA-Series Cup Shell — Multi Hole size 70-E
111-12-5844 Logical XLPE Neutral Liner size 28-A
111-12-5850 Logical XLPE Neutral Liner size 28-B
111-12-5852 Logical XLPE Neutral Liner size 28-C
111-12-5856 Logical XLPE Neutral Liner size 28-D
111-12-5860 Logical XLPE Neutral Liner size 28-E
111-12-5250 Logical XLPE Neutral Liner size 32-B
111-12-5252 Logical XLPE Neutral Liner size 32-C
111-12-5256 Logical XLPE Neutral Liner size 32-D
111-12-5260 Logical XLPE Neutral Liner size 32-E
111-12-5652 Logical XLPE Neutral Liner size 36-C
111-12-5656 Logical XLPE Neutral Liner size 36-D
111-12-5660 Logical XLPE Neutral Liner size 36-E
111-12-5456 Logical XLPE Neutral Liner size 40-D
111-12-5460 Logical XLPE Neutral Liner size 40-E
111-12-6844 Logical XLPE Hooded Liner size 28-A
111-12-6850 Logical XLPE Hooded Liner size 28-B
111-12-6852 Logical XLPE Hooded Liner size 28-C
111-12-6856 Logical XLPE Hooded Liner size 28-D
111-12-6860 Logical XLPE Hooded Liner size 28-E
111-12-6250 Logical XLPE Hooded Liner size 32-B
111-12-6252 Logical XLPE Hooded Liner size 32-C
111-12-6256 Logical XLPE Hooded Liner size 32-D

Unit A, IDA Business & Technology Park, Athlone, N37 DY26, Ireland
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Part Number Device

111-12-6260 Logical XLPE Hooded Liner size 32-E
111-12-6652 Logical XLPE Hooded Liner size 36-C
111-12-6656 Logical XLPE Hooded Liner size 36-D
111-12-6660 Logical XLPE Hooded Liner size 36-E
111-12-6456 Logical XLPE Hooded Liner size 40-D
111-12-6460 Logical XLPE Hooded Liner size 40-E
111-12-7844 Logical XLPE Lateralised Neutral Liner size 28-A
111-12-7850 Logical XLPE Lateralised Neutral Liner size 28-B
111-12-7852 Logical XLPE Lateralised Neutral Liner size 28-C
111-12-7250 Logical XLPE Lateralised Neutral Liner size 32-B
111-12-7252 Logical XLPE Lateralised Neutral Liner size 32-C
111-12-7256 Logical XLPE Lateralised Neutral Liner size 32-D
111-12-7260 Logical XLPE Lateralised Neutral Liner size 32-E
111-12-7652 Logical XLPE Lateralised Neutral Liner size 36-C
111-12-7656 Logical XLPE Lateralised Neutral Liner size 36-D
111-12-7660 Logical XLPE Lateralised Neutral Liner size 36-E
111-12-7456 Logical XLPE Lateralised Neutral Liner size 40-D
111-12-7460 Logical XLPE Lateralised Neutral Liner size 40-E
111-12-8844 Logical XLPE Lateralised Hooded Liner size 28-A
111-12-8850 Logical XLPE Lateralised Hooded Liner size 28-B
111-12-8852 Logical XLPE Lateralised Hooded Liner size 28-C
111-12-8250 Logical XLPE Lateralised Hooded Liner size 32-B
111-12-8252 Logical XLPE Lateralised Hooded Liner size 32-C
111-12-8256 Logical XLPE Lateralised Hooded Liner size 32-D
111-12-8260 Logical XLPE Lateralised Hooded Liner size 32-E
111-12-8652 Logical XLPE Lateralised Hooded Liner size 36-C
111-12-8656 Logical XLPE Lateralised Hooded Liner size 36-D
111-12-8660 Logical XLPE Lateralised Hooded Liner size 36-E
111-12-8456 Logical XLPE Lateralised Hooded Liner size 40-D
111-12-8460 Logical XLPE Lateralised Hooded Liner size 40-E
111-12-9201 Logical Constrained XLPE Liner size 28B
111-12-9202 Logical Constrained XLPE Liner size 36C
111-12-9203 Logical Constrained XLPE Liner size 36D
111-12-9204 Logical Constrained XLPE Liner size 40E
111-22-1002 Logical Ceramic Liner size 28-A
111-22-1003 Logical Ceramic Liner size 28-B
111-22-1004 Logical Ceramic Liner size 28-C

Unit A, IDA Business & Technology Park, Athlone, N37 DY26, Ireland

p +353 0 906400539 www.SignatureOrtho.com.au
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Part Number Device

111-22-1005 Logical Ceramic Liner size 32-B
111-22-1006 Logical Ceramic Liner size 32-C
111-22-1007 Logical Ceramic Liner size 32-D
111-22-1008 Logical Ceramic Liner size 32-E
111-22-1009 Logical Ceramic Liner size 36-C
111-22-1010 Logical Ceramic Liner size 36-D
111-22-1011 Logical Ceramic Liner size 36-E
111-22-1012 Logical Ceramic Liner size 40-D
111-22-1013 Logical Ceramic Liner size 40-E
111-12-9001 Logical Cup Centre Hole Cover

Unit A, IDA Business & Technology Park, Athlone, N37 DY26, Ireland
p +353 0 906400539 www.SignatureOrtho.com.au
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ORTHOPAEDICS

REVISION HISTORY

A NEW DoC first created. 10-JAN-2019
Updated per EK-Med 3.9 A4 and TUV’s . )

B A feedback for project 713171649, 12-DEC-19

C B Removed Logical P-Series 7-Feb-20

D C Removed Evolve AP Cup 10-Feb-20
Updated applied harmonised standards and

E D removed part numbers 111-12-5856, 111- 13-Mar-20
12-5860, 111-12-6856, 111-12-6860
Corrected TUV SUD’s address and added

F E part numbers 111-12-5856, 111-12-5860, 20-Apr-20
111-12-6856, 111-12-6860

Unit A, IDA Business & Technology Park, Athlone, N37 DY26, Ireland
p +353 0 906400539 www.SignatureOrtho.com.au
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Product Service

EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex II excluding (4)
(Devices in Class lla, 1Ib or Ill)

No. G1 003228 0001 Rev. 01

Manufacturer: Signature Orthopaedics Europe Limited
Unit A
IDA Business & Technology Park
Garrycastle
Athlone
N37 DY26 Co. Westmeath
IRELAND

Product Category(ies) : Cemented and cementless knee and hip systems,
bone cement delivery system, trials implants,
spinal implants, osteosynthesis implants,
non-resorbable soft tissue fixation implants,
radio opaque markers, and related
instrumentation including reusable,
single use sterile, non active measuring used
during implantation surgery and those connected
to active and non-active medical devices.

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex II.

This quality assurance system conforms to the requirements of this Directive and is subject to
periodical surveillance. For marketing of class Il devices an additional Annex Il (4) certificate is
mandatory. See also notes overleaf.

Report No.: 713177151
Valid from: 2020-03-24
Valid until: 2024-05-26

Date, 2020-03-24 c
‘@ft\/

Christoph Dicks
Head of Certification/Notified Body

Page 1 of 1
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TUOV SUD Product Service GmbH - Certification Body - Ridlerstrae 65 « 80339 Munich « Germany
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(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Product Service

Certificate

No. Q5 002842 0004 Rev. 00

Holder of Certificate: Signature Orthopaedics Pty Ltd
7 Sirius Road
Lane Cove West NSW 2066
AUSTRALIA

Certification Mark:

ENISO 13488 /4

tuv-sud.com/ps-cert

Scope of Certificate: Design, development and manufacture
of cemented and cementless knee

and hip systems, bone cement
delivery systems, trial implants,

spinal implants, osteosynthesis
implants, non-resorbable soft tissue
fixation implants, radiopaque

markers, and related instrumentation
including reusable, single use sterile,
measuring and those connected to
active and non-active medical devices.
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The Certification Body of TUV SUD Product Service GmbH certifies that the'company mentioned

.,,,u& above has established and is maintaining a quality management system, which meets the
ol requirements of the listed standard(s). See also notes overleaf.
1]=4
9
Lll]=+
Report No.: 75944576
Valid from: 2019-09-26
Valid until: 2022-09-25

Date, 2019-09-26 W%

Stefan Preif}
Head of Certification/Notified Body

Page 1 of 2

ZERTIFIKAT & CERTIFICATE ¢

TUV SUD Product Service GmbH « Certification Body « Ridlerstrale 65 « 80339 Munich « Germany Tl'.'N®
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(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Product Service

Certificate

No. Q5 002842 0004 Rev. 00

Applied Standard(s): ENISO 134852016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(1SO 13485:2016)
DIN EN ISO 13485:2016

Facility(ies): Signature Orthopaedics Pty Ltd
7 Sirius Road, Lane Cove West NSW 2066, AUSTRALIA

Signature Orthopaedics Europe Limited
Unit A, IDA Business & Technology Park, Garrycastle, Athlone,
N37 DY26 Co. Westmeath, IRELAND

Page 2 of 2
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