ECCERTIFICATE

Full Quality Assurance System

Medical Devices Directive 93/42/EEC Annex Il
(Excluding Section 4)

M.2021.106.14337-1 Design Examination Certificate Was Prepared for Class Il Products Defined in This Certificate.

Company Name : Troymed Medikal Ticaret Limited Sirketi

Company Address : Cinar Mah. Fatih Cad. 1/23 720 Bornova IZMIR / TURKEY

Related Directives and Annex  : 93/42/EEC Medical Devices Directive - Annex Il (Excluding Section 4)

: Sterile Primary Hip Implant - Class |l

134191, 34223, 61271, 33175, 43167, 43168, 44362, 48055, 46646,
33989, 40125, 33695

Product Types are attached.

Certificate Number 1 M.2021.106.14337

Report Number : MD.4029.1B

Initial Assessment Date :26.02.2020

Registration Date :01.03.2021 Auditing Training Centre Industry
Revision Date /No - and Trade Inc. Co.

Expiry Date :27.05.2024

UDEM hereby declares that the requirements of Annex Il, excluding section 4 of the 93/42/EEC Directive have been 4 N
met for the listed products. The above named manufacturer has established and applies a quality assurance system, w
which is subject fo periodic surveillance audits, defined by Annex Il, section 5 of the forementioned directive. According

Ry
to Annex Il, section 4 an EC design- examination certificate is required for placing the Class lil devices on the market. r
UDEM's responsibility for class | devices covered by the EC sertificate is limited to manufacturing issues related to ‘

safeguarding and maintaining sterile conditions, if the device is sterile; and manufacturing issues related to product'’s 7R

conformity with metrological requirements, if it has measurement function. This certificate remains as the property of

UDEM International Certification Auditing Training Centre Industry and Trade Inc. Co. to whom it must be returnedupon U D E M
\.

request. The above named company and UDEM must keep a copy of this certificate for 5 years from the registration

of the certificate. Usage of the CE mark is under the responsibility of the manufacturer with thecompletion of EC
Declaration of Conformity. The above mentioned company must notify all changes relatedwith the approved product

to UDEM. If UDEM will not renew the expiry date of this certificate in question, thementioned

Address: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY
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Yoo This document containing 4 (four) pages is the Annex of the Certificate with the number
/f‘é M.2021.106.14337 and with the registration date of 01.03.2021 issued for “Troymed

L,A Medikal Ticaret Limited Sirketi” by UDEM Uluslararasi Belgelendirme Denetim Egitim

EM Merkezi San. ve Tic. A.S. that is giving service as Notified Body with the ID No: 2292
according to 93/42/EEC Medical Devices Directive

[ PRODUCT GROUP | Primary Hip

REF. NO PRODUCT NAME RAW MATERIAL GMDN
TRY02-0001 STRAIGHT DFN FEMORAL CEMENTED HIP STEM CoCrMo cone 12/14 SIZE 1 CoCrMo 33989
TRY02-0002 STRAIGHT DFN FEMORAL CEMENTED HIP STEM CoCrMo cone 12/14 SIZE 2 CoCrMo 33989
TRY02-0003 STRAIGHT DFN FEMORAL CEMENTED HIP STEM CoCrMo cone 12/14 SIZE 3 CoCrMo 33989
TRY02-0004 STRAIGHT DFN FEMORAL CEMENTED HIP STEM CoCrMo cone 12/14 SIZE 4 CoCrMo 33989
TRY02-0005 STRAIGHT DFN FEMORAL CEMENTED HIP STEM CoCrMo cone 12/14 SIZE 5 CoCrMo 33989
TRY02-0006 STRAIGHT DFN FEMORAL CEMENTED HIP STEM CoCrMo cone 12/14 SIZE 6 CoCrMo 33989
TRY02-0007 DFN OPTIMUM STEM CEMENTED CoCrMo SIZE-1 COLLARED CoCrMo 33989
TRY02-0008 DFN OPTIMUM STEM CEMENTED CoCrMo SIZE 2-COLLARED CoCrMo 33989
TRY02-0009 DFN OPTIMUM STEM CEMENTED CoCiMo SIZE 3-COLLARED CoCrMo 33989
TRY02-0010 DFN OPTIMUM STEM CEMENTED CoCrMo SIZE 4-COLLARED CoCrMo 33989
TRY02-0011 DFN OPTIMUM STEM CEMENTED CoCrMo SIZE 5-COLLARED CoCrMo 33989
TRY02-0012 DFN OPTIMUM STEM CEMENTED CoCrMo SIZE 6-COLLARED CoCrMo 33989
TRY02-0013 DFN OPTIMUM STEM CEMENTED CoCrMo SIZE 7-COLLARED CoCrMo 33989
TRY02-0014 DFN OPTIMUM STEM CEMENTED CoCrMo SIZE 8-COLLARED CoCrMo 33989
TRY02-0015 DFN OPTIMUM STEM CEMENTED CoCrMo SIZE-1 COLLARLESS CoCrMo 33989
TRY02-0016 DFN OPTIMUM STEM CEMENTED CoCrMo SIZE 2-COLLARLESS CoCrMo 33989
TRY02-0017 DFN OPTIMUM STEM CEMENTED CoCrMo SIZE 3-COLLARLESS CoCrMo 33989
TRY02-0018 DFN OPTIMUM STEM CEMENTED CoCrMo SIZE 4-COLLARLESS CoCrMo 33989
TRY02-0019 DFN OPTIMUM STEM CEMENTED CoCrMo SIZE 5-COLLARLESS CoCrMo 33989
TRY02-0020 DFN OPTIMUM STEM CEMENTED CoCrMo SIZE 6-COLLARLESS CoCrMo 33989
TRY02-0021 DFN OPTIMUM STEM CEMENTED CoCrMo SIZE 7-COLLARLESS CoCrMo 33989
TRY02-0022 DFN OPTIMUM STEM CEMENTED CoCrMo SIZE 8-COLLARLESS CoCrMo 33989
TRY02-0023 DFN FEMORAL CALCAR CEMENTED HIP STEM 10 mm 25 mm CoCrMo CoCrMo 33989
TRY02-0024 DFN FEMORAL CALCAR CEMENTED HIP STEM 10 mm 35 mm CoCtMo CoCrMo 33989
TRY02-0025 DFN FEMORAL CALCAR CEMENTED HIP_STEM 10 mm 45 mm CoCrMo CoCrMo 33989
TRY02-0026 DFN FEMORAL CALCAR CEMENTED HIP STEM 12 mm 25 mm CoCrMo CoCrMo 33989
TRY02-0027 DFN FEMORAL CALCAR CEMENTED HIP STEM 12 mm 35 mm CoCrMo CoCrMo 33989
TRY02-0028 DFN FEMORAL CALCAR CEMENTED HIP _STEM 12 mm 45 mm CoCrMo CoCrMo 33989
TRY02-0029 DFN FEMORAL CALCAR CEMENTED HIP STEM 14 mm 25 mm CoCrMo CoCrMo 33989
TRY02-0030 DFN FEMORAL CALCAR CEMENTED HIP STEM 14 mm 35 mm CoCrMo CoCrMo 33989
TRY02-0031 DFN FEMORAL CALCAR CEMENTED HIP_STEM 14 mm 45 mm CoCrMo CoCrMo 33989
TRY02-0032 DFN FEMORAL CALCAR CEMENTED HIP STEM 16 mm 25 mm CoCtMo CoCrMo 33989
TRY02-0033 DFN FEMORAL CALCAR CEMENTED HIP STEM 16 mm 35 mm CoCrMo CoCrMo 33989
TRY02-0034 DFN FEMORAL CALCAR CEMENTED HIP STEM 16 mm 45 mm CoCrMo CoCrMo 33989
TRY02-0035 Z- DFN STEM POROUS+HA TI -2/ 127 Ti6ALAV 34191
TRY02-0036 7- DFN STEM POROUS+HA TI -1/129 TI6ALAV 34191
TRY02-0037 7- DFN STEM POROUS+HA TI 0/132 TIGALAV 34191
TRY02-0038 7- DEN STEM POROUS+HA TI 1/136 TI6ALAV 34191
TRY02-0039 7- DFN STEM POROUS+HA TI 2/140 TIGALAV 34191
TRY02-0040 7- DFN STEM POROUS+HA TI 3/144 TIGAL4V 34191
TRY02-0041 7- DFN STEM POROUS+HA TI 4/148 TI6AL4V 34191
TRY02-0042 7- DFN STEM POROUS+HA TI 5/153 TI6AL4AV 34191
TRY02-0043 7- DFN STEM POROUS+HA TI 6/157 TI6ALAV 34191
TRY02-0044 7- DFN STEM POROUS+HA TI 7/164 TIGALAV 34191
TRY02-0045 7- DFN STEM POROUS+HA TI 8/168 TI6AL4AV 34191
TRY02-0046 Z- DFN STEM POROQUS+HA T19/176 TIGALAV 34191
TRY02-0047 7- DFN STEM POROUS+HA TI 10/181 TIGALAV 34191
TRY02-0048 7- DFN-L, STEM POROUS+HA TI -2/ 127 Ti6ALAV 34191
TRY02-0049 7- DFN-L, STEM POROUS+HA TI -1/129 TI6ALAV 34191
TRY02-0050 Z- DFN-L STEM POROUS+HA TI 0/132 TI6ALAV 34191
TRY02-0051 7- DFN-L STEM POROUS+HA TI 1/136 TI6ALAV 34191
TRY02-0052 7- DFN-L STEM POROUS+HA TI2/140 TI6AL4AV 34191
TRY02-0053 Z- DFN-L STEM POROUS+HA TI 3/144 Ti6ALAV 34191
TRY02-0054 7- DFN-L STEM POROUS+HA TI4/148 TI6ALAV 34191
TRY02-0055 7- DFN-L, STEM POROUS+HA TI 5/153 TI6ALAV 34191
TRY02-0056 7- DFN-L STEM POROUS+HA TI 6/157 TI6ALAV 34191
TRY02-0057 7- DEN-L, STEM POROUS+HA TI 7/164 TIGALAV 34191
TRY02-0058 7Z- DFN-L STEM POROUS+HA TI 8/168 Ti6ALAV 34191
TRY02-0059 7- DEN-L STEM POROUS+HA TI 9/176 TI6ALAV 34191
TRY02-0060 7- DFN-L STEM POROUS+HA TI 10/181 TIGAL4V 34191
TRY02-0061 7- DFN-A STEM POROUS+HA TI 3/195 TI6ALAV 34191
TRY02-0062 7- DFN-A STEM POROUS+HA TI 4/200 TIGALAV 34191
TRY02-0063 7- DFN-A STEM POROUS+HA TI 5/206 TI6ALAV 34191
TRY02-0064 7- DFN-A STEM POROUS+HA TI 6/212 TIGALAV 34191
TRY02-0065 Z- DFN-A STEM POROUS+HA TI 7/218 "
TRY02-0066 7- DFN-A STEM POROUS+HA TI 8/224
TRY02-0067 7- DFN-A STEM POROUS+HA TI 9/230
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Yokt This document containing 4 (four) pages is the Annex of the Certificate with the number
/f‘e' M.2021.106.14337 and with the registration date of 01.03.2021 issued for “Troymed
L,. Medikal Ticaret Limited Sirketi” by UDEM Uluslararasi Belgelendirme Denetim Egitim

DEM Merkezi San. ve Tic. A.S. that is giving service as Notified Body with the ID No: 2292
according to 93/42/EEC Medical Devices Directive
[ TRY02-0068 [ Z- DFN-A STEM POROUS+HA TI 10/237 [ TI6AL4V [ 34191 |

TRY02-0069 7- DFN-A STEM POROUS+HA TI 11/243 TI6AL4V 34191
TRY02-0070 DFN OPTIMUM STEM CEMENTLESS CoCrMo-POROUS+HA SIZE-1 CoCrMo 34191
TRY02-0071 DFN OPTIMUM STEM CEMENTLESS CoCrMo-POROUS+HA SIZE 2 CoCrMo 34191
TRY02-0072 DFN OPTIMUM STEM CEMENTLESS CoCrMo-POROUS+HA SIZE 3 CoCrMo 34191
TRY02-0073 DFN OPTIMUM STEM CEMENTLESS CoCrMo-POROQUS+HA SIZE 4 CoCrMo 34191
TRY02-0074 DFN OPTIMUM STEM CEMENTLESS CoCrMo-POROUS+HA SIZE 5 CoCrMo 34191
TRY02-0075 DFN OPTIMUM STEM CEMENTLESS CoCrMo-POROUS+HA SIZE 6 CoCrMo 34191
TRY02-0076 DFN OPTIMUM STEM CEMENTLESS CoCrMo-POROUS+HA SIZE 7 CoCrMo 34191
TRY02-0077 DFN OPTIMUM STEM CEMENTLESS CoCrMo-POROQUS+HA SIZE 8 CoCrMo 34191
TRY02-0078 DFN OPTIMUM STEM CEMENTLESS CoCrMo-POROUS+HA SIZE 9 CoCrMo 34191
TRY02-0079 DFN OPTIMUM STEM CEMENTLESS CoCrMo-POROUS+HA SIZE 10 CoCrMo 34191
TRY02-0080 DFN FEMORAL CALCAR CEMENTLES HIP STEM 10 mm 25 mm CoCrMo POROUS+HA CoCrMo 40125
TRY02-0081 DFN FEMORAL CALCAR CEMENTLES HIP STEM10 mm 35 mm CoCrMo POROUS+HA CoCrMo 40125
TRY02-0082 DFN FEMORAL CALCAR CEMENTLES HIP STEM10 mm 45 mm CoCrMo POROUS+HA CoCrMo 40125
TRY02-0083 DFN FEMORAL CALCAR CEMENTLES HIP STEM12 mm 25 mm CoCrMo POROUS+HA CoCrMo 40125
TRY02-0084 DFN FEMORAL CALCAR CEMENTLES HIP STEMI2 mm 35 mm CoCrMo POROUS+HA CoCrMo 40125
TRY02-0085 DFN FEMORAL CALCAR CEMENTLES HIP STEMI2 mm 45 mm CoCrMo POROUS+HA CoCrMo 40125
TRY02-0086 DFN FEMORAL CALCAR CEMENTLES HIP STEM14 mm 25 mm CoCrMo POROUS+HA CoCrMo 40125
TRY02-0087 DFN FEMORAL CALCAR CEMENTLES HIP STEM14 mm 35 mm CoCrMo POROUS+HA CoCrMo 40125
TRY02-0088 DFN FEMORAL CALCAR CEMENTLES HIP STEM14 mm 45 mm CoCrMo POROUS+HA CoCrMo 40125
TRY02-0089 DFN FEMORAL CALCAR CEMENTLES HIP STEM16 mm 25 mm CoCrMo POROUS+HA CoCrMo 40125
TRY02-0090 DFN FEMORAL CALCAR CEMENTLES HIP STEM16 mm 35 mm CoCrMo POROUS+HA CoCrMo 40125
TRY02-0091 DFN FEMORAL CALCAR CEMENTLES HIP STEM16 mm 45 mm CoCrMo POROUS+HA CoCrtMo 40125
TRY02-0092 DFN BIPOLAR SHELL-LINER CoCrMo 22mm SIZE 38 CoCrMo 33695
TRY02-0093 DFN BIPOLAR SHELL-LINER CoCrMo 22 mm SIZE 39 CoCrMo 33695
TRY02-0094 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm SIZE 40 CoCrMo 33695
TRY02-0095 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm SIZE 41 CoCrMo 33695
TRY02-0096 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm SIZE 42 CoCrMo 33695
TRY02-0097 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm SIZE 43 CoCrMo 33695
TRY02-0098 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm SIZE 44 CoCrMo 33695
TRY02-0099 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm SIZE 45 CoCrMo 33695
TRY02-0100 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm SIZE 46 CoCrMo 33695
TRY02-0101 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm SIZE 47 CoCrMo 33695
TRY02-0102 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm SIZE 48 CoCrMo 33695
TRY02-0103 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm SIZE 49 CoCrMo 33695
TRY02-0104 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm SIZE 50 CoCrMo 33695
TRY02-0105 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm SIZE 51 CoCrMo 33695
TRY02-0106 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm SIZE 52 CoCrMo 33695
TRY02-0107 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm SIZE 53 CoCrMo 33695
TRY02-0108 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm SIZE 54 CoCrMo 33695
TRY02-0109 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm SIZE 55 CoCrMo 33695
TRY02-0110 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm SIZE 56 CoCrMo 33695
TRY02-0111 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm SIZE 57 CoCrMo 33695
TRY02-0112 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm SIZE 58 CoCrMo 33695
TRY02-0113 DEN BIPOLAR SHELL-LINER CoCrMo 28 mm SIZE 59 CoCrMo 33695
TRY02-0114 DEN BIPOLAR SHELL-LINER CoCrMo 28 mm SIZE 60 CoCrMo 33695
TRY02-0115 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm SIZE 61 CoCrMo 33695
TRY02-0116 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm SIZE 62 CoCrMo 33695
TRY02-0117 DFN METAL BALL HEAD CoCrMo 22mm cone 12/14 SIZE 0 CoCrMo 33175
TRY02-0118 DFN METAL BALL HEAD CoCrMo 22 mm cone 12/14 SIZE +4 CoCrMo 33175
TRY02-0119 DFN METAL BALL HEAD CoCrMo 22 mm cone 12/14 SIZE +8 CoCrMo 33175
TRY02-0120 DFN METAL BALL HEAD CoCrMo 28 mm cone 12/14 SIZE -3 CoCrMo 33175
TRY02-0121 DFN METAL BALL HEAD CoCrMo 28 mm cone 12/14 SIZE 0 CoCrMo 33175
TRY02-0122 DFN METAL BALL HEAD CoCrMo 28 mm cone 12/14 SIZE +4 CoCrMo 33175
TRY02-0123 DFN METAL BALL HEAD CoCrMo 28 mm cone 12/14 SIZE +8 CoCrMo 33175
TRY02-0124 DFN METAL BALL HEAD CoCrMo 28 mm cone 12/14 SIZE +12 CoCrMo 33175
TRY02-0125 DFN METAL BALL HEAD CoCrMo 28 mm cone 12/14 SIZE +16 CoCrMo 33175
TRY02-0126 DFN METAL BALL HEAD CoCrMo 32 mm cone 12/14 SIZE -3 CoCrMo 33175
TRY02-0127 DFN METAL BALL HEAD CoCrMo 32 mm cone 12/14 SIZE 0 CoCrMo 33175
TRY02-0128 DFN METAL BALL HEAD CoCrMo 32 mm cone 12/14 SIZE +4 CoCrMo 33175
TRY02-0129 DFN METAL BALL HEAD CoCrMo 32 mm cone 12/14 SIZE +8 CoCrMo 33175
TRY02-0130 DFN METAL BALL HEAD CoCrMo 32 mm cone 12/14 SIZE +12 CoCrMo 33175
TRY02-0131 DFN METAL BALL HEAD CoCrMo 32 mm cone 12/14 SIZE +16 CoCrMo 33175
TRY02-0132 DFN METAL BALL HEAD CoCrMo 36 mm cone 12/14 SIZE -3 33175
TRY02-0133 DFN METAL BALL HEAD CoCrMo 36 mm cone 12/14 SIZE 0 o 33175
TRY02-0134 DFN METAL BALL HEAD CoCrMo 36 mm cone 12/14 SIZE +4 33175
TRY02-0135 DFN METAL BALL HEAD CoCrMo 36 mm cone 12/14 SIZE +8 ™Mo 33175
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This document containing 4 (four) pages is the Annex of the Certificate with the number
M.2021.106.14337 and with the registration date of 01.03.2021 issued for “Troymed
Medikal Ticaret Limited Sirketi” by UDEM Uluslararasi Belgelendirme Denetim Egitim

DEM Merkezi San. ve Tic. AS. that is giving service as Notified Body with the 1D No: 2292
according to 93/42/EEC Medical Devices Directive
[ TRY02-0136 [ DFN METAL BALL HEAD CoCrMo 36 mm cone 12/14 SIZE +12 | CoCrMo ] 33175
TRY02-0137 DFN METAL BALL HEAD CoCrMo 36 mm cone 12/14 SIZE +16 CoCrMo 33175
TRY02-0138 DEN METAL BALL HEAD CoCrMo 40 mm cone 12/14 SIZE -3 CoCrMo 33175
TRY02-0139 DEN METAL BALL HEAD CoCrMo 40 mm cone 12/14 SIZE 0 CoCrMo 33175
TRY02-0140 DFN METAL BALL HEAD CoCrMo 40 mm cone 12/14 SIZE +4 CoCrMo 33175
TRY02-0141 DFN METAL BALL HEAD CoCrMo 40 mm cone 12/14 SIZE +8 CoCrMo 33175
TRY02-0142 DFN METAL BALL HEAD CoCrMo 40 mm cone 12/14 SIZE +12 CoCrMo 33175
TRY02-0143 DFN METAL BALL HEAD CoCrMo 40 mm cone 12/14 SIZE +16 CoCrMo 33175
TRY02-0144 DFN ACETABULAR POROUS+HA CUP TI SIZE 38 TI6ALAV 43167
TRY02-0145 DFN ACETABULAR POROUS+HA CUP TI SIZE 40 TI6AL4V 43167
TRY02-0146 DFN ACETABULAR POROUS+HA CUP TI SIZE 42 TI6AL4V 43167
TRY02-0147 DFN ACETABULAR POROUS+HA CUP TI SIZE 44 TIGALAV 43167
TRY02-0148 DFN ACETABULAR POROUS+HA CUP TI SIZE 46 TI6AL4V 43167
TRY02-0149 DFN ACETABULAR POROUS+HA CUP TI SIZE 48 TI6AL4V 43167
TRY02-0150 DFN ACETABULAR POROUS+HA CUP TI SIZE 50 TI6ALAV 43167
TRY02-0151 DFN ACETABULAR POROUS+HA CUP TI SIZE 52 Ti6GALAV 43167
TRY02-0152 DFN ACETABULAR POROUS+HA CUP TI SIZE 54 TI6ALAV 43167
TRY02-0153 DEN ACETABULAR POROUS+HA CUP TI SIZE 56 TIGALAV 43167
TRY02-0154 DFN ACETABULAR POROUS+HA CUP Ti SIZE 58 TI6ALAV 43167
TRY02-0155 DFN ACETABULAR POROUS+HA CUP TI SIZE 60 TIGAL4V 43167
TRY02-0156 DFN ACETABULAR POROUS+HA CUP TI SIZE 62 TI6AL4V 43167
TRY02-0157 DFN ACETABULAR POROUS+HA CUP TI SIZE 64 TIGALAV 43167
TRY02-0158 DFN ACETABULAR POROUS+HA CUP TI SIZE 66 TI6ALAV 43167
TRY02-0159 DFN ACETABULAR POROUS+HA CUP TI SIZE 68 TI6ALAV 43167
TRY02-0160 DFN ACETABULAR POROUS+HA CUP TI SIZE 70 TI6ALAV 43167
TRY02-0161 DFN ACETABULAR POROUS+HA CUP TI SIZE 72 TIGALAV 43167
TRY02-0162 DFN ACETABULAR LINER PE $22-0 DEG-SIZE 38/40 POLYETHYLENE 43168
TRY02-0163 DFN ACETABULAR LINER PE_©22-10 DEG-SIZE 38/40 POLYETHYLENE 43168
TRY02-0164 DFN ACETABULAR LINER PE_©22-20 DEG-SIZE 38/40 POLYETHYLENE 43168
TRY02-0165 DFN ACETABULAR LINER PE_028-0 DEG-SIZE 42/44 POLYETHYLENE 43168
TRY02-0166 DFN ACETABULAR LINER PE_028-10 DEG-SIZE 42/44 POLYETHYLENE 43168
TRY02-0167 DFN ACETABULAR LINER PE_028-20 DEG-SIZE 42/44 POLYETHYLENE 43168
TRY02-0168 DFN ACETABULAR LINER PE_028-0 DEG-SIZE 46/50 POLYETHYLENE 43168
TRY02-0169 DFN ACETABULAR LINER PE_©28-10 DEG-SIZE 46/50 POLYETHYLENE 43168
TRY02-0170 DFN ACETABULAR LINER PE_028-20 DEG-SIZE 46/50 POLYETHYLENE 43168
TRY02-0171 DFN ACETABULAR LINER PE_(28-0 DEG-SIZE 52/58 POLYETHYLENE 43168
TRY02-0172 DEN ACETABULAR LINER PE_028-10 DEG-SIZE 52/58 POLYETHYLENE 43168
TRY02-0173 DFN ACETABULAR LINER PE_©28-20 DEG-SIZE 52/58 POLYETHYLENE 43168
TRY02-0174 DFN ACETABULAR LINER PE_028-0 DEG-SIZE 60/70 POLYETHYLENE 43168
TRY02-0175 DFN ACETABULAR LINER PE ©28-10 DEG-SIZE 60/70 POLYETHYLENE 43168
TRY02-0176 DFN ACETABULAR LINER PE 02820 DEG-SIZE 60/70 POLYETHYLENE 43168
TRY02-0177 DFN ACETABULAR LINER PE_032-0 DEG-SIZE 52/58 POLYETHYLENE 43168
TRY02-0178 DFN ACETABULAR LINER PE ©32-10 DEG-SIZE 52/58 POLYETHYLENE 43168
TRY02-0179 DFN ACETABULAR LINER PE_©32-20 DEG-SIZE 52/58 POLYETHYLENE 43168
TRY02-0180 DFN ACETABULAR LINER PE_©32-0 DEG-SIZE 60/70 POLYETHYLENE 43168
TRY02-0181 DFN ACETABULAR LINER PE_©32-10 DEG-SIZE 60/70 POLYETHYLENE 43168
TRY02-0182 DFN ACETABULAR LINER PE_©32-20 DEG-SIZE 60/70 POLYETHYLENE 43168
TRY02-0183 DFN ACETABULAR LINER PE_©36-0 DEG-SIZE 60/70 POLYETHYLENE 43168
TRY02-0184 DFN ACETABULAR LINER PE ©36-10 DEG-SIZE 60/70 POLYETHYLENE 43168
TRY02-0185 DFN ACETABULAR LINER PE ©36-20 DEG-SIZE 60/70 POLYETHYLENE 43168
TRY02-0186 DFN FEMORAL BONE PLUG SIZE 10 POLYETHYLENE 61271
TRY02-0187 DFN FEMORAL BONE PLUG SIZE 11 POLYETHYLENE 61271
TRY02-0188 DFN FEMORAL BONE PLUG SIZE 12 POLYETHYLENE 61271
TRY02-0189 DFN FEMORAL BONE PLUG SIZE 13 POLYETHYLENE 61271
TRY02-0190 DFN FEMORAL BONE PLUG SIZE 14 POLYETHYLENE 61271
TRY02-0191 DFN FEMORAL BONE PLUG SIZE 15 POLYETHYLENE 61271
TRY02-0192 DFN FEMORAL BONE PLUG SIZE 16 POLYETHYLENE 61271
TRY02-0193 DFN DISTAL CENTRALISER SIZE 1-2 POLYETHYLENE 61271
TRY02-0194 DFN DISTAL CENTRALISER SIZE 3 POLYETHYLENE 61271
TRY02-0195 DFN DISTAL CENTRALISER SIZE 4 POLYETHYLENE 61271
TRY02-0196 DFN DISTAL CENTRALISER SIZE 5 POLYETHYLENE 61271
TRY02-0197 DFN DISTAL CENTRALISER SIZE 6 POLYETHYLENE 61271
TRY02-0198 DFN DISTAL CENTRALISER SIZE 7 POLYETHYLENE 61271
TRY02-0199 DFN DISTAL CENTRALISER SIZE 8 POLYETHYLENE 61271
TRY02-0200 DFN CALCAR DISTAL CENTRALISER SIZE 10 POLYETHYLENE 61271
TRY02-0201 DFN CALCAR DISTAL CENTRALISER SIZE 12 POLYETHYLENE 61271
TRY02-0202 DFN CALCAR DISTAL CENTRALISER SIZE 14 POL 61271
TRY02-0203 DFN CALCAR DISTAL CENTRALISER SIZE 16 61271
TRY02-0204 DFN SCREW Ti SIZE 15mm T6ALAV 46646
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TRY02-0205 DFN SCREW Ti SIZE 20mm TI6ALAV 46646
TRY02-0206 DFN SCREW Ti SIZE 25mm Ti6ALAV 46646
TRY02-0207 DFN SCREW Ti SIZE 30mm TI6ALAV 46646
TRY02-0208 DFN SCREW Ti SIZE 35mm Ti6ALAV 46646
TRY02-0209 DFN SCREW Ti SIZE 40mm TI6ALAV 46646
TRY02-0210 DFN SCREW Ti SIZE 45mm Ti6ALAV 46646
TRY02-0211 DFN SCREW Ti SIZE 50mm Ti6AL4V 46646
TRY02-0212 DFN SCREW Ti SIZE 55mm TIGALAV 46646
TRY02-0213 DFN SCREW Ti SIZE 60mm TI6ALAV 46646
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AT SERTIFIKA

Tam Kalite Guvence Sistemi
93/42/AT Tibbi Cihazlar Direktifi Ek Il (Madde 4 Harig)

M.2021.106.14337-1 Tasanm inceleme Sertifikasi Bu Belgede Tanimii Olan Sinif lll Urnler icin Hazilanmigtir

Firma Adi : Troymed Medikal Ticaret Limited Sirketi

Firma Adresi : Cinar Mah. Fatih Cad. 1/23 720 Bornova 1ZMIR / TURKIYE

llgili Yénetmelikler ve Ekler 1 93/42/AT Tibbi Cihazlar Yonetmelidi - Ek II (Madde 4 Harig)

UrOnler : Steril Primer Kalca implanti - Sinif 1ll

: 34191, 34223, 61271, 33175, 43167, 43168, 44362, 48055, 46646,
33989, 40125, 33695

UrOn Cesitleri Ektedir.

Sertifika Numarasi 1 M.2021.106.14337

Rapor Numarasi : MD.4029.1B

ik Belgelendirme Denetimi :26.02.2020

Tescil Tarihi :01.03.2021

Revizyon Tarihi/No :- San. ve Tic. A.S.
Gecerlilik Tarihi 1 27.05.2024

UDEM, Listeli Grinlerin 93/42/AT direkfifi Ek Il, madde 4 hari¢ gerekiiliklerinin karsiladigini beyan eder. Yukanda adi gegen
Uretici Kalite GUvence Sistemi uyguladigini ve Ek I| madde 5'e gére periyodik gdzetim denetimleri ile sUrekiiligini
scgilcyccogml beyan eder. Sinif lll olarak piyasaya arz edilecek Urinler icin Ek Il madde 4'e gre AT Tasarim Inceleme
sel

sy
fikast gereklidir. Belge kapsaminda yer alan sinif | UrUnler ile ilgili UDEM'in sorumlulugu rin steril ise, steril sartlann r
guvence altina alinmasi ve surdirulmesi ile ilgill imalat konulan; dlgim fonksiyonlu ise, UrUnlerin metrolojik gereklere ‘

s

uygunlu?uylc ilgiliimalat konulariile sinrlidir. Bu belgenin mulkiyet hakki UDEM Uluslararasi Belgelendirme Denetim Egitim
San. Ve Tic. A.S. 've dittir ve istenildiginde iade edilmelidir. Yukanda adi gegen firma ve UDEM bu belgenin bir kopyasini
Tescil tarihinden itibaren 5 yil sUre ile muhafaza etmeldir. CE Markalamanin kullanimi Uretici beyantle firma sorumiulugundadir, o
Adi %ecen firma onaylanmis Urdn ile ilgill buUtin degisiklikien UDEM'e bildirmek zorundadir. UDEM bu belgenin dc;e(;eriigini
yenilemezse adi geqen firma s6z konusu Urinun piyasaya arzini durduracaktir. Belgenin gegeriilidini www.udem.com.ir l ' D E M

J

internet sayfasindan kontrol edebilirsiniz.

Adres: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKIYE N
Tel: +90 312 44303 90 Faks: +90 312 4430376
E-posta: infoQudemitd.com.ir www.udem.com.ir




\RR UDEM Uluslararasi Belgelendirme Denetim Egitim Merkezi San. ve Tic. A.$. 2292 Kimlik Numarasi
/(‘& ile 93/42/EEC Tibbi Cihazlar Yénetmeligi'nde Onaylanmis Kurulus olarak faaliyet gostermekte

LA olup, Bu dért sayfalik dokiiman “Troymed Medikal Ticaret Limited Sirketi” firmasina diizenlenmis
olan 01.03.2021 Tescil Tarihli M.2021.106.14337 Numaral Belge'nin Eki’dir.

DEM

URUN GRUBU
REFERANS NO URUN ISMI HAMMADDE GMDN
TRY02-0001 DUZ DFN FEMORAL CIMENTOLU KALCA SISTEMI CoCrMo KONIK 12/14 BOYUT 1 CoCrMo 33989
TRY02-0002 DUZ DFN FEMORAL CIMENTOLU KALGA SISTEMI CoCrMo KONIK 12/14 BOYUT 2 CoCrMo 33989
TRY02-0003 DUZ DFN FEMORAL CIMENTOLU KALCA SISTEMI CoCrMo KONIK 12/14 BOYUT 3 CoCrMo 33989
TRY02-0004 DUZ DFN FEMORAL CIMENTOLU KALGCA SISTEMI CoCrMo KONIK 12/14 BOYUT 4 CoCrMo 33989
TRY02-0005 DUZ DFN FEMORAL CIMENTOLU KALGA SISTEMI CoCrMo KONIK 12/14 BOYUT 5 CoCrMo 33989
TRY02-0006 DUZ DEN FEMORAL CIMENTOLU KALCA SISTEMI CoCrMo KONIK 12/14 BOYUT 6 CoCrMo 33989
TRY02-0007 DFN OPTIMUM SISTEMI CIMENTOLU CoCrMo BOYUT 1-YAKALI CoCrMo 33989
TRY02-0008 DFN OPTIMUM SISTEMI CIMENTOLU CoCrMo BOYUT 2-YAKALI CoCrMo 33989
TRY02-0009 DFN OPTIMUM SISTEMI CIMENTOLU CoCrMo BOYUT 3-YAKALIL CoCrMo 33989
TRY02-0010 DFN OPTIMUM SISTEMi CIMENTOLU CoCrMo BOYUT 4-YAKALI CoCrMo 33989
TRY02-0011 DFN OPTIMUM SISTEMI CIMENTOLU CoCrMo BOYUT 5-YAKALIL CoCrMo 33989
TRY02-0012 DFN OPTIMUM SISTEMi CIMENTOLU CoCrMo BOYUT 6-YAKALIL CoCrMo 33989
TRY02-0013 DFN OPTIMUM SISTEMI CIMENTOLU CoCrMo BOYUT 7-YAKALI CoCrMo 33989
TRY02-0014 DFN OPTIMUM SISTEMI CIMENTOLU CoCrMo BOYUT 8-YAKALI CoCrMo 33989
TRY02-0015 DFN OPTIMUM SISTEMI CIMENTOLU CoCrMo BOYUT 1-YAKASIZ CoCrMo 33989
TRY02-0016 DEN OPTIMUM SISTEMI CIMENTOLU CoCrMo BOYUT 2-YAKASIZ CoCrMo 33989
TRY02-0017 DFN OPTIMUM SISTEMI CIMENTOLU CoCrMo BOYUT 3-YAKASIZ CoCrMo 33989
TRY02-0018 DFN OPTIMUM SISTEMI CIMENTOLU CoCrMo BOYUT 4-YAKASIZ CoCrMo 33989
TRY02-0019 DFN OPTIMUM SISTEMI CIMENTOLU CoCrMo BOYUT 5-YAKASIZ CoCrMo 33989
TRY02-0020 DFN OPTIMUM SISTEMI CIMENTOLU CoCrMo BOYUT 6-YAKASIZ CoCrMo 33989
TRY02-0021 DFN OPTIMUM SISTEMI CIMENTOLU CoCrMo BOYUT 7-YAKASIZ CoCrMo 33989
TRY02-0022 DFN OPTIMUM SISTEMI CIMENTOLU CoCrMo BOYUT 8-YAKASIZ CoCrMo 33989
TRY02-0023 DFN FEMORAL KALKAR CIMENTOLU KALGA STEMI 10 mm 25 mm CoCrMo CoCrMo 33989
TRY02-0024 DFN FEMORAL KALKAR CIMENTOLU KALGCA STEMI 10 mm 35 mm CoCrMo CoCrMo 33989
TRY02-0025 DFN FEMORAL KALKAR CIMENTOLU KALGA STEMI 10 mm 45 mm CoCrMo CoCrMo 33989
TRY02-0026 DFN FEMORAL KALKAR CIMENTOLU KALCA STEMI 12 mm 25 mm CoCrMo CoCrMo 33989
TRY02-0027 DFN FEMORAL KALKAR CIMENTOLU KALCA STEMI 12 mm 35 mm CoCrMo CoCrMo 33989
TRY02-0028 DFN FEMORAL KALKAR CIMENTOLU KALCA STEMI 12 mm 45 mm CoCrMo CoCrMo 33989
TRY02-0029 DFN FEMORAL KALKAR CIMENTOLU KALCA STEMI 14 mm 25 mm CoCrMo CoCrMo 33989
TRY02-0030 DFN FEMORAL KALKAR CIMENTOLU KALGCA STEMI 14 mm 35 mm CoCrMo CoCrMo 33989 _
TRY02-0031 DFN FEMORAL KALKAR CIMENTOLU KALCA STEMI 14 mm 45 mm CoCrMo CoCrMo 33989
TRY02-0032 DFN FEMORAL KALKAR CIMENTOLU KALGA STEMI 16 mm 25 mm CoCrMo CoCrMo 33989
TRY02-0033 DFN FEMORAL KALKAR CIMENTOLU KALCA STEMI 16 mm 35 mm CoCrMo CoCrMo 33989
TRY02-0034 DFN FEMORAL KALKAR CIMENTOLU KALGA STEMI 16 mm 45 mm CoCrMo CoCrMo 33989
TRY02-0035 7-DFN STEM GOZENEKLI +HA Ti -2/127 TI6ALAV 34191
TRY02-0036 7-DFN STEM GOZENEKLI +HA Ti -1/129 Ti6AL4V 34191
TRY02-0037 7-DFN STEM GOZENEKLI +HA Ti 0/132 TI6ALAV 34191
TRY02-0038 7-DFN STEM GOZENEKLI +HA Ti 1/136 TIGALAV 34191
TRY02-0039 7Z-DFN STEM GOZENEKLI +HA Ti 2/140 TI6ALAV 34191
TRY02-0040 7-DFN STEM GOZENEKLI +HA Ti 3/144 TIGALAV 34191
TRY02-0041 7-DFN STEM GOZENEKLI +HA Ti 4/148 TI6ALAV 34191
TRY02-0042 7-DFN STEM GOZENEKLI +HA Ti 5/153 TI6ALAV 34191
TRY02-0043 7-DFN STEM GOZENEKLI +HA Ti 6/157 TI6ALAV 34191
TRY02-0044 7-DFN STEM GOZENEKLI +HA Ti 7/164 TI6ALAV 34191
TRY02-0045 7-DFN STEM GOZENEKLI +HA Ti 8/168 TI6AL4AV 34191
TRY02-0046 7-DFN STEM GOZENEKLI +HA Ti 9/176 TI6ALAV 34191
TRY02-0047 7-DFN STEM GOZENEKLI +HA Ti 10/181 TI6ALAV 34191
TRY02-0048 7-DFN-L STEM GOZENEKLI + HA Ti -2/127 TI6AL4V 34191
TRY02-0049 7-DFN-L STEM GOZENEKLI + HA Ti -1/129 TI6ALAV 34191
TRY02-0050 7-DFN-L STEM GOZENEKLI + HA Ti 0/132 TI6ALAV 34191
TRY02-0051 7-DFN-L STEM GOZENEKLI + HA Ti 1/136 TI6ALAV 34191
TRY02-0052 7-DFN-L STEM GOZENEKLI + HA Ti 2/140 TIGALAV 34191
TRY02-0053 Z-DFN-L STEM GOZENEKLI + HA Ti 3/144 TI6AL4AV 34191
TRY02-0054 7-DFN-L STEM GOZENEKLI + HA Ti 4/148 TIGALAV 34191
TRY02-0055 7-DFN-L STEM GOZENEKLI + HA Ti 5/153 TIGALAV 34191
TRY02-0056 7-DFN-L STEM GOZENEKLI + HA Ti 6/157 TI6ALAV 34191
TRY02-0057 7-DFN-L STEM GOZENEKLI + HA Ti 7/164 ’ TIGALAV 34191
TRY02-0058 7-DFN-L STEM GOZENEKLI + HA Ti 8/168 TI6AL4AV 34191
TRY02-0059 7-DFN-L STEM GOZENEKLI + HA Ti 9/176 TIGALAV 34191
TRY02-0060 7-DFN-L STEM GOZENEKLI + HA Ti 10/181 TI6ALAV 34191
TRY02-0061 7-DFN-A STEM GOZENEKLI + HA Ti 3/195 TI6ALAV 34191
TRY02-0062 7Z-DFN-A STEM GOZENEKLI + HA Ti 4/200 TI6ALAV 34191
TRY02-0063 Z-DFN-A STEM GOZENEKLI +HA Ti 5/206 TI6ALAV 34191
TRY02-0064 Z-DFN-A STEM GOZENEKLI + HA Ti 6/212 TIGALAV 34191
TRY02-0065 7-DFN-A STEM GOZENEKLI + HA Ti 7/218 TI6AL4AV 34191
TRY02-0066 7Z-DFN-A STEM GOZENEKLI + HA Ti 8/224 i 34191
TRY02-0067 7-DFN-A STEM GOZENEKLI + HA Ti 9/230 34191
TRY02-0068 7-DFN-A STEM GOZENEKLI + HA Ti 10/237 34191
L)
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UDEM Uluslararasi Belgelendirme Denetim Egitim Merkezi San. ve Tic. A.$. 2292 Kimlik Numarasi
/’5 ile 93/42/EEC Tibbi Cihazlar Yénetmeligi’nde Onaylanmis Kurulug olarak faaliyet gostermekte

LA olup, Bu dort sayfalik dokiiman “Troymed Medikal Ticaret Limited Sirketi” firmasina diizenlenmis
UDEM  ©lan 01.03.2021 Tescil Tarihli M.2021.106.14337 Numarall Belge’nin Eki'dir.

TRY02-0060 | Z-DFN-A STEM GOZENEKLI + HA Ti 11/243

TRY02-0070 DFN OPTIMUM STEM CIMENTOSUZ CoCrMo Gt EKLI+HA BOYUT 1
TRY02-0071 DFN OPTIMUM STEM CIMENTOSUZ CoCrMo GOZENEKLI+HA BOYUT 2
TRY02-0072 DFN OPTIMUM STEM CIMENTOSUZ CoCrMo GOZENEKLI+HA BOYUT 3
TRY02-0073 DFN OPTIMUM STEM CIMENTOSUZ CoCrMo GOZENEKLI+HA BOYUT 4
TRY02-0074 DFN OPTIMUM STEM CIMENTOSUZ CoCrMo GOZENEKLI+HA BOYUT 5
TRY02-0075 DFN OPTIMUM STEM CIMENTOSUZ CoCrMo GOZENEKLI+HA BOYUT 6
TRY02-0076 DFN OPTIMUM STEM CIMENTOSUZ CoCrMo GOZENEKLI+HA BOYUT 7
TRY02-0077 DFN OPTIMUM STEM CIMENTOSUZ CoCrMo GOZENEKLI+HA BOYUT 8
TRY02-0078 DFN OPTIMUM STEM CIMENTOSUZ CoCrMo GOZENEKLI+HA BOYUT 9

TRY02-0079 DFN OPTIMUM STEM CIMENTOSUZ CoCrMo GOZENEKLI+HA BOYUT 10

TRY02-0080 DFN FEMORAL KALKAR CIMENTOSUZ KALCA SISTEMI 10 mm 25 mm CoCrMo GOZENEKLI+HA
TRY02-0081 DFN FEMORAL KALKAR CIMENTOSUZ KALCA SISTEMI 10 mm 35 mm CoCrMo GOZENEKLI+HA
TRY02-0082 DFN FEMORAL KALKAR CIMENTOSUZ KALCA SISTEMI 10 mm 45 mm CoCrMo GOZENEKLI+HA
TRY02-0083 DFN FEMORAL KALKAR CIMENTOSUZ KALCA SISTEMI 12 mm 25 mm CoCrMo GOZENEKLIFHA

TRY02-0084 DFN FEMORAL KALKAR CIMENTOSUZ KALCA SISTEMI 12 mm 35 mm CoCrMo GOZENEKLI+HA
TRY02-0085 DFN FEMORAL KALKAR CIMENTOSUZ KALGA SISTEMI 12 mm 45 mm CoCrMo GOZENEKLI+HA
TRY02-0086 DFN FEMORAL KALKAR CIMENTOSUZ KALCA SISTEMI 14 mm 25 mm CoCrMo GOZENEKLI+HA
TRY02-0087 DFN FEMORAL KALKAR CIMENTOSUZ KALCA SISTEMI 14 mm 35 mm CoCrMo GOZENEKLI+HA
TRY02-0088 DFN FEMORAL KALKAR CIMENTOSUZ KALGA SISTEMI 14 mm 45 mm CoCrMo GOZENEKLI+HA

TRY02-0089 DFN FEMORAL KALKAR CIMENTOSUZ KALCA SISTEMI 16 mm 25 mm CoCrMo GOZENEKLI+HA
TRY02-0090 DFN FEMORAL KALKAR CIMENTOSUZ KALCA SISTEMI 16 mm 35 mm CoCrMo GOZENEKLI+HA
TRY02-0091 DFN FEMORAL KALKAR CIMENTOSUZ KALCA SISTEMI 16 mm 45 mm CoCrMo GOZENEKLI+HA

TRY02-0092 DFN BIPOLAR SHELL-LINER CoCrMo 22 mm BOYUT 38
TRY02-0093 DFN BIPOLAR SHELL-LINER CoCrMo 22 mm BOYUT 39
TRY02-0094 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 40
TRY02-0095 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 41

TRY02-0096 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 42
TRY02-0097 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 43
TRY02-0098 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 44

TRY02-0099 | DFN BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 45
TRY02-0100 | DFN BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 46
TRY02-0101 DFN_BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 47
TRY02-0102__| DFN BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 43
TRY02-0103___| DFN BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 49
TRY02-0104__| DFN BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 50
TRY02-0105 | DFN BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 51
TRY02-0106 | DFN BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 52
TRY02-0107 | DFN BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 53
TRY02-0108 | DFN BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 54
TRY02:0109 | DFN BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 55
TRY02-0110 | DFN BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 56
TRY02-0111 DFN_BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 57
TRY02:0112__| DFN BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 58
TRY02-0113 | DFN BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 59
TRY02:0114 | DFN BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 60
TRY02-0115__| DFN BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 61
TRY02-0116 | DFN BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 62

TRY020117 | DEN METAL YUVARLAK MAFSAL BASLI CoCrMo 22 mm KONIK 12/14 BOYUT 0
TRY02:0118 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 22 mm KONIK 12/14 BOYUT +4
TRY02:0119 | DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 22 mm KONIK 12/14 BOYUT +8

TRY02-0120 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 28 mm KONIK 12/14 BOYUT -3
TRY02-0121 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 28 mm KONIK 12/14 BOYUT 0
TRY02-0122 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 28 mm KONIK 12/14 BOYUT +4
TRY02-0123 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 28 mm KONIK 12/14 BOYUT +8
TRY02-0124 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 28 mm KONIK 12/14 BOYUT +12
TRY02-0125 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 28 mm KONIK 12/14 BOYUT +16

TRY02-0126 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 32 mm KONIK 12/14 BOYUT -3
TRY02-0127 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 32 mm KONIK 12/14 BOYUT 0

TRY02-0128 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 32 mm KONIK 12/14 BOYUT +4
TRY02-0129 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 32 mm KONIK 12/14 BOYUT +8
TRY02-0130 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 32 mm KONIK 12/14 BOYUT +12
TRY02-0131 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 32 mm KONIK 12/14 BOYUT +16

TRY02-0132 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 36 mm KONIK 12/14 BOYUT -3
TRY02-0133 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 36 mm KONIK 12/14 BOYUT 0
TRY02-0134 DFN METAL YUVARLAK MAFSAL BASLI CoCrtMo 36 mm KONIK 12/14 BOYUT +4
TRY02-0135 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 36 mm KONIK 12/14 BOYUT +8
TRY02-0136 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 36 mm KONIK 12/14 BOYUT +12
TRY02-0137 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 36 mm KONIK 12/14 BOYUT +16
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UDEM Uluslararasi Belgelendirme Denetim Egitim Merkezi San. ve Tic. A.S. 2292 Kimlik Numarasi
ile 93/42/EEC Tibbi Cihazlar Yonetmeligi’
olup, Bu dort sayfalik dokiiman “Troymed Medikal Ticaret Limited Sirketi” firmasina dlizenlenmis
olan 01.03.2021 Tescil Tarihli M.2021.106.14337 Numarali Belge’nin Eki'dir.

nde Onaylanmis Kurulug olarak faaliyet gostermekte

TRY02-0138 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 40 mm KONIK 12/14 BOYUT -3 CoCrMo 33175
TRY02-0139 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 40 mm KONIK 12/14 BOYUT 0 CoCrMo 33175
TRY02-0140 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 40 mm KONIK 12/14 BOYUT +4 CoCrMo 33175
TRY02-0141 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 40 mm KONIK 12/14 BOYUT +8 CoCrMo 33175
TRY02-0142 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 40 mm KONIK 12/14 BOYUT +12 CoCrMo 33175
TRY02-0143 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 40 mm KONIK 12/14 BOYUT +16 CoCrMo 33175
TRY02-0144 DFN ASETABULAR GOZENEKLI+HA KAP Ti BOYUT 38 Ti6ALAV 43167
TRY02-0145 DFN ASETABULAR GOZENEKLI+HA KAP Ti BOYUT 40 TIGALAV 43167
TRY02-0146 DFN ASETABULAR GOZENEKLI+HA KAP Ti BOYUT 42 TI6ALAV 43167
TRY02-0147 DFN ASETABULAR GOZENEKLI+HA KAP Ti BOYUT 44 Ti6ALAV 43167
TRY02-0148 DFN ASETABULAR GOZENEKLI+HA KAP Ti BOYUT 46 Ti6ALAV 43167
TRY02-0149 DFN ASETABULAR GOZENEKLI+HA KAP Ti BOYUT 48 TI6ALAV 43167
TRY02-0150 DFN ASETABULAR GOZENEKLI+HA KAP Ti BOYUT 50 TIGALAV 43167
TRY02-0151 DFN ASETABULAR GOZENEKLI+HA KAP Ti BOYUT 52 TI6ALAV 43167
TRY02-0152 DFN ASETABULAR GOZENEKLI+HA KAP Ti BOYUT 54 TIGALAV 43167
TRY02-0153 DFN ASETABULAR GOZENEKLI+HA KAP Ti BOYUT 56 TI6ALAV 43167
TRY02-0154 DFN ASETABULAR GOZENEKLI+HA KAP Ti BOYUT 58 TI6ALAV 43167
TRY02-0155 DFN ASETABULAR GOZENEKLI+HA KAP Ti BOYUT 60 TIGAL4AV 43167
TRY02-0156 DFN ASETABULAR GOZENEKLI+HA KAP Ti BOYUT 62 TI6ALAV 43167
TRY02-0157 DFN ASETABULAR GOZENEKLI+HA KAP Ti BOYUT 64 TIGALAV 43167
TRY02-0158 DFN ASETABULAR GOZENEKLI+HA KAP Ti BOYUT 66 TI6ALAV 43167
TRY02-0159 DFN ASETABULAR GOZENEKLI+HA KAP Ti BOYUT 68 TIGALAV 43167
TRY02-0160 DFN ASETABULAR GOZENEKLI+HA KAP Ti BOYUT 70 TIGALAV 43167
TRY02-0161 DFN ASETABULAR GOZENEKLI+HA KAP Ti BOYUT 72 TI6AL4V 43167
TRY02-0162 DFN ASETABULAR LINER PE 922-0 DERECE-BOYUT 38/40 POLIETILEN 43168
TRY02-0163 DFN ASETABULAR LINER PE 922-10 DERECE-BOYUT 38/40 POLIETILEN 43168
TRY02-0164 DFN ASETABULAR LINER PE ¢22-20 DERECE-BOYUT 38/40 POLIETILEN 43168
TRY02-0165 DFN ASETABULAR LINER PE @28-0 DERECE-BOYUT 42/44 POLIETILEN 43168
TRY02-0166 DFN ASETABULAR LINER PE ©28-10 DERECE-BOYUT 42/44 POLIETILEN 43168
TRY02-0167 DFN ASETABULAR LINER PE ¢928-20 DERECE-BOYUT 42/44 POLIETILEN 43168
TRY02-0168 DFN ASETABULAR LINER PE 328-0 DERECE-BOYUT 46/50 POLIETILEN 43168
TRY02-0169 DFN ASETABULAR LINER PE 928-10 DERECE-BOYUT 46/50 POLIETILEN 43168
TRY02-0170 DFN ASETABULAR LINER PE @28-20 DERECE-BOYUT 46/50 POLIETILEN 43168
TRY02-0171 DFN ASETABULAR LINER PE ¢28-0 DERECE-BOYUT 52/58 POLIETILEN 43168
TRY02-0172 DFN ASETABULAR LINER PE 928-10 DERECE-BOYUT 52/58 POLIETILEN 43168
TRY02-0173 DFN ASETABULAR LINER PE ©28-20 DERECE-BOYUT 52/58 POLIETILEN 43168
TRY02-0174 DFN ASETABULAR LINER PE @28-0 DERECE-BOYUT 60/70 POLIETILEN 43168
TRY02-0175 DFN ASETABULAR LINER PE ©28-10 DERECE-BOYUT 60/70 POLIETILEN 43168
TRY02-0176 DFN ASETABULAR LINER PE @28-20 DERECE-BOYUT 60/70 POLIETILEN 43168
TRY02-0177 DFN ASETABULAR LINER PE 932-0 DERECE-BOYUT 52/58 POLIETILEN 43168
TRY02-0178 DFN ASETABULAR LINER PE ©32-10 DERECE-BOYUT 52/58 POLIETILEN 43168
TRY02-0179 DFN ASETABULAR LINER PE 932-20 DERECE-BOYUT 52/58 POLIETILEN 43168
TRY02-0180 DFN ASETABULAR LINER PE ©32-0 DERECE-BOYUT 60/70 POLIETILEN 43168
TRY02-0181 DFN ASETABULAR LINER PE ©32-10 DERECE-BOYUT 60/70 POLIETILEN 43168
TRY02-0182 DFN ASETABULAR LINER PE ©32-20 DERECE-BOYUT 60/70 POLIETILEN 43168
TRY02-0183 DFN ASETABULAR LINER PE @36-0 DERECE-BOYUT 60/70 POLIETILEN 43168
TRY02-0184 DFN ASETABULAR LINER PE @36-10 DERECE-BOYUT 60/70 POLIETILEN 43168
TRY02-0185 DFN ASETABULAR LINER PE @36-20 DERECE-BOYUT 60/70 POLIETILEN 43168
TRY02-0186 DFN FEMORAL KEMIK TiKAC BOYUT 10 POLIETILEN 61271
TRY02-0187 DFN FEMORAL KEMIK TiKAC BOYUT 11 POLIETILEN 61271
TRY02-0188 DFN FEMORAL KEMIK TiKAG BOYUT 12 POLIETILEN 61271
TRY02-0189 DFN FEMORAL KEMIK TiKAC BOYUT 13 POLIETILEN 61271
TRY02-0190 DFN FEMORAL KEMIK TiKAC BOYUT 14 POLIETILEN 61271
TRY02-0191 DFN FEMORAL KEMIK TiKAC BOYUT 15 POLIETILEN 61271
TRY02-0192 DFN FEMORAL KEMIK TiKAC BOYUT 16 , POLIETILEN 61271
TRY02-0193 DFN OPTIMUM DISTAL MERKEZLEYICI BOYUT 1-2 POLIETILEN 61271
TRY02-0194 DFN OPTIMUM DISTAL MERKEZLEYICI BOYUT 3 POLIETILEN 61271
TRY02-0195 DFN OPTIMUM DISTAL MERKEZLEYICI BOYUT 4 POLIETILEN 61271
TRY02-0196 DFN OPTIMUM DISTAL MERKEZLEYICI BOYUT 5 POLIETILEN 61271
TRY02-0197 DFN OPTIMUM DISTAL MERKEZLEYICI BOYUT 6 POLIETILEN 61271
TRY02-0198 DFN OPTIMUM DIiSTAL MERKEZLEYICI BOYUT 7 POLIETILEN 61271
TRY02-0199 DFN OPTIMUM DISTAL MERKEZLEYICI BOYUT 8 POLIETILEN 61271
TRY02-0200 DFN KALKAR DISTAL MERKEZLEYICI BOYUT 10 POLIETILEN 61271
TRY02-0201 DFN KALKAR DISTAL MERKEZLEYICI BOYUT 12 POLIETILEN 61271
TRY02-0202 DFN KALKAR DISTAL MERKEZLEYICI BOYUT 14 POLIETILEN 61271
TRY02-0203 DFN KALKAR DISTAL MERKEZLEYICI BOYUT 16 POLIETILEN 61271
TRY02-0204 DFN VIDA Ti BOYUT 15mm TI6ALAV 46646
TRY02-0205 DFN VIDA Ti BOYUT 20mm AL4

TRY02-0206 DFN VIDA Ti BOYUT 25mm

TRY02-0207 DFN VIDA Ti BOYUT 30mm
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TRY02-0208 DFN VIDA Ti BOYUT 35mm TIGALAV 46646
TRY02-0209 DFN VIDA Ti BOYUT 40mm TIGALAV 46646
TRY02-0210 DFN VIDA Ti BOYUT 45mm TIGALAV 46646
TRY02-0211 DFN VIDA Ti BOYUT 50mm Ti6ALAV 46646
TRY02-0212 DFN VIDA Ti BOYUT 55mm TI6ALAV 46646
TRY02-0213 DFN VIDA Ti BOYUT 60mm TI6ALAV 46646
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|AT TASARIM INCELEME
| SERTIFIKAST

93/42/AT Tibbi Cihaz Direktifi Ek II, Madde 4

M.2021.106.14337 belgesinin gecerlilik sGresi sona erdiginde, M.2021.106.14337-1
sertifikasinin gecerlilik sUresi de sona erecektir.

Firma Adl : Troymed Medikal Ticaret Limited Sirketi -

Firma Adresi : Cinar Mah. Fatih Cad. 1/23 720 Bornova 1ZMIR / TURKIYE

lgili Ybnetmelikler ve Ekler  : 93/42/AT Tibbi Cihazlar Yonetmelidi — Ek Il (Madde 4 )

: Steril Primer Kalga Implant - Sinif il

134191, 34223, 61271, 33175, 43167, 43168, 44362, 48055, 46646,
33989, 40125, 33695

Ur0n Cesitleri Ek'tedir.

Sertifika Numarasi : M.2021.106.14337-1
Rapor Numarasi : MD.4029.1B

ik Belgelendirme Denetimi  :26.02.2020

Tescil Tarihi :01.03.2021
Revizyon Tarihi/No -

Gecerlilik Tarihi :27.05.2024

Tasanm belgesi yukanda gegen Urinler icin hazrianmistr. UDEM, Listeli Urinlerin 93/42/AT direkiifi Ek Il, madde 4
gerekliiklerinin kargladiginibeyan eder. Yukanda adi gecen Uretici Kalite GUvence Sistemi uyguladigini ve Ek I
madde 5'e gore periyodik gozetim denetimleriile sUreEﬁgini saglayacagdini beyan eder. Bu belgenin mulkiyet
hakki UDEM Uluslararasi Belgelendirme Denetim Egitim San. Ve Tic. A.S. 'ye aittir ve istenildiginde iade edimelidir.
Yukanda adi gegen firma ve UDEM bu belgenin bir kognycsm; Tescil tarihinden itibaren 5 yil sUre ile muhafaza
etmelidir. CE Markalamanin kullanimi Grefici beyaniile fima Sorumlulugundadir. Adi gec,Fen firma onaylanmi
Grin ile ligil bUTON degisiklikleri UDEM'e bildimek zorundadir. UDEM bu belgenin geceriiigini yenilemezse adi
gegen fima s6z konusu Grindn piyasaya arzni durduracaktr. Belgenin gegeriigini www.udem.com.ir infemet
sayfasindan kontrol edebilirsiniz.

Adres: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya —~ Ankara — TURKIYE
Tel: +90 312 44303 90 Faks: +90 312 4430376
E-posta: info@udemlid.com.ir www.udem.com.ir
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URUN GRUBU
REFERANS NO URUN ISMI HAMMADDE GMDN
TRY02-0001 DUZ DFN FEMORAL CIMENTOLU KALGA SISTEMI CoCrMo KONIK 12/14 BOYUT 1 CoCrMo 33989
TRY02-0002 DUZ DFN FEMORAL CIMENTOLU KALCA SISTEMI CoCrMo KONIK 12/14 BOYUT 2 CoCrMo 33989
TRY02-0003 DUZ DFN FEMORAL CIMENTOLU KALCA SISTEMI CoCrMo KONIK 12/14 BOYUT 3 CoCrMo 33989
TRY02-0004 DUZ DFN FEMORAL CIMENTOLU KALCA SISTEMI CoCrMo KONIK 12/14 BOYUT 4 CoCrMo 33989
TRY02-0005 DUZ DFN FEMORAL CIMENTOLU KALCA SISTEMI CoCrMo KONIK 12/14 BOYUT 5 CoCrMo 33989
TRY02-0006 DUZ DFN FEMORAL CIMENTOLU KALCA SISTEMI CoCrMo KONIK 12/14 BOYUT 6 CoCrMo 33989
TRY02-0007 DFN OPTIMUM SISTEMI CIMENTOLU CoCrMo BOYUT 1-YAKALI CoCrMo 33989
TRY02-0008 DFN OPTIMUM SISTEMI CIMENTOLU CoCrMo BOYUT 2-YAKALI CoCrMo 33989
TRY02-0009 DFN OPTIMUM SISTEMI CIMENTOLU CoCrMo BOYUT 3-YAKALL CoCrMo 33989
TRY02-0010 DFN OPTIMUM SISTEMI CIMENTOLU CoCrMo BOYUT 4-YAKALI CoCrMo 33989
TRY02-0011 DFN OPTIMUM SISTEMI CIMENTOLU CoCrMo BOYUT 5-YAKALI CoCrMo 33989
TRY02-0012 DFN OPTIMUM SISTEMI CIMENTOLU CoCrMo BOYUT 6-YAKALI CoCrMo 33989
TRY02-0013 DFN OPTIMUM SISTEMI CIMENTOLU CoCrMo BOYUT 7-YAKALI CoCrMo 33989
TRY02-0014 DFN OPTIMUM SISTEMI CIMENTOLU CoCrtMo BOYUT 8-YAKALL CoCrMo 33989
TRY02-0015 DFN OPTIMUM SISTEMI CIMENTOLU CoCrMo BOYUT 1-YAKASIZ CoCrMo 33989
TRY02-0016 DFN OPTIMUM SISTEMI CIMENTOLU CoCrMo BOYUT 2-YAKASIZ CoCrMo 33989
TRY02-0017 DFN OPTIMUM SISTEMI CIMENTOLU CoCrMo BOYUT 3-YAKASIZ CoCrMo 33989
TRY02-0018 DFN OPTIMUM SISTEMI CIMENTOLU CoCrtMo BOYUT 4-YAKASIZ CoCrMo 33989
TRY02-0019 DFN OPTIMUM SISTEMI CIMENTOLU CoCrMo BOYUT 5-YAKASIZ CoCrMo 33989
TRY02-0020 DFN OPTIMUM SISTEMI CIMENTOLU CoCrMo BOYUT 6-YAKASIZ CoCrMo 33989
TRY02-0021 DFN OPTIMUM SISTEMI CIMENTOLU CoCtMo BOYUT 7-YAKASIZ CoCrMo 33989
TRY02-0022 DFN OPTIMUM SISTEMI CIMENTOLU CoCrMo BOYUT 8-YAKASIZ CoCrMo 33989
TRY02-0023 DFN FEMORAL KALKAR CIMENTOLU KALCA STEMI 10 mm 25 mm CoCrMo CoCrMo 33989
TRY02-0024 DFN FEMORAL KALKAR CIMENTOLU KALGA STEMI 10 mm 35 mm CoCrMo CoCrMo 33989
TRY02-0025 DFN FEMORAL KALKAR CIMENTOLU KALCA STEMI 10 mm 45 mm CoCrMo CoCrMo 33989
TRY02-0026 DFN FEMORAL KALKAR CIMENTOLU KALCA STEMI 12 mm 25 mm CoCrMo CoCrMo 33989
TRY02-0027 DFN FEMORAL KALKAR CIMENTOLU KALGA STEMI 12 mm 35 mm CoCrMo CoCrMo 33989
TRY02-0028 DFN FEMORAL KALKAR CIMENTOLU KALCA STEMI 12 mm 45 mm CoCrMo CoCrMo 33989
TRY02-0029 DFN FEMORAL KALKAR CIMENTOLU KALCA STEMI 14 mm 25 mm CoCrMo CoCrMo 33989
TRY02-0030 DFN FEMORAL KALKAR CIMENTOLU KALCA STEMI 14 mm 35 mm CoCrMo CoCrMo 33989
TRY02-0031 DFN FEMORAL KALKAR CIMENTOLU KALCA STEMI 14 mm 45 mm CoCrMo CoCrMo 33989
TRY02-0032 DFN FEMORAL KALKAR CIMENTOLU KALCA STEMI 16 mm 25 mm CoCrMo CoCrMo 33989
TRY02-0033 DFN FEMORAL KALKAR CIMENTOLU KALCA STEMI 16 mm 35 mm CoCrMo CoCrMo 33989 -
TRY02-0034 DEN FEMORAL KALKAR CIMENTOLU KALCA STEMI 16 mm 45 mm CoCrMo CoCrMo 33989
TRY02-0035 7-DFN STEM GOZENEKLI +HA Ti -2/127 TI6ALAV 34191
TRY02-0036 7-DFN STEM GOZENEKLI +HA Ti -1/129 TIGALAV 34191
TRY02-0037 7-DFN STEM GOZENEKLI +HA Ti 0/132 TI6ALAV 34191
TRY02-0038 7-DFN STEM GOZENEKLI+HA Ti 1/136 TIGALAV 34191
TRY02-0039 7-DFN STEM GOZENEKLI +HA Ti 2/140 TIGALAV 34191
TRY02-0040 7-DFN STEM GOZENEKLI +HA Ti 3/144 TIGAL4V 34191
TRY02-0041 7-DFN STEM GOZENEKLI +HA Ti 4/148 TIGALAV 34191
TRY02-0042 7-DFN STEM GOZENEKLI +HA Ti 5/153 TI6ALAV 34191
TRY02-0043 7-DFN STEM GOZENEKLI +HA Ti 6/157 TIGALAV 34191
TRY02-0044 7-DFN STEM GOZENEKLI +HA Ti 7/164 TIGALAV 34191
TRY02-0045 Z-DFN STEM GOZENEKLI +HA Ti 8/168 TIGALAV 34191
TRY02-0046 7-DFN STEM GOZENEKLI +HA Ti 9/176 TI6AL4AV 34191
TRY02-0047 Z-DFN STEM GOZENEKLI +HA Ti 10/181 TI6ALAV 34191
TRY02-0048 7-DFN-L STEM GOZENEKLI + HA Ti -2/127 Ti6AL4V 34191
TRY02-0049 7-DFN-L STEM GOZENEKLI + HA Ti -1/129 TIGALAV 34191
TRY02-0050 Z-DFN-L STEM GOZENEKLI + HA Ti 0/132 TIGALAV 34191
TRY02-0051 Z-DFN-L STEM GOZENEKLI + HA Ti 1/136 TI6ALAV 34191
TRY02-0052 7-DFN-L STEM GOZENEKLI + HA Ti 2/140 TIGALAV 34191
TRY02-0053 7-DFN-L STEM GOZENEKLI + HA Ti 3/144 Ti6ALAV 34191
TRY02-0054 7-DFN-L STEM GOZENEKLI + HA Ti 4/148 TIGALAV 34191
TRY02-0055 7-DFN-L STEM GOZENEKLI + HA Ti 5/153 TI6AL4AV 34191
TRY02-0056 Z-DFN-L STEM GOZENEKLI + HA Ti 6/157 Ti6AL4AV 34191
TRY02-0057 7-DFN-L STEM GOZENEKLI + HA Ti 7/164 TI6ALAV 34191
TRY02-0058 7-DFN-L STEM GOZENEKLI + HA Ti 8/168 TI6ALAV 34191
TRY02-0059 7-DFN-L STEM GOZENEKLI + HA Ti 9/176 TIGALAV 34191
TRY02-0060 7-DFN-L STEM GOZENEKLI + HA Ti 10/181 TIGALAV 34191
TRY02-0061 7-DFN-A STEM GOZENEKL] + HA Ti 3/195 TIGAL4AV 34191
TRY02-0062 Z-DFN-A STEM GOZENEKLI + HA Ti 4/200 TIGALAV 34191
TRY02-0063 7-DFN-A STEM GOZENEKLI +HA Ti 5/206 TIGALAV 34191
TRY02-0064 7-DFN-A STEM GOZENEKLI + HA Ti 6/212 TIGALAV 34191
TRY02-0065 7-DFN-A STEM GOZENEKLI + HA Ti 7/218 TI6AL4V 34191
TRY02-0066 7-DFN-A STEM GOZENEKLI + HA Ti 8/224 34191
TRY02-0067 7-DFN-A STEM GOZENEKLI + HA Ti 9/230 34191
TRY02-0068 7-DFN-A STEM GOZENEKLI + HA Ti 10/237 34191
w O
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TRY02-0069 7-DFN-A STEM GOZENEKL] + HA Ti 11/243 Ti6ALAV 34191
TRY02-0070 DFN OPTIMUM STEM CIMENTOSUZ CoCrMo GOZENEKLI+HA BOYUT | CoCrMo 34191
TRY02-0071 DFN OPTIMUM STEM CIMENTOSUZ CoCrMo GOZENEKLI+HA BOYUT 2 CoCrMo 34191
TRY02-0072 DFN OPTIMUM STEM CIMENTOSUZ CoCrMo GOZENEKLI+HA BOYUT 3 CoCrMo 34191
TRY02-0073 DFN OPTIMUM STEM CIMENTOSUZ CoCrMo GOZENEKLI+HA BOYUT 4 CoCrMo 34191
TRY02-0074 DFN OPTIMUM STEM CIMENTOSUZ CoCrMo GOZENEKLI+HA BOYUT 5 CoCrMo 34191
TRY02-0075 DFN OPTIMUM STEM CIMENTOSUZ CoCrMo GOZENEKLI+HA BOYUT 6 CoCrMo 34191
TRY02-0076 DFN OPTIMUM STEM CIMENTOSUZ CoCrMo GOZENEKLI+HA BOYUT 7 CoCrtMo 34191
TRY02-0077 DFN OPTIMUM STEM CIMENTOSUZ CoCrMo GOZENEKLI+HA BOYUT 8 CoCrMo 34191
TRY02-0078 DFN OPTIMUM STEM CIMENTOSUZ CoCrMo GOZENEKLI+HA BOYUT 9 CoCrMo 34191
TRY02-0079 DFN OPTIMUM STEM CIMENTOSUZ CoCrtMo GOZENEKLI+HA BOYUT 10 CoCrMo 34191
TRY02-0080 DFN FEMORAL KALKAR CIMENTOSUZ KALCA SISTEMI 10 mm 25 mm CoCrMo GOZENEKLI+HA CoCrMo 40125
TRY02-0081 DFN FEMORAL KALKAR CIMENTOSUZ KALCA SISTEMI 10 mm 35 mm CoCrMo GOZENEKLI+HA CoCrMo 40125
TRY02-0082 DFN FEMORAL KALKAR CIMENTOSUZ KALCA SISTEMI 10 mm 45 mm CoCrMo GOZENEKLI+HA CoCrMo 40125
TRY02-0083 DFN FEMORAL KALKAR CIMENTOSUZ KALCA SISTEMI 12 mm 25 mm CoCrMo GOZENEKLI+HA CoCrMo 40125
TRY02-0084 DFN FEMORAL KALKAR CIMENTOSUZ KALCA SISTEMI 12 mm 35 mm CoCrMo GOZENEKLI+HA CoCrMo 40125
TRY02-0085 DFN FEMORAL KALKAR CIMENTOSUZ KALCA SISTEMI 12 mm 45 mm CoCrMo GOZENEKLI+HA CoCrMo 40125
TRY02-0086 DFN FEMORAL KALKAR CIMENTOSUZ KALCA SISTEMI 14 mm 25 mm CoCrMo GOZENEKLI+HA CoCrMo 40125
TRY02-0087 DFN FEMORAL KALKAR CIMENTOSUZ KALCA SISTEMI 14 mm 35 mm CoCrMo GOZENEKLI+HA CoCrMo 40125
TRY02-0088 DFN FEMORAL KALKAR CIMENTOSUZ KALCA SISTEMI 14 mm 45 mm CoCrMo GOZENEKLI+HA CoCrMo 40125
TRY02-0089 DFN FEMORAL KALKAR CIMENTOSUZ KALCA SISTEMI 16 mm 25 mm CoCrMo GOZENEKLI+HA CoCrMo 40125
TRY02-0090 DFN FEMORAL KALKAR CIMENTOSUZ KALGA SISTEMI 16 mm 35 mm CoCrMo GOZENEKLI+HA CoCrMo 40125
TRY02-0091 DFN FEMORAL KALKAR CIMENTOSUZ KALCA SISTEMI 16 mm 45 mm CoCrMo GOZENEKLI+HA CoCrMo 40125
TRY02-0092 DFN BIPOLAR SHELL-LINER CoCrMo 22 mm BOYUT 38 CoCrMo 33695
TRY02-0093 DFN BIPOLAR SHELL-LINER CoCrMo 22 mm BOYUT 39 CoCrMo 33695
TRY02-0094 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 40 CoCrMo 33695
TRY02-0095 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 41 CoCrMo 33695
TRY02-0096 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 42 CoCrMo 33695
TRY02-0097 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 43 CoCrMo 33695
TRY02-0098 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 44 CoCrMo 33695
TRY02-0099 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 45 CoCrMo 33695
TRY02-0100 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 46 CoCrMo 33695
TRY02-0101 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 47 CoCrMo 33695
TRY02-0102 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 48 CoCrMo 33695
TRY02-0103 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 49 CoCrMo 33695 -
TRY02-0104 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 50 CoCrMo 33695 |
TRY02-0105 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 51 CoCrMo 33695
TRY02-0106 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 52 CoCrMo 33695
TRY02-0107 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 53 CoCrMo 33695
TRY02-0108 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 54 CoCrMo 33695
TRY02-0109 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 55 CoCrMo 33695
TRY02-0110 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 56 CoCrMo 33695
TRY02-0111 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 57 CoCrMo 33695
TRY02-0112 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 58 CoCrMo 33695
TRY02-0113 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 59 CoCrMo 33695
TRY02-0114 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 60 CoCrMo 33695
TRY02-0115 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 61 CoCrMo 33695
TRY02-0116 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm BOYUT 62 CoCrMo 33695
TRY02-0117 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 22 mm KONIK 12/14 BOYUT 0 CoCrMo 33175
TRY02-0118 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 22 mm KONIK 12/14 BOYUT +4 CoCrMo 33175
TRY02-0119 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 22 mm KONIK 12/14 BOYUT +8 CoCrMo 33175
TRY02-0120 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 28 mm KONIK 12/14 BOYUT -3 CoCrMo 33175
TRY02-0121 DEN METAL YUVARLAK MAFSAL BASLI CoCrMo 28 mm KONIK 12/14 BOYUT 0 CoCrMo 33175
TRY02-0122 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 28 mm KONIK 12/14 BOYUT +4 CoCrMo 33175
TRY02-0123 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 28 mm KONIK 12/14 BOYUT +8 CoCrMo 33175
TRY02-0124 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 28 mm KONIK 12/14 BOYUT +12 CoCrMo 33175
TRY02-0125 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 28 mm KONIK 12/14 BOYUT +16 CoCrMo 33175
TRY02-0126 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 32 mm KONIK 12/14 BOYUT -3 CoCrMo 33175
TRY02-0127 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 32 mm KONIK 12/14 BOYUT 0 CoCrMo 33175
TRY02-0128 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 32 mm KONIK 12/14 BOYUT +4 CoCrMo 33175
TRY02-0129 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 32 mm KONIK 12/14 BOYUT +8 CoCrMo 33175
TRY02-0130 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 32 mm KONIK 12/14 BOYUT +12 CoCrMo 33175
TRY02-0131 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 32 mm KONIK 12/14 BOYUT +16 CoCrMo 33175
TRY02-0132 DFN METAL YUVARLAK MAFSAL BASLI CoCtMo 36 mm KONIK 12/14 BOYUT -3 CoCrMo 33175
TRY02-0133 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 36 mm KONIK 12/14 BOYUT 0 CoCrMo 33175
TRY02-0134 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 36 mm KONIK 12/14 BOYUT +4 CoCrMo 33175
TRY02-0135 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 36 mm KONIK 12/14 BOYUT +8 CoCrMo 33175
TRY02-0136 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 36 mm KONIK 12/14 BOYUT +12 CoCrMo 33175
TRY02-0137 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 36 mm KONIK 12/14 BOYUT +16 CoCrMo 33175
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TRY02-0138 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 40 mm KONIK 12/14 BOYUT -3 CoCrMo 33175
TRY02-0139 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 40 mm KONIK 12/14 BOYUT 0 CoCrMo 33175
TRY02-0140 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 40 mm KONIK 12/14 BOYUT +4 CoCrMo 33175
TRY02-0141 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 40 mm KONIK 12/14 BOYUT +8 CoCrMo 33175
TRY02-0142 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 40 mm KONIK 12/14 BOYUT +12 CoCrMo 33175
TRY02-0143 DFN METAL YUVARLAK MAFSAL BASLI CoCrMo 40 mm KONIK 12/14 BOYUT +16 CoCrMo 33175
TRY02-0144 DFN ASETABULAR GOZENEKLI+HA KAP Ti BOYUT 38 Ti6ALAV 43167
TRY02-0145 DFN ASETABULAR GOZENEKLI+HA KAP Ti BOYUT 40 TI6ALAV 43167
TRY02-0146 DFN ASETABULAR GOZENEKLI+HA KAP Ti BOYUT 42 TI6ALAV 43167
TRY02-0147 DFN ASETABULAR GOZENEKLI+HA KAP Ti BOYUT 44 Ti6ALAV 43167
TRY02-0148 DFN ASETABULAR GOZENEKLI+HA KAP Ti BOYUT 46 TI6ALAV 43167
TRY02-0149 DFN ASETABULAR GOZENEKLI+HA KAP Ti BOYUT 48 TIGALAV 43167
TRY02-0150 DFN ASETABULAR GOZENEKLI+HA KAP Ti BOYUT 50 TI6ALAV 43167
TRY02-0151 DFN ASETABULAR GOZENEKLI+HA KAP Ti BOYUT 52 Ti6ALAV 43167
TRY02-0152 DFN ASETABULAR GOZENEKLI+HA KAP Ti BOYUT 54 TI6GALAV 43167
TRY02-0153 DFN ASETABULAR GOZENEKLI+HA KAP Ti BOYUT 56 TIGALAV 43167
TRY02-0154 DFN ASETABULAR GOZENEKLI+HA KAP Ti BOYUT 58 TIGALAV 43167
TRY02-0155 DFN ASETABULAR GOZENEKLI+HA KAP Ti BOYUT 60 Ti6AL4V 43167
TRY02-0156 DFN ASETABULAR GOZENEKLI+HA KAP Ti BOYUT 62 TI6AL4V 43167
TRY02-0157 DFN ASETABULAR GOZENEKLI+HA KAP Ti BOYUT 64 TI6ALAV 43167
TRY02-0158 DFN ASETABULAR GOZENEKLI+HA KAP Ti BOYUT 66 TI6ALAV 43167
TRY02-0159 DFN ASETABULAR GOZENEKLI+HA KAP Ti BOYUT 68 TI6ALAV 43167
TRY02-0160 DFN ASETABULAR GOZENEKLI+HA KAP Ti BOYUT 70 TIGAL4AV 43167
TRY02-0161 DFN ASETABULAR GOZENEKLI+HA KAP Ti BOYUT 72 TIGALAV 43167
TRY02-0162 DFN ASETABULAR LINER PE ¢22-0 DERECE-BOYUT 38/40 POLIETILEN
TRY02-0163 DFN ASETABULAR LINER PE ¢22-10 DERECE-BOYUT 38/40 POLIETILEN 43168
TRY02-0164 DFN ASETABULAR LINER PE @22-20 DERECE-BOYUT 38/40 POLIETILEN 43168
TRY02-0165 DFN ASETABULAR LINER PE 928-0 DERECE-BOYUT 42/44 POLIETILEN 43168
TRY02-0166 DFN ASETABULAR LINER PE ¢28-10 DERECE-BOYUT 42/44 POLIETILEN 43168
TRY02-0167 DFN ASETABULAR LINER PE @28-20 DERECE-BOYUT 42/44 POLIETILEN 43168
TRY02-0168 DFN ASETABULAR LINER PE @28-0 DERECE-BOYUT 46/50 POLIETILEN 43168
TRY02-0169 DFN ASETABULAR LINER PE ¢28-10 DERECE-BOYUT 46/50 POLIETILEN 43168
TRY02-0170 DFN ASETABULAR LINER PE ©28-20 DERECE-BOYUT 46/50 POLIETILEN 43168
TRY02-0171 DFN ASETABULAR LINER PE 9©28-0 DERECE-BOYUT 52/58 POLIETILEN 43168
TRY02-0172 DFN ASETABULAR LINER PE ©28-10 DERECE-BOYUT 52/58 POLIETILEN 43168
TRY02-0173 DFN ASETABULAR LINER PE ©28-20 DERECE-BOYUT 52/58 POLIETILEN 43168
TRY02-0174 DFN ASETABULAR LINER PE ¢28-0 DERECE-BOYUT 60/70 POLIETILEN 43168
TRY02-0175 DFN ASETABULAR LINER PE ©28-10 DERECE-BOYUT 60/70 POLIETILEN 43168
TRY02-0176 DFN ASETABULAR LINER PE ¢28-20 DERECE-BOYUT 60/70 POLIETILEN 43168
TRY02-0177 DFN ASETABULAR LINER PE @32-0 DERECE-BOYUT 52/58 POLIETILEN 43168
TRY02-0178 DFN ASETABULAR LINER PE @32-10 DERECE-BOYUT 52/58 POLIETILEN 43168
TRY02-0179 DFN ASETABULAR LINER PE ©32-20 DERECE-BOYUT 52/58 POLIETILEN 43168
TRY02-0180 DFN ASETABULAR LINER PE @32-0 DERECE-BOYUT 60/70 POLIETILEN 43168
TRY02-0181 DFN ASETABULAR LINER PE @32-10 DERECE-BOYUT 60/70 POLIETILEN 43168
TRY02-0182 DFN ASETABULAR LINER PE $32-20 DERECE-BOYUT 60/70 POLIETILEN 43168
TRY02-0183 DFN ASETABULAR LINER PE @36-0 DERECE-BOYUT 60/70 POLIETILEN 43168
TRY02-0184 DFN ASETABULAR LINER PE @36-10 DERECE-BOYUT 60/70 POLIETILEN 43168
TRY02-0185 DFN ASETABULAR LINER PE @36-20 DERECE-BOYUT 60/70 POLIETILEN 43168
TRY02-0186 DFN FEMORAL KEMIK TiKAC BOYUT 10 POLIETILEN 61271
TRY02-0187 DFN FEMORAL KEMIK TiKAC BOYUT 11 POLIETILEN 61271
TRY02-0188 DFN FEMORAL KEMIK TiKAG BOYUT 12 POLIETILEN 61271
TRY02-0189 DFN FEMORAL KEMIK TiKAC BOYUT 13 POLIETILEN 61271
TRY02-0190 DFN FEMORAL KEMIK TiKAC BOYUT 14 POLIETILEN 61271
TRY02-0191 DFN FEMORAL KEMIK TiKAC BOYUT 15 POLIETILEN 61271
TRY02-0192 DFN FEMORAL KEMIK TiKAC BOYUT 16 POLIETILEN 61271
TRY02-0193 DFN OPTIMUM DISTAL MERKEZLEYICI BOYUT 1-2 POLIETILEN 61271
TRY02-0194 DFN OPTIMUM DISTAL MERKEZLEYICI BOYUT 3 POLIETILEN 61271
TRY02-0195 DFN OPTIMUM DISTAL MERKEZLEYICI BOYUT 4 POLIETILEN 61271
TRY02-0196 DFN OPTIMUM DISTAL MERKEZLEYICI BOYUT 5 POLIETILEN 61271
TRY02-0197 DFN OPTIMUM DISTAL MERKEZLEYICI BOYUT 6 POLIETILEN 61271
TRY02-0198 DFN OPTIMUM DISTAL MERKEZLEYICI BOYUT 7 POLIETILEN 61271
TRY02-0199 DFN OPTIMUM DISTAL MERKEZLEYICI BOYUT 8 POLIETILEN 61271
TRY02-0200 DFN KALKAR DISTAL MERKEZLEYICI BOYUT 10 POLIETILEN 61271
TRY02-0201 DFN KALKAR DISTAL MERKEZLEYICI BOYUT 12 POLIETILEN 61271
TRY02-0202 DFN KALKAR DISTAL MERKEZLEYICI BOYUT 14 POLIETILEN 61271
TRY02-0203 DFN KALKAR DISTAL MERKEZLEYICI BOYUT 16 POLIETILEN 61271
TRY02-0204 DFN VIDA Ti BOYUT 15mm

TRY02-0205 DFN VIDA Ti BOYUT 20mm

TRY02-0206 DFN VIDA Ti BOYUT 25mm

TRY02-0207 DFN VIDA Ti BOYUT 30mm
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UDEM Uluslararasi Belgelendirme Denetim Egitim Merkezi San. ve Tic. A.S. 2292 Kimlik Numarasi
/{’é ile 93/42/EEC Tibbi Cihazlar Yénetmeligi'nde Onaylanmig Kurulus olarak faaliyet gdstermekte

1 olup, Bu dort sayfalik dokiiman “Troymed Medikal Ticaret Limited Sirketi” firmasina diizenlenmig
UDEM olan 01.03.2021 Tescil Tarihli M.2021.106.14337-1 Numarali Belge’nin Eki’dir.
TRY02-0208 DFN VIDA Ti BOYUT 35mm TI6ALAV 46646
TRY02-0209 DEN VIDA Ti BOYUT 40mm Ti6ALAV 46646
TRY02-0210 DFN VIDA Ti BOYUT 45mm TI6ALAV 46646
TRY02-0211 DFN VIDA Ti BOYUT 50mm TIGALAV 46646
TRY02-0212 DFN VIDA Ti BOYUT 55mm TI6AL4AV 46646
TRY02-0213 DFN VIDA Ti BOYUT 60mm TIGALAV 46646
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ECDESIGN EXAMINATION]|
CERTIFICATE *

93/42/EEC Directive of Medical Devices Annex II, Section 4

With the expire of the certificate M.2021.106.14337 the validity of the certificate
M.2021.106.14337-1 will also end.

Company Name : Troymed Medikal Ticaret Limited Sirketi

Company Address : Cinar Mah. Fatih Cad. 1/23 720 Bornova iZMIR / TURKEY

Related Directives and Annex : 93/42/EEC Medical Devices Directive - Annex Il (Section 4)

Product : Sterile Primary Hip Implant - Class il

134191, 34223, 61271, 33175, 43167, 43168, 44362
33989, 40125, 33695

Product Types are attached.

Certificate Number 1 M.2021.106.14337-1
Report Number : MD.4029.1B Auditing Tro
Initial Assessment Date :26.02.2020
Registration Date :01.03.2021
Revision Date /No -

Expiry Date :27.05.2024

The EC desing examination certificate refers to the above mentioned product. UDEM hereby declares that the
requirements of Annex Il, section 4 of the 93/42/EEC Directive have been met for the listed products. The above
named manufacturer has established and applies a quality assurance system, which is subject to periodic surveillance
audits, defined by Annex II, section 5 of the aforementioned directive. This cerfificate remains as the property of
UDEM International Certification Auditing Training Centre Industry and Trade Inc. Co. fo whom it must be returned
upon request. The above named company and UDEM must keep a copy of this certificate for 5 years from the
registration of the certificate. Usage of the CE mark is under the responsibility of the manufacturer with the completion
of EC Declaration of Conformity. The above mentione comPcny must notify all changes related
with the approved product to UDEM. If UDEM will not renew the exgry date of this certificate in question, the
mentioned company should stop placing the product on the market. The validity of the certificate can be checked
through www.udem.com. tr.

Address: Mutlukent Mahallesi 2073 Sokak (Eski 93 Sokak) No:10 Cankaya — Ankara — TURKEY
Phone: +90 0312 443 03 90 Fax: +90 0312 4430376
E-mail: info@Qudemlid.com.ir www.udem.com.ir

and Trade Inc. Co.




R0 This document containing 4 (four) pages is the Annex of the Certificate with the number

/Fb M.2021.106.14337-1 and with the registration date of 01.03.2021 issued for “Troymed

_LA_ Medikal Ticaret Limited Sirketi” by UDEM Uluslararasi Belgelendirme Denetim Egitim

UDEM  Merkezi San. ve Tic. AS. that is giving service as Notified Body with the ID No: 2292
according to 93/42/EEC Medical Devices Directive

[ PRODUCT GROUP | Primary Hip |
REF.NO _PRODUCINAME

TRY02-0001 STRAIGHT DFN FEMORAL CEMENTED HIP STEM CoCrMo cone 12/14 SZE1 | CoCrMo 33989

TRY02-0002 STRAIGHT DFN FEMORAL CEMENTED HIP STEM CoCrMo cone 12/14 SIZE 2 CoCrMo 33989
TRY02-0003 STRAIGHT DFN FEMORAL CEMENTED HIP STEM CoCrMo cone 12/14 SIZE 3 CoCrMo 33989
TRY02-0004 STRAIGHT DFN FEMORAL CEMENTED HIP STEM CoCrMo cone 12/14 SIZE 4 CoCrMo 33989
TRY02-0005 STRAIGHT DFN FEMORAL CEMENTED HIP STEM CoCrMo cone 12/14 SIZE 5 CoCrMo 33989

TRY02-0006 STRAIGHT DFN FEMORAL CEMENT ED HIP STEM CoCrMo cone 12/14 SIZE 6 33989

TRY02-0007 DFN OPTIMUM STEM CEMENTED CoCrMo SIZE-1 COLLARED CoCrMo

TRY02-0008 DFN OPTIMUM STEM CEMENTED CoCrMo SIZE 2-COLLARED CoCrMo
TRY02-0009 DFN OPTIMUM STEM CEMENTED CoCrMo SIZE 3-COLLARED CoCrMo
TRY02-0010 DFN OPTIMUM STEM CEMENTED CoCrMo SIZE 4-COLLARED CoCrMo
TRY02-0011 DFN OPTIMUM STEM CEMENTED CoCrMo SIZE 5-COLLARED CoCrMo
TRY02-0012 DFN OPTIMUM STEM CEMENTED CoCrMo SIZE 6-COLLARED CoCrMo
TRY02-0013 DFN OPTIMUM STEM CEMENTED CoCrMo SIZE 7-COLLARED CoCrMo

TRY02-0014 DFN STEM CEMENTED CoCrMo SIZE 8-COLLARED ] — CoCiMo__

"~ TRY02-0015 "DFN OPTIMUM STEM CEMENTED CoCrMo SIZE-1

TRY02-0016 DFN OPTIMUM STEM CEMENTED CoCrMo SIZE 2-COLLARLESS CoCrMo 33989
TRY02-0017 DFN OPTIMUM STEM CEMENTED CoCrMo SIZE 3-COLLARLESS CoCrMo 33989
TRY02-0018 DFN OPTIMUM STEM CEMENTED CoCrMo SIZE 4-COLLARLESS CoCrMo 33989
TRY02-0019 DFN OPTIMUM STEM CEMENTED CoCrMo SIZE 5-COLLARLESS CoCrMo 33989
TRY02-0020 DFN OPTIMUM STEM CEMENTED CoCrMo SIZE 6-COLLARLESS CoCrMo 33989
TRY02-0021 DFN OPTIMUM STEM CEMENTED CoCrMo SIZE 7-COLLARLESS CoCrMo 33989

TRY02-0022 _DFN OPTIMUM STEM CEMENTED CoCrMoSIZE%—COLLARLESS S _CoCiMo 33989

TRY02-0023 "DFN_FEMORAL CALCAR CEMENTED HIP STEM 10 mm 25 mmCoCrMo " CoCrMo 33989

TRY02-0024 DFN_FEMORAL CALCAR CEMENTED HIP STEM 10 mm 35 mm CoCrMo CoCrMo 33989
TRY02-0025 DFN_FEMORAL CALCAR CEMENTED HIP_STEM 10 mm 45 mm CoCrMo CoCrMo 33989
TRY02-0026 DFN_FEMORAL CALCAR CEMENTED HIP STEM 12 mm 25 mm CoCtMo CoCiMo 33989
TRY02-0027 DFN_FEMORAL CALCAR CEMENTED HIP STEM 12 mm 35 mm CoCrMo CoCrMo 33989
TRY02-0028 DFN_FEMORAL CALCAR CEMENTED HIP STEM 12 mm 45 mm CoCrMo CoCiMo 33989
TRY02-0029 DFN_FEMORAL CALCAR CEMENTED HIP STEM 14 mm 25 mm CoCrMo CoCrMo 33989
TRY02-0030 DFN_FEMORAL CALCAR CEMENTED HIP STEM 14 mm 35 mm CoCrMo CoCrMo 33989
TRY02-0031 DFN_FEMORAL CALCAR CEMENTED HIP STEM 14 mm 45 mm CoCrMo CoCrMo 33989
TRY02-0032 DFN_FEMORAL CALCAR CEMENTED HIP STEM 16 mm 25 mm CoCrMo CoCrMo 33989
TRY02-0033 DFN_FEMORAL CALCAR CEMENTED HIP STEM 16 mm 35 mm CoCrMo CoCiMo 33989
TRY02-0034 DFN_FEMORAL CALCAR CEMENTED HIP STEM 16 mm 45 mm CoCtMo CoCrMo 33989
TRY02-0035 Z- DFN STEM POROUS+HA TI -2/ 127
TRY02-0036 Z- DFN STEM POROUS+HA TI-1/129
TRY02-0037 Z- DFN STEM POROUS+HA TI 0/132
TRY02-0038 Z- DFN STEM POROUS+HA TI 1/136
TRY02-0039 Z-DFN STEM POROUS+HA TI 2/140
TRY02-0040 Z- DFN STEM POROUS+HA T1 3/144
TRY02-0041 Z- DFN STEM POROUS+HA TI 4/148
TRY02-0042 Z- DFN STEM POROUS+HA T15/153
TRY02-0043 Z- DFN STEM POROUS+HA T1 6/157
TRY02-0044 Z- DFN STEM POROUS+HA T17/164
TRY02-0045 Z- DFN STEM POROUS+HA TI 8/168
TRY02-0046 Z-DFN STEM POROUS+HA T19/176
RY02-0047 7- DFN STEM POROUS+HA TI 10/181
TRY02-0048 Z- DFN-L STEM POROUS+HA TI-2/ 127
TRY02-0049 Z-DFN-L STEM POROUS+HA T1 -1/129
TRY02-0050 Z- DFN-L STEM POROUS+HA T1 0/132
TRY02-0051 7 DFN-L STEM POROUS+HA TI 1/136
TRY02-0052 Z-DFN-L STEM POROUS+HA TI1 2/140
TRY02-0053 Z- DFN-L STEM POROUS+HA T1 3/144
TRY02-0054 Z- DFN-L STEM POROUS+HA TI 4/148
TRY02-0055 Z- DFN-L STEM POROUS+HA TI 5/153
TRY02-0056 Z- DEN-L STEM POROUS+HA T1 6/157
TRY02-0057 Z-DFN-L STEM POROUS+HA T1 7/164
TRY02-0058 Z-DFN-L STEM POROUS+HA T1 8/168
TRY02-0059 Z-DFN-L STEM POROUS+HA T1 9/176
TRY02-0060 Z-DFN-L STEM POROUS+HA T1 10/181
TRY02-0061 Z- DFN-A STEM POROUS+HA TI 3/195
TRY02-0062 Z- DFN-A STEM POROUS+HA TI 4/200
TRY02-0063 Z- DFN-A STEM POROUS+HA TI 5/206
TRY02-0064 Z- DFN-A STEM POROUS+HA T1 6/212
TRY02-0065 Z-DFN-A STEM POROUS+HA T17/218
TRY02-0066 Z-DFN-A STEM POROUS+HA T1 8/224
TRY02-0067 Z- DFN-A STEM POROUS+HA T1 9/230
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This document containing 4 (four) pages is the Annex of the Certificate with the number
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according to 93/42/EEC Medical Devices Directive

TRY02-0068 [ Z- DFN-A STEM POROUS+HA T 10/237
TRY02-0069 7- DFN-A STEM POROUS+HA T1 117243
TRY02-0070 DFN OPTIMUM STEM CEMENTLESS CoCrMo-POROUS+HA SIZE-1
TRY02-0071 DFN OPTIMUM STEM CEMENTLESS CoCrMo-POROUS+HA SIZE 2
TRY02-0072 DFN OPTIMUM STEM CEMENTLESS CoCrMo-POROUS+HA SIZE 3
TRY02-0073 DFN OPTIMUM STEM CEMENTLESS CoCrMo-POROUS+HA SIZE 4
TRY02-0074 DFN OPTIMUM STEM CEMENTLESS CoCrMo-POROUS+HA SIZE 5
TRY02-0075 DFN OPTIMUM STEM CEMENTLESS CoCrMo-POROUS+HA SIZE 6
TRY02-0076 DFN OPTIMUM STEM CEMENTLESS CoCrMo-POROUS+HA SIZE 7
TRY02-0077 DFN OPTIMUM STEM CEMENTLESS CoCrMo-POROUS+HA SIZE 8
TRY02-0078 DFN OPTIMUM STEM CEMENTLESS CoCrMo-POROUS+HA SIZE 9
TRY02-00 DFN OPTIMUM STEM CEMENTLESS CoCrMo-POROUS+HA SIZE 10
TRY02-0080 DFN _FEMORAL CALCAR CEMENTLES HIP STEM 10 mm 25 mm CoCrMo POROUS+HA
TRY02-0081 DFN_FEMORAL CALCAR CEMENTLES HIP STEMI0 mm 35 mm CoCrMo POROUS+HA
TRY02-0082 DFN_FEMORAL CALCAR CEMENTLES HIP STEM10 mm 45 mm CoCrMo POROUS+HA
TRY02-0083 DFN_FEMORAL CALCAR CEMENTLES HIP STEMI2 mm 25 mm CoCrMo POROUS+HA
TRY02-0084 DFN_FEMORAL CALCAR CEMENTLES HIP STEMI2 mm 35 mm CoCrMo POROUS+HA
TRY02-0085 DFN_FEMORAL CALCAR CEMENTLES HIP STEMI2 mm 45 mm CoCrMo POROUS+HA
TRY02-0086 DFN_FEMORAL CALCAR CEMENTLES HIP STEMI4 mm 25 mm CoCrMo POROUS+HA
TRY02-0087 DFN_FEMORAL CALCAR CEMENTLES HIP_STEMI4 mm 35 mm CoCrMo POROUS+HA
TRY02-0088 DFN_FEMORAL CALCAR CEMENTLES HIP_STEM14 mm 45 mm CoCrMo POROUS+HA
TRY02-0089 DFN_FEMORAL CALCAR CEMENTLES HIP STEMIG mm 25 mm CoCrMo POROUS+HA
TRY02-0090 DFN_FEMORAL CALCAR CEMENTLES HIP_STEMI16 mm 35 mm CoCrMo POROUS+HA
TRY02-0091 DFN FEMORAL CALCAR CEMENTLES HIP STEM16 mm 45 mm CoCrMo POROUS+HA
TRY02-0092 DFN_ BIPOLAR SHELL-LINER CoCrMo 22mm SIZE 38
TRY02-0093 DFN_BIPOLAR SHELL-LINER CoCrMo 22 mm SIZE 39
TRY02-0094 DFN_BIPOLAR SHELL-LINER CoCrMo 28 mm SIZE 40
TRY02-0095 DFN_BIPOLAR SHELL-LINER CoCrMo 28 mm SIZE 41
TRY02-0096 DFN_BIPOLAR SHELL-LINER CoCrMo 28 mm SIZE 42
TRY02-0097 DFN_BIPOLAR SHELL-LINER CoCrMo 28 mm SIZE 43
TRY02-0098 DFN_BIPOLAR SHELL-LINER CoCrMo 28 mm SIZE 44
TRY02-0099 DFN_BIPOLAR SHELL-LINER CoCrMo 28 mm SIZE 45
TRY02-0100 DFN_BIPOLAR SHELL-LINER CoCrMo 28 mm SIZE 46
TRY02-0101 DFN_BIPOLAR SHELL-LINER CoCrMo 28 mm SIZE 47
TRY02-0102 DFN_BIPOLAR SHELL LINER CoCrMo 28 mm SIZE 48
TRY02-0103 DFN_BIPOLAR SHELL LINER CoCrMo 28 mm SIZE 49
TRY02-0104 DFN_BIPOLAR SHELL-LINER CoCrMo 28 mm SIZE 50
TRY02-0105 DFN_BIPOLAR SHELL-LINER CoCrMo 28 mm SIZE 51
TRY02-0106 DFN_BIPOLAR SHELL LINER CoCrMo 28 mm SIZE 52
TRY02-0107 DFN_BIPOLAR SHELL LINER CoCrMo 28 mm SIZE 53
TRY02-0108 DFN BIPOLAR SHELL-LINER CoCrMo 28 mm SIZE 54
TRY02-0109 DFN_BIPOLAR SHELL-LINER CoCrMo 28 mm SIZE 55
TRY02-0110 DFN_BIPOLAR SHELL-LINER CoCrMo 28 mm SIZE 56
TRY02-0111 DFN_BIPOLAR SHELL-LINER CoCrMo 28 mm SIZE 57
TRY02-0112 DFN_BIPOLAR SHELL-LINER CoCrMo 28 mm SIZE 58
TRY02-0113 DFN_BIPOLAR SHELL-LINER CoCrMo 28 mm SIZE 59
TRY02-0114 DFN_BIPOLAR SHELL-LINER CoCrMo 28 mm SIZE 60
TRY02-0115 DFN_BIPOLAR SHELL-LINER CoCrMo 28 mm SIZE 61
— TRY020116 | DFN BIPOLAR SHELL-LINER CoCrMo 28 mm SIZE62
TRY02-0117 DFN METAL BALL HEAD CoCrMo 22mm cone 12/14 SIZE 0
TRY02-0118 DFN METAL BALL HEAD CoCrMo 22 mm cone 12/14 SIZE +4
_TRY02-0119 | DFN METAL BALL HEAD CoCrMo 22 mm cone 12/14 SIZE +8
TRY02-0120 DFN METAL BALL HEAD CoCrMo 28 mm cone 12/14 SIZE -3
TRY02-0121 DFN METAL BALL HEAD CoCrMo 28 mm cone 12/14 SIZE 0
TRY02-0122 DFN METAL BALL HEAD CoCrMo 28 mm cone 12/14 SIZE +4
TRY02-0123 DFN METAL BALL HEAD CoCrMo 28 mm cone 12/14 SIZE +8
TRY02-0124 DFN METAL BALL HEAD CoCrMo 28 mm cone 12/14 SIZE +12
TRY02-0125 DFN METAL BALL HEAD CoCrMo 28 mm cone 12/14 SIZE +16
TRY02-0126 DFN METAL BALL HEAD CoCrMo 32 mm cone 12/14 SIZE -3
TRY02-0127 DFN METAL BALL HEAD CoCrMo 32 mm cone 12/14 SIZE 0
TRY02-0128 DFN METAL BALL HEAD CoCrMo 32 mm cone 12/14 SIZE +4
TRY02-0129 DFN METAL BALL HEAD CoCrMo 32 mm cone 12/14 SIZE +8
TRY02-0130 DFN METAL BALL HEAD CoCrMo 32 mm cone 12/14 SIZE +12
TRY02-0131 DFN METAL BALL HEAD CoCrMo 32 mm cone 12/14 SIZE +16
TRY02-0132 DFN METAL BALL HEAD CoCrMo 36 mm cone 12/14 SIZE -3
TRY02-0133 DFN METAL BALL HEAD CoCrMo 36 mm cone 12/14 SIZE 0
TRY02-0134 DFN METAL BALL HEAD CoCrMo 36 mm cone 12/14 SIZE +4
TRY02-0135 DFN METAL BALL HEAD CoCrMo 36 mm cone 12/14 SIZE +8
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TRY02-0136 [ DFN METAL BALL HEAD CoCrMo 36 mm cone 12/14 SIZE +12 | CoCrMo | 33175 |
TRY02-0137 DFN METAL BALL HEAD CoCiMo 36 mm cone 12/14 SIZE +16 CoCrMo 33175
TRY02-0138 DFN METAL BALL HEAD CoCrMo 40 mm cone 12/14 SIZE -3 CoCrMo 33175
TRY02-0139 DFN METAL BALL HEAD CoCrMo 40 mm cone 12/14 SIZE 0 CoCrMo 33175
TRY02-0140 DFN METAL BALL HEAD CoCrMo 40 mm cone 12/14 SIZE +4 CoCrMo 33175
TRY02-0141 DFN METAL BALL HEAD CoCrMo 40 mm cone 12/14 SIZE +8 CoCrMo 33175
TRY02-0142 DFN METAL BALL HEAD CoCrMo 40 mm cone 12/14 SIZE +12 CoCrMo 33175
TRY02-0143 DFN METAL BALL HEAD CoCrMo 40 mm cone 12/14 SIZE +16 CoCrMo 33175
TRY02-0144 DFN ACETABULAR POROUS+HA CUP TI SIZE 38 TIGALAV 43167
TRY02-0145 DFN ACETABULAR POROUS+HA CUP TI SIZE 40 TIGALAV 43167
TRY02-0146 DFN ACETABULAR POROUS+HA CUP TI SIZE 42 Ti6AL4V 43167
TRY02-0147 DFN ACETABULAR POROUS+HA CUP TI SIZE 44 TIGALAV 43167
TRY02-0148 DFN ACETABULAR POROUS+HA CUP TI SIZE 46 TIGALAV 43167
TRY02-0149 DFN ACETABULAR POROUS+HA CUP TI SIZE 48 TIGALAV 43167
TRY02-0150 DFN ACETABULAR POROUS+HA CUP TI SIZE 50 TIGALAV 43167
TRY02-0151 DFN ACETABULAR POROUS+HA CUP TI SIZE 52 TIGALAV 43167
TRY02-0152 DFN ACETABULAR POROUS+HA CUP TISIZE 54 TIGAL4V 43167
TRY02-0153 DFN ACETABULAR POROUS+HA CUP TI SIZE 56 TIGALAV 43167
TRY02-0154 DFN ACETABULAR POROUS+HA CUP TI SIZE 58 TIGAL4V 43167
TRY02-0155 DFN ACETABULAR POROUS+HA CUP TI SIZE 60 TIGAL4V 43167
TRY02-0156 DFN ACETABULAR POROUS+HA CUP TI SIZE 62 TIGAL4AV 43167
TRY02-0157 DFN ACETABULAR POROUS+HA CUP TI SIZE 64 TI6ALAV 43167
TRY02-0158 DFN ACETABULAR PORQUS+HA CUP TI SIZE 66 TIGALAV 43167
TRY02-0159 DFN ACETABULAR POROUS+HA CUP TI SIZE 68 TI6AL4V 43167
TRY02-0160 DFN ACETABULAR POROUS+HA CUP TI SIZE 70 TIGALAV 43167

TRY02-0161

_DFN ACETABULAR POROUSHA CUP TISIZE 72

DFN ACETABULAR LINER PE 922-0 DEG-SIZE 38/40 POLYETHYLENE

TRY02-0162

TRY02-0163 DFN ACETABULAR LINER PE ©22-10 DEG-SIZE 38/40 POLYETHYLENE 43168
TRY02-0164 DFN ACETABULAR LINER PE ©22-20 DEG-SIZE 38/40 POLYETHYLENE 43168
TRY02-0165 DFN ACETABULAR LINER PE ©28-0 DEG-SIZE 42/44 POLYETHYLENE 43168
TRY02-0166 DFN ACETABULAR LINER PE ©28-10 DEG-SIZE 42/44 POLYETHYLENE 43168
TRY02-0167 DFN ACETABULAR LINER PE_028-20 DEG-SIZE 42/44 POLYETHYLENE 43168
TRY02-0168 DFN ACETABULAR LINER PE ©28-0 DEG-SIZE 46/50 POLYETHYLENE 43168
TRY02-0169 DFN ACETABULAR LINER PE ©28-10 DEG-SIZE 46/50 POLYETHYLENE 43168
TRY02-0170 DFN ACETABULAR LINER PE 928-20 DEG-SIZE 46/50 POLYETHYLENE 43168
TRY02-0171 DFN ACETABULAR LINER PE ©28-0 DEG-SIZE 52/58 POLYETHYLENE 43168
TRY02-0172 DFN ACETABULAR LINER PE 928-10 DEG-SIZE 52/58 POLYETHYLENE 43168
TRY02-0173 DFN ACETABULAR LINER PE ©28-20 DEG-SIZE 52/58 POLYETHYLENE 43168
TRY02-0174 DFN ACETABULAR LINER PE ©28-0 DEG-SIZE 60/70 POLYETHYLENE 43168
TRY02-0175 DFN ACETABULAR LINER PE $28-10 DEG-SIZE 60/70 POLYETHYLENE 43168
TRY02-0176 DFN ACETABULAR LINER PE ©28-20 DEG-SIZE 60/70 POLYETHYLENE 43168
TRY02-0177 DFN ACETABULAR LINER PE 932-0 DEG-SIZE 52/58 POLYETHYLENE 43168
TRY02-0178 DFN ACETABULAR LINER PE 932-10 DEG-SIZE 52/58 POLYETHYLENE 43168
TRY02-0179 DFN ACETABULAR LINER PE ©32-20 DEG-SIZE 52/58 POLYETHYLENE 43168
TRY02-0180 DFN ACETABULAR LINER PE 932-0 DEG-SIZE 60/70 POLYETHYLENE 43168
TRY02-0181 DFN ACETABULAR LINER PE 9932-10 DEG-SIZE 60/70 POLYETHYLENE 43168
TRY02-0182 DFN ACETABULAR LINER PE ©32-20 DEG-SIZE 60/70 POLYETHYLENE 43168
TRY02-0183 DFN ACETABULAR LINER PE ©36-0 DEG-SIZE 60/70 POLYETHYLENE 43168
TRY02-0184 DFN ACETABULAR LINER PE ©36-10 DEG-SIZE 60/70 POLYETHYLENE 43168
TRY02-0185 DFN ACETABULAR LINER PE ©36-20 DEG-SIZE 60/70 POLYETHYLENE 43168
TRY02-0186 DFN FEMORAL BONE PLUG SIZE 10 POLYETHYLENE 61271
TRY02-0187 DFN FEMORAL BONE PLUG SIZE 11 POLYETHYLENE 61271
TRY02-0188 DFN FEMORAL BONE PLUG SIZE 12 POLYETHYLENE 61271
TRY02-0189 DFN FEMORAL BONE PLUG SIZE 13 POLYETHYLENE 61271
TRY02-0190 DFN FEMORAL BONE PLUG SIZE 14 POLYETHYLENE 61271
TRY02-0191 DFN FEMORAL BONE PLUG SIZE 15 POLYETHYLENE 61271

_TRY020192 ______| DFNFEMORALBONEPLUGSIZEIS L POLYETHVLENE L

TRY02-0193 _ " POLYETHYLENE |

DFN DISTAL CENTRALISER SIZE 1-2 61271
TRY02-0194 DFN DISTAL CENTRALISER SIZE 3 POLYETHYLENE 61271
TRY02-0195 DFN DISTAL CENTRALISER SIZE 4 POLYETHYLENE 61271
TRY02-0196 DFN DISTAL CENTRALISER SIZE 5 POLYETHYLENE 61271
TRY02-0197 DFN DISTAL CENTRALISER SIZE 6 POLYETHYLENE 61271
TRY02-0198 DFN DISTAL CENTRALISER SIZE 7 POLYETHYLENE 61271
TRY02-0199 DFN DISTAL CENTRALISER SIZE 8 POLYETHYLENE 61271
TRY02-0200 DFN CALCAR DISTAL CENTRALISER SIZE 10 POLYETHYLENE 61271
TRY02-0201 DFN CALCAR DISTAL CENTRALISER SIZE 12 POLYETHYLENE 61271
TRY02-0202 DFN CALCAR DISTAL CENTRALISER SIZE 14 POLYETHYLENE 61271
TRY02-0203 DFN CALCAR DISTAL CENTRALISER SIZE 16 POL 61271
TRY02-0204 DFN SCREW Ti SIZE 15mm 46646
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This document containing 4 (four) pages is the Annex of the Certificate with the number

\ >4
/:f& M.2021.106.14337-1 and with the registration date of 01.03.2021 issued for “Troymed

- Medikal Ticaret Limited Sirketi” by UDEM Uluslararasi Belgelendirme Denetim Egitim

DEM  Merkezi San. ve Tic. AS. that is giving service as Notified Body with the ID No: 2292
according to 93/42/EEC Medical Devices Directive
TRY02-0205 DFN SCREW Ti SIZE 20mm TI6ALAV 46646
TRY02-0206 DFN SCREW Ti SIZE 25mm TI6ALAV 46646
TRY02-0207 DFN SCREW Ti SIZE 30mm TI6ALAV 46646
TRY02-0208 DFN SCREW Ti SIZE 35mm TIGAL4AV 46646
TRY02-0209 DFN SCREW Ti SIZE 40mm Ti6ALAV 46646
TRY02-0210 DFN SCREW Ti SIZE 45mm TI6AL4AV 46646
TRY02-0211 DFN SCREW Ti SIZE 50mm Ti6ALAV 46646
TRY02-0212 DFN SCREW Ti SIZE 55mm TI6AL4AV 46646
TRY02-0213 DFN SCREW Ti SIZE 60mm TI6ALAV 46646
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