“TERUMO

Terumo Europe N.V. Date: October 2024

Researchpark Haasrode 1520
Interleuvenlaan 40

3001 Leuven, Belgium

Tel.: +32 16 38 12 11

Fax: +32 16 40 02 49

www.terumo-europe.com

Subject: Notification of Code addition — Radifocus Guide Wire M

Dear,

With this letter we would like to inform you that to ensure business continuity of our Radifocus Guide Wire M,

additional codes manufactured in TC — Ashitaka Factory and Terumo Vietnam Corporation will be available.

As these codes are already in scope of the current Declaration of Conformity’s item code matrix, there is no

update on the applicable documents.

In Annex | you will find the full list of codes manufactured by both TC — Ashitaka Factory and Terumo Vietnam
Corporation.
Please note: Not all codes might be available for order in your Country/Region, for any specific

questions on codes availability please contact the Product Manager.

Regarding this code addition, we would like to ask your support to perform the necessary actions in your

country(ies). In case additional documents might be needed please share the list with us by mail.

Thank you for taking the time to take the necessary actions, and for sharing with us the confirmation once the

actions are completed.
Should you need more information, please do not hesitate to contact me.

Thank you in advance

Best regards,

Valeria Piattelli

Regulatory Affairs Specialist

Terumo Europe N.V.
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Annex |- List of codes.

Item codes manufactured in Terumo Corporation — Ashitaka Factory

1. RF*GA18083M
2. RF*GA18153M
3. RF*GA18183M
4. RF*GA18263M
5. RF*GA18303M
6. RF*GS18153M
7. RF*GS18183M
8. RF*GS18263M
9. RF*PA18183M
10. RF*PA18263M
11. RF*PA18453M
12. RF*GA25153M
13. RF*GA25183M
14. RF*GA25263M
15. RF*GS25153M
16. RF*GS25263M
17. RF*PA25153M
18. RF*PA25263M
19. RF*GA32153M
20. RF*GA32183M
21. RF*GA32263M
22. RF*GS32153M
23. RF*GS32263M
24. RF*PA32183M
25. RF*GA35083M
26. RF*GA35123M
27. RF*GA35153M
28. RF*GA35155M
29. RF*GA35158M
30. RF*GA35183M
31. RF*GA35188M
32. RF*GA35223M
33. RF*GA35263M
34. RF*GA35303M
35. RF*GA35353M
36. RF*GA35403M
37. RF*GA35453M
38. RF*GB35153M
39. RF*GB35353M
40. RF*GB35403M
41. RF*GB35453M
42. RF*GE35185M
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43. RF*GE35188M
44. RF*GR35153M
45. RF*GR35183M
46. RF*GR35263M
47. RF*GR35353M
48. RF*GR35403M
49. RF*GR35453M
50. RF*GS35153M
51. RF*GS35158M
52. RF*GS35183M
53. RF*GS35263M
54. RF*GS35303M
55. RF*GS35353M
56. RF*GS35403M
57. RF*GS35453M
58. RF*HA35153M
59. RF*HN35183M
60. RF*HR35183M
61. RF*HR35303M
62. RF*PA35083M
63. RF*PA35153M
64. RF*PA35183M
65. RF*PA35188M
66. RF*PA35263M
67. RF*PA35303M
68. RF*PA35353M
69. RF*PA35403M
70. RF*PA35453M
71. RF*PR35353M
72. RF*PR35403M
73. RF*PR35453M
74. RF*PS35153M
75. RF*PS35183M
76. RF*PS35263M
77. RF*PS35353M
78. RF*PS35403M
79. RF*PS35453M
80. RF*GA38153M
81. RF*GA38183M
82. RF*GA38263M
83. RF*GS38153M
84. RF*GS38263M
85. RF*PA38153M
86. RF*PS38153M
87. RF*GV35151M
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88. RE*GK35153M
89. RE*GK35183M
90. RE*GL35153M
91. RE*GL35183M
92. RF*RA10188TM
93. RF*RB10188TM
94. RF*RA14188TM
95. RF*RB14188TM
96. RF*RA16188TM
97. RF*RB16188TM
98. RF*RA18188TM
99. RF*RB18188TM

Item codes manufactured in Terumo Vietnam Corporation

1. RF+GA18083M
2. RF+GA18153M
3. RF+GA18183M
4. RF+GA18263M
5. RF+GS18153M
6. RF+GS18183M
7. RF+GS18263M
8. RF+PA18183M
9. RF+PA18263M
10. RF+GA25153M
11. RF+GA25183M
12. RF+GA25263M
13. RF+GS25153M
14. RF+GS25183M
15. RF+GS25263M
16. RF+PA25153M
17. RF+PA25263M
18. RF+GA32153M
19. RF+GA32183M
20. RF+GA32263M
21. RF+GS32153M
22. RF+GS32183M
23. RF+GS32263M
24. RF+PA32183M
25. RF+PA32263M
26. RF+PS32153M
27. RF+GA35083M
28. RF+GA35123M
29. RF+GA35153M
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30. RF+GA35155M
31. RF+GA35158M
32. RF+GA35183M
33. RF+GA35188M
34. RF+GA35223M
35. RF+GA35263M
36. RF+GS35153M
37. RF+GS35158M
38. RF+GS35183M
39. RF+GS35223M
40. RF+GS35263M
41. RF+HA35153M
42. RF+HA35263M
43. RF+PA35083M
44. RF+PA35153M
45. RF+PA35183M
46. RF+PA35188M
47. RF+PA35263M
48. RF+PS35153M
49. RF+PS35183M
50. RF+PS35263M
51. RF+GA38153M
52. RF+GA38158M
53. RF+GA38183M
54. RF+GA38263M
55. RF+GS38153M
56. RF+GS38183M
57. RF+GS38263M
58. RF+PA38153M
59. RF+PA38183M
60. RF+PS38153M
61. RF*GA18053M
62. RF*GA18083M
63. RF*GA18153M
64. RF*GA18183M
65. RF*GA18223M
66. RF*GA18263M
67. RF*GS18153M
68. RF*GS18183M
69. RF*GS18263M
70. RF*PA18153M
71. RF*PA18183M
72. RF*PA18263M
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73. RF*GA25053M
74. RF*GA25123M
75. RF*GA25153M
76. RF*GA25183M
77. RF*GA25263M
78. RF*GS25123M
79. RF*GS25153M
80. RF*GS25183M
81. RF*GS25263M
82. RF*PA25153M
83. RF*PA25183M
84. RF*PA25263M
85. RF*PS25153M
86. RF*PS25263M
87. RF*GA32123M
88. RF*GA32153M
89. RF*GA32183M
90. RF*GA32263M
91. RF*GS32123M
92. RF*GS32153M
93. RF*GS32183M
94. RF*GS32263M
95. RF*PA32183M
96. RF*PA32263M
97. RF*PS32153M
98. RF*GA35053M
99. RF*GA35083M
100. RF*GA35123M
101. RF*GA35151M
102. RF*GA35153M
103. RF*GA35155M
104. RF*GA35158M
105. RF*GA35181M
106. RF*GA35183M
107. RF*GA35188M
108. RF*GA35223M
109. RF*GA35261M
110. RF*GA35263M
111. RF*GS35123M
112. RF*GS35151M
113. RF*GS35153M
114. RF*GS35155M
115. RF*GS35158M
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116. RF*GS35181M
117. RF*GS35183M
118. RF*GS35223M
119. RF*GS35261M
120. RF*GS35263M
121. RF*HA35153M
122. RF*HA35263M
123. RF*PA35083M
124. RF*PA35151M
125. RF*PA35153M
126. RF*PA35183M
127. RF*PA35188M
128. RF*PA35263M
129. RF*PS35083M
130. RF*PS35153M
131. RF*PS35183M
132. RF*PS35263M
133. RF*GA38151M
134. RF*GA38153M
135. RF*GA38158M
136. RF*GA38183M
137. RF*GA38223M
138. RF*GA38263M
139. RF*GS38151M
140. RF*GS38153M
141. RF*GS38183M
142. RF*GS38263M
143. RF*PA38153M
144. RF*PA38183M
145. RF*PA38263M
146. RF*PS38083M
147. RF*PS38153M
148. RF*PS38183M

If you feel we have missed something important, please come back to us as soon as possible.
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