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ANNEX1 FORMTO LIST CLASS 1 CELL, TISSUE OR GENE THERAPY PRODUCTS
Product Notification No. CTGT0013N
S/N | Product Owner Product Name Product Name & Address of Country of Notification
Code Manufacturing Site Manufacturer Number
(applicable for
notified
product s)

CTS, 2900 College Drive

1 CTS Cloward Dowel 1030-12 Kettering, Ohio 45420 USA
CTS, 2900 College Drive

2 CTS Cancellous Plug 6mm 2275-45 Kettering, Ohio 45420 USA
CTS, 2900 College Drive

3 CTS Cancellous Plug 8mm 2276-45 Kettering, Ohio 45420 USA
CTS, 2900 College Drive

4 CTS Cancellous Plug 10mm 2277-45 Kettering, Ohio 45420 USA
- . CTS, 2900 College Drive

5 CTS Tibia, Distal (R/L), Frozen 1180-14 Kettering, Ohio 45420 USA
- . CTS, 2900 College Drive

6 CTS Tibia, Prox. w/Tuberosity (R/L), Frozen 1182-14 Kettering, Ohio 45420 USA
. _ CTS, 2900 College Drive

7 CTS Fibula, Segment <=5cm 1008-12 Kettering, Ohio 45420 USA
. CTS, 2900 College Drive

8 CTS Fibula, Segment 6-10 cm 1007-12 Kettering, Ohio 45420 USA
. . CTS, 2900 College Drive

9 CTS Tri-Cortical Block 1032-12 Kettering, Ohio 45420 USA
. CTS, 2900 College Drive

10 CTS Femoral Head w/o Cartilage, Frozen 1005-14 Kettering, Ohio 45420 USA
. CTS, 2900 College Drive

1 CTS Femoral Head, Hemi, Frozen 1440-14 Kettering, Ohio 45420 USA
. CTS, 2900 College Drive

12 CTS Femur, Distal (R/L), Frozen 1139-14 Kettering, Ohio 45420 USA
CTS, 2900 College Drive

13 CTS Femur, Prox. w/Head (R/L), Frozen 1141-14 Kettering, Ohio 45420 USA
CTS, 2900 College Drive

14 CTS Cancellous, Crushed 15.0 cc 1003-12 Kettering, Ohio 45420 USA

15 cTS Gracilis (W), Frozen 1009-14 | CTS, 2900 College Drive USA

Kettering, Ohio 45420
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CTS, 2900 College Drive

16 CTS Semitendinosus (W), Frozen 1014-14 Kettering, Ohio 45429 USA
17 cTS Tibialis Anterior (W), Frozen 1020-14 C;Z’éggg, %‘::igfs‘?zrg’e USA
18 cTS Tibalis Posterior (W), Frozen 1021-14 C;Z'é;‘?gg, %‘ﬂ:ﬁ%%f;g’e USA
19 CTS Cancellous, Crushed 30.0 cc 1024-12 le{éﬁfg, %‘::igfs‘?zrg’e USA
20 CTS Achilles Tendon w/Bone, Frozen 1025-14 C;Z'é;‘?gg, %‘ﬂ:ﬁ%%f;g’e USA
21 CTS Tri-Cortical Block =< 1.0 cm 1031-12 C;Z’éggg, %‘::igfs‘?zrg’e USA
22 CTS Tri-Cortical Block 1.5 - 1.9 cm 1033-12 C;Z'é;‘?gg, %‘ﬂ:ﬁ%%f;g’e USA
23 CTS Tri-Cortical Block 2.0 - 2.9 cm 1034-12 C;Z’éggg, %‘::igfs‘?zrg’e USA
24 CTS Tri-Cortical Block 3.0 - 3.9 cm 1035-12 C;Z'é;‘?gg, %‘ﬂ:ﬁ%%f;g’e USA
25 cTS Tri-Cortical Block 4.0 - 4.9 cm 1036-12 C;Z’éggg, %‘::igfs‘?zrg’e USA
26 CTS Tri-Cortical Block >=5.0 cm 1037-12 C;Z'é;‘?gg, %‘ﬂ:ﬁ%%f;g’e USA
27 cTS Achilles Tendon w/o Bone, Frozen 1085-14 C;Z’éggg, %‘::igfs‘?z”(‘)’e USA
28 CTS Cancellous, Coarse 15.0 cc 1102-12 C;Z'é;‘?gg, %‘:1'5948522”(‘)’6 USA
29 CTS Cancellous, Coarse 30.0 cc 1103-12 C;Z’éggg, %‘::igfs‘?z”(‘)’e USA
30 cTS Pelvis, Hemi (R/L) 1168-14 C;Z'é;‘?gg, %‘:1'5948522”(‘)’6 USA
31 CTS Peroneus Longus, Frozen 1170-14 C;Sttjgr?g %?::§94954D£B/e USA
32 cTS Cancellous Block (1.7-2.2 X 2.5-3.5 cm) 1287-12 C;Z'é;‘?gg, %‘:1'5948522”(‘)’6 USA
33 CTS Tri Cortical Block 1442-12 le{éﬁfg, %‘::igfs‘?z”(‘)’e USA
34 CTS Semitendinosus (Single Strand), Frozen 1824-14 CTS, 2900 College Drive USA

Kettering, Ohio 45420




Version: ATPB-AN-001-000
March 2021

CTS, 2900 College Drive

35 CTS Maxxeus DBM 10.0 cc 2018-40 Kettering, Ohio 45420 USA
CTS, 2900 College Drive

36 CTS E-Wedge 6mm 2290-12 Kettering, Ohio 45420 USA
CTS, 2900 College Drive

37 CTS E-Wedge 8mm 2291-12 Kettering, Ohio 45420 USA
CTS, 2900 College Drive

38 CTS E-Wedge 12mm 2293-12 Kettering, Ohio 45420 USA
CTS, 2900 College Drive

39 CTS Cot-Wedge 7mm 2296-12 Kettering, Ohio 45420 USA
CTS, 2900 College Drive

40 CTS Cot-Wedge 8mm 2297-12 Kettering, Ohio 45420 USA
. CTS, 2900 College Drive

41 CTS Achilles Tendon w/Bone (asp), Frozen 2336-13 Kettering, Ohio 45420 USA
. CTS, 2900 College Drive

42 CTS Achilles, Pre-Shaped 9mm (asp), Frozen 2338-13 Kettering, Ohio 45420 USA
. CTS, 2900 College Drive

43 CTS Achilles, Pre-Shaped 10mm (asp), Frozen 2339-13 Kettering, Ohio 45420 USA
. CTS, 2900 College Drive

44 CTS Achilles, Pre-Shaped 11mm (asp), Frozen 2340-13 Kettering, Ohio 45420 USA
. CTS, 2900 College Drive

45 CTS Patellar Lig, Pre-Shaped 10mm (asp), Frozen 2345-13 Kettering, Ohio 45420 USA
CTS, 2900 College Drive

46 CTS Peroneus Longus (asp) , Frozen 2347-13 Kettering, Ohio 45420 USA
. . CTS, 2900 College Drive

47 CTS Semitendinosus (asp), Frozen 2349-13 Kettering, Ohio 45420 USA
- . CTS, 2900 College Drive

48 CTS Tibialis Anterior (asp), Frozen 2351-13 Kettering, Ohio 45420 USA
_ . CTS, 2900 College Drive

49 CTS Tibialis Posterior (asp), Frozen 2352-13 Kettering, Ohio 45420 USA

Berkeley Advance

50 CcTS Maxxeus DBM 1.0 cc 2666-40 | Siomaterials, 2800 Seventh USA

Street, Berkeley, California
94710
Berkeley Advance
51 CcTS Maxxeus DBM 2.5 cc 2667-40 | Biomaterials, 2800 Seventh USA

Street, Berkeley, California

94710
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Berkeley Advance
Biomaterials, 2800 Seventh

52 CTs Maxxeus DBM 5.0 cc 2668-40 Street, Berkeley, Califomnia USA
94710
Berkeley Advance
53 CcTs Maxxeus DBM 10.0 cc 2669-40 | Blomaterials, 2800 Seventh USA

Street, Berkeley, California
94710




