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ANNEX1 FORMTO LIST CLASS 1 CELL, TISSUE OR GENE THERAPY PRODUCTS
Product Notification No. CTGT0047N
S/N | Product Owner Product Name Product Code Name & Address of Country of Notification
Manufacturing Site Manufacturer Number
(applicable for
notified
product s)
1 Musculoskeletal FlexHD STRUCTURAL —1cm x 2 cm 470102 Musculoskeletal Transplant United States
Transplant Foundation, 125 May Street,
Foundation Suite 300, Edison, New Jersey
08837, United States
2 [Musculoskeletal FlexHD STRUCTURAL —2 cm x4 cm 470204 Musculoskeletal Transplant United States
Transplant Foundation, 125 May Street,
Foundation Suite 300, Edison, New Jersey
08837, United States
3 |Musculoskeletal FlexHD STRUCTURAL —3 cm x 7 cm 470307 Musculoskeletal Transplant United States
Transplant Foundation, 125 May Street,
Foundation Suite 300, Edison, New Jersey
08837, United States
4 |Musculoskeletal FlexHD STRUCTURAL —4 cm x 7 cm 470407 Musculoskeletal Transplant United States
Transplant Foundation, 125 May Street,
Foundation Suite 300, Edison, New Jersey
08837, United States
5 [Musculoskeletal FlexHD STRUCTURAL — 10 cm x 16 cm 471016 Musculoskeletal Transplant United States
Transplant Foundation, 125 May Street,
Foundation Suite 300, Edison, New Jersey
08837, United States
6 |Musculoskeletal FlexHD STRUCTURAL —1cm x 2 cm 471102 Musculoskeletal Transplant United States
Transplant Foundation, 125 May Street,
Foundation Suite 300, Edison, New Jersey
08837, United States
7  [Musculoskeletal FlexHD STRUCTURAL — 20 cm x 20 cm 471202 Musculoskeletal Transplant United States

Transplant
Foundation

Foundation, 125 May Street,
Suite 300, Edison, New Jersey
08837, United States




Version: ATPB-AN-001-000
March 2021

Musculoskeletal
Transplant
Foundation

FlexHD STRUCTURAL —2 cm x4 cm

471204

Musculoskeletal Transplant
Foundation, 125 May Street,
Suite 300, Edison, New Jersey
08837, United States

United States

Musculoskeletal
Transplant
Foundation

FlexHD STRUCTURAL — 12 cm x 24 cm

471224

Musculoskeletal Transplant
Foundation, 125 May Street,
Suite 300, Edison, New Jersey
08837, United States

United States

10

Musculoskeletal
Transplant
Foundation

FlexHD STRUCTURAL —20 cm x 25 cm

471225

Musculoskeletal Transplant
Foundation, 125 May Street,
Suite 300, Edison, New Jersey
08837, United States

United States

11

Musculoskeletal
Transplant
Foundation

FlexHD STRUCTURAL —20 cm x 30 cm

471230

Musculoskeletal Transplant
Foundation, 125 May Street,
Suite 300, Edison, New Jersey
08837, United States

United States

12

Musculoskeletal
Transplant
Foundation

FlexHD STRUCTURAL -3 cm -7 cm

471307

Musculoskeletal Transplant
Foundation, 125 May Street,
Suite 300, Edison, New Jersey
08837, United States

United States

13

Musculoskeletal
Transplant
Foundation

FlexHD STRUCTURAL —4 cm x 7 cm

471407

Musculoskeletal Transplant
Foundation, 125 May Street,
Suite 300, Edison, New Jersey
08837, United States

United States

14

Musculoskeletal
Transplant
Foundation

FlexHD STRUCTURAL —4 cm x 16 cm

471416

Musculoskeletal Transplant
Foundation, 125 May Street,
Suite 300, Edison, New Jersey
08837, United States

United States

15

Musculoskeletal
Transplant
Foundation

FlexHD STRUCTURAL —6 cm x 8 cm

471608

Musculoskeletal Transplant
Foundation, 125 May Street,
Suite 300, Edison, New Jersey
08837, United States

United States

16

Musculoskeletal
Transplant
Foundation

FlexHD STRUCTURAL —6 cm x 12 cm

471612

Musculoskeletal Transplant
Foundation, 125 May Street,
Suite 300, Edison, New Jersey
08837, United States

United States
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17

Musculoskeletal
Transplant
Foundation

FlexHD STRUCTURAL —6 cm x 16 cm

471616

Musculoskeletal Transplant
Foundation, 125 May Street,
Suite 300, Edison, New Jersey
08837, United States

United States

18

Musculoskeletal
Transplant
Foundation

FlexHD STRUCTURAL — 16 cm x 20 cm

471620

Musculoskeletal Transplant
Foundation, 125 May Street,
Suite 300, Edison, New Jersey
08837, United States

United States

19

Musculoskeletal
Transplant
Foundation

FlexHD STRUCTURAL —8 cm x 12 cm

471812

Musculoskeletal Transplant
Foundation, 125 May Street,
Suite 300, Edison, New Jersey
08837, United States

United States

20

Musculoskeletal
Transplant
Foundation

FlexHD STRUCTURAL —8 cm x 16 cm

471816

Musculoskeletal Transplant
Foundation, 125 May Street,
Suite 300, Edison, New Jersey
08837, United States

United States

21

Musculoskeletal
Transplant
Foundation

FlexHD STRUCTURAL — 10 cm x 16 cm

472016

Musculoskeletal Transplant
Foundation, 125 May Street,
Suite 300, Edison, New Jersey
08837, United States

United States

22

Musculoskeletal
Transplant
Foundation

FlexHD STRUCTURAL —8 cm x 12 cm

472812

Musculoskeletal Transplant
Foundation, 125 May Street,
Suite 300, Edison, New Jersey
08837, United States

United States

23

Musculoskeletal
Transplant
Foundation

FlexHD STRUCTURAL — 12 cm x 24 cm

472224

Musculoskeletal Transplant
Foundation, 125 May Street,
Suite 300, Edison, New Jersey
08837, United States

United States

24

Musculoskeletal
Transplant
Foundation

FlexHD STRUCTURAL — 20 cm x 25 cm

472225

Musculoskeletal Transplant
Foundation, 125 May Street,
Suite 300, Edison, New Jersey
08837, United States

United States

25

Musculoskeletal
Transplant
Foundation

FlexHD STRUCTURAL —4 cm x 7 cm

472407

Musculoskeletal Transplant
Foundation, 125 May Street,
Suite 300, Edison, New Jersey
08837, United States

United States
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26 |Musculoskeletal FlexHD STRUCTURAL — 16 cm x 20 cm 472620 Musculoskeletal Transplant United States
Transplant Foundation, 125 May Street,
Foundation Suite 300, Edison, New Jersey
08837, United States
27 |Musculoskeletal FlexHD STRUCTURAL —2 cm x4 cm 479204 Musculoskeletal Transplant United States
Transplant Foundation, 125 May Street,
Foundation Suite 300, Edison, New Jersey
08837, United States
28 [Musculoskeletal FlexHD STRUCTURAL —4 cm x 7 cm 479407 Musculoskeletal Transplant United States
Transplant Foundation, 125 May Street,
Foundation Suite 300, Edison, New Jersey
08837, United States
29 [Musculoskeletal FlexHD Diamond XL, Thick 4D1335 Musculoskeletal Transplant United States
Transplant Foundation, 125 May Street,
Foundation Suite 300, Edison, New Jersey
08837, United States
30 [Musculoskeletal FlexHD Diamond XL, Ultra Thick 4D2335 Musculoskeletal Transplant United States
Transplant Foundation, 125 May Street,
Foundation Suite 300, Edison, New Jersey
08837, United States
31 [Musculoskeletal FlexHD PLIABLE — 1 cm x 2 cm HP1102 Musculoskeletal Transplant United States
Transplant Foundation, 125 May Street,
Foundation Suite 300, Edison, New Jersey
08837, United States
32 [Musculoskeletal FlexHD PLIABLE —2 cm x 4 cm HP1204 Musculoskeletal Transplant United States
Transplant Foundation, 125 May Street,
Foundation Suite 300, Edison, New Jersey
08837, United States
33 [Musculoskeletal FlexHD PLIABLE — 4 cm x 12 cm HP1412 Musculoskeletal Transplant United States
Transplant Foundation, 125 May Street,
Foundation Suite 300, Edison, New Jersey
08837, United States
34 [Musculoskeletal FlexHD PLIABLE — 4 cm x 16 cm HP1416 Musculoskeletal Transplant United States

Transplant
Foundation

Foundation, 125 May Street,
Suite 300, Edison, New Jersey
08837, United States
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35

Musculoskeletal
Transplant
Foundation

FlexHD PLIABLE — 6 cm x 16 cm

HP1616

Musculoskeletal Transplant
Foundation, 125 May Street,
Suite 300, Edison, New Jersey
08837, United States

United States

36

Musculoskeletal
Transplant
Foundation

FlexHD PLIABLE — 8 cm x 16 cm

HP1816

Musculoskeletal Transplant
Foundation, 125 May Street,
Suite 300, Edison, New Jersey
08837, United States

United States

37

Musculoskeletal
Transplant
Foundation

FlexHD PLIABLE — 8 cm x 20 cm

HP1208

Musculoskeletal Transplant
Foundation, 125 May Street,
Suite 300, Edison, New Jersey
08837, United States

United States

38

Musculoskeletal
Transplant
Foundation

FlexHD PLIABLE — 12 cm x 20 cm

HP1220

Musculoskeletal Transplant
Foundation, 125 May Street,
Suite 300, Edison, New Jersey
08837, United States

United States

39

Musculoskeletal
Transplant
Foundation

FlexHD PLIABLE — 16 cm x 20 cm

HP1620

Musculoskeletal Transplant
Foundation, 125 May Street,
Suite 300, Edison, New Jersey
08837, United States

United States

40

Musculoskeletal
Transplant
Foundation

FlexHD PLIABLE — 6 cm x 16 cm

HP2616

Musculoskeletal Transplant
Foundation, 125 May Street,
Suite 300, Edison, New Jersey
08837, United States

United States

e

Musculoskeletal
Transplant
Foundation

FlexHD PLIABLE — 8 cm x16 cm

HP2816

Musculoskeletal Transplant
Foundation, 125 May Street,
Suite 300, Edison, New Jersey
08837, United States

United States

42

Musculoskeletal
Transplant
Foundation

FlexHD PLIABLE — 16 cm x 20 cm

HP2620

Musculoskeletal Transplant
Foundation, 125 May Street,
Suite 300, Edison, New Jersey
08837, United States

United States

43

Musculoskeletal
Transplant
Foundation

FlexHD PLIABLE — 20 cm x 20 cm

HP2202

Musculoskeletal Transplant
Foundation, 125 May Street,
Suite 300, Edison, New Jersey
08837, United States

United States
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44

Musculoskeletal
Transplant
Foundation

FlexHD PLIABLE 6 x 16 cm - Perforated

PF1616

Musculoskeletal Transplant
Foundation, 125 May Street,
Suite 300, Edison, New Jersey
08837, United States

United States

45

Musculoskeletal
Transplant
Foundation

FlexHD PLIABLE 8 x 16 cm - Perforated

PF1816

Musculoskeletal Transplant
Foundation, 125 May Street,
Suite 300, Edison, New Jersey
08837, United States

United States

46

Musculoskeletal
Transplant
Foundation

FlexHD PLIABLE 8 x 20 cm - Perforated

PF1208

Musculoskeletal Transplant
Foundation, 125 May Street,
Suite 300, Edison, New Jersey
08837, United States

United States

47

Musculoskeletal
Transplant
Foundation

FlexHD PLIABLE 12 x 20 cm - Perforated

PF1220

Musculoskeletal Transplant
Foundation, 125 May Street,
Suite 300, Edison, New Jersey
08837, United States

United States

48

Musculoskeletal
Transplant
Foundation

FlexHD PLIABLE 16 x 20 cm - Perforated

PF1620

Musculoskeletal Transplant
Foundation, 125 May Street,
Suite 300, Edison, New Jersey
08837, United States

United States

49

Musculoskeletal
Transplant
Foundation

FlexHD PLIABLE 20 x 20 cm - Perforated

PF1202

Musculoskeletal Transplant
Foundation, 125 May Street,
Suite 300, Edison, New Jersey
08837, United States

United States

50

Musculoskeletal
Transplant
Foundation

FlexHD PLIABLE 6 x 16 cm - Perforated

PF2616

Musculoskeletal Transplant
Foundation, 125 May Street,
Suite 300, Edison, New Jersey
08837, United States

United States

51

Musculoskeletal
Transplant
Foundation

FlexHD PLIABLE 8 x 16 cm - Perforated

PF2816

Musculoskeletal Transplant
Foundation, 125 May Street,
Suite 300, Edison, New Jersey
08837, United States

United States

52

Musculoskeletal
Transplant
Foundation

FlexHD PLIABLE 12 x 20 cm - Perforated

PF2220

Musculoskeletal Transplant
Foundation, 125 May Street,
Suite 300, Edison, New Jersey
08837, United States

United States
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53 |Musculoskeletal FlexHD PLIABLE 16 x 20 cm - Perforated PF2620 Musculoskeletal Transplant United States
Transplant Foundation, 125 May Street,
Foundation Suite 300, Edison, New Jersey
08837, United States
54 |Musculoskeletal FlexHD PLIABLE 20 x 20 cm - Perforated PF2202 Musculoskeletal Transplant United States
Transplant Foundation, 125 May Street,
Foundation Suite 300, Edison, New Jersey
08837, United States
55 [Musculoskeletal Pliable Shaped - XS 9 x 15 cm SP0001 Musculoskeletal Transplant United States
Transplant Foundation, 125 May Street,
Foundation Suite 300, Edison, New Jersey
08837, United States
56 [Musculoskeletal Pliable Shaped - XS 9 x 15 cm SP2001 Musculoskeletal Transplant United States
Transplant Foundation, 125 May Street,
Foundation Suite 300, Edison, New Jersey
08837, United States
57 [Musculoskeletal Pliable Shaped - Small 10 x 17 cm SP1500 Musculoskeletal Transplant United States
Transplant Foundation, 125 May Street,
Foundation Suite 300, Edison, New Jersey
08837, United States
58 [Musculoskeletal Pliable Shaped - Small 10 x 17 cm SP1502 Musculoskeletal Transplant United States
Transplant Foundation, 125 May Street,
Foundation Suite 300, Edison, New Jersey
08837, United States
59 [Musculoskeletal Pliable Shaped - Medium 11 x 20 cm SP0002 Musculoskeletal Transplant United States
Transplant Foundation, 125 May Street,
Foundation Suite 300, Edison, New Jersey
08837, United States
60 [Musculoskeletal Pliable Shaped - Medium 11 x 20 cm SP2002 Musculoskeletal Transplant United States
Transplant Foundation, 125 May Street,
Foundation Suite 300, Edison, New Jersey
08837, United States
61 [Musculoskeletal Pliable Shaped - Large 13 x 22 cm SP0003 Musculoskeletal Transplant United States

Transplant
Foundation

Foundation, 125 May Street,
Suite 300, Edison, New Jersey
08837, United States
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62 |Musculoskeletal Pliable Shaped - Large 13 x 22 cm SP2003 Musculoskeletal Transplant United States
Transplant Foundation, 125 May Street,
Foundation Suite 300, Edison, New Jersey
08837, United States
63 |Musculoskeletal Pliable Shaped - X - Large 15 x 24 cm SP0004 Musculoskeletal Transplant United States
Transplant Foundation, 125 May Street,
Foundation Suite 300, Edison, New Jersey
08837, United States
64 [Musculoskeletal Pliable Shaped - X - Large 15 x 24 cm SP2004 Musculoskeletal Transplant United States
Transplant Foundation, 125 May Street,
Foundation Suite 300, Edison, New Jersey
08837, United States
65 [Musculoskeletal Pliable Shaped PERF - XS -9 x 15 cm SF1000 Musculoskeletal Transplant United States
Transplant Foundation, 125 May Street,
Foundation Suite 300, Edison, New Jersey
08837, United States
66 [Musculoskeletal Pliable Shaped PERF - XS - 9 x 15 cm SF1002 Musculoskeletal Transplant United States
Transplant Foundation, 125 May Street,
Foundation Suite 300, Edison, New Jersey
08837, United States
67 [Musculoskeletal Pliable Shaped PERF - SM - 10 x 17 cm SF1500 Musculoskeletal Transplant United States
Transplant Foundation, 125 May Street,
Foundation Suite 300, Edison, New Jersey
08837, United States
68 [Musculoskeletal Pliable Shaped PERF - SM - 10 x 17 cm SF1502 Musculoskeletal Transplant United States
Transplant Foundation, 125 May Street,
Foundation Suite 300, Edison, New Jersey
08837, United States
69 [Musculoskeletal Pliable Shaped PERF - MD - 11 x 20 cm SF2000 Musculoskeletal Transplant United States
Transplant Foundation, 125 May Street,
Foundation Suite 300, Edison, New Jersey
08837, United States
70 [Musculoskeletal Pliable Shaped PERF - MD - 11 x 20 cm SF2002 Musculoskeletal Transplant United States

Transplant
Foundation

Foundation, 125 May Street,
Suite 300, Edison, New Jersey
08837, United States
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71 |Musculoskeletal Pliable Shaped PERF - LRG - 13 x 22 cm SF3000 Musculoskeletal Transplant United States
Transplant Foundation, 125 May Street,
Foundation Suite 300, Edison, New Jersey
08837, United States
72 |Musculoskeletal Pliable Shaped PERF - LRG - 13 x 22 cm SF3002 Musculoskeletal Transplant United States
Transplant Foundation, 125 May Street,
Foundation Suite 300, Edison, New Jersey
08837, United States
73 |Musculoskeletal Pliable Shaped PERF - XL - 15 x 24 cm SF4000 Musculoskeletal Transplant United States
Transplant Foundation, 125 May Street,
Foundation Suite 300, Edison, New Jersey
08837, United States
74 [Musculoskeletal Pliable Shaped PERF - XL - 15 x 24 cm SF4002 Musculoskeletal Transplant United States
Transplant Foundation, 125 May Street,
Foundation Suite 300, Edison, New Jersey
08837, United States
75 [Musculoskeletal FlexHD Pliable MAX - 8 cm x 16 cm FNO816 Musculoskeletal Transplant United States

Transplant
Foundation

Foundation, 125 May Street,
Suite 300, Edison, New Jersey
08837, United States




