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ANNEX1 FORMTO LIST CLASS 1 CELL, TISSUE OR GENE THERAPY PRODUCTS
Product Notification No. CTGT0025N
S/IN Product Owner Product Name Product Name & Address of Country of Notification
Code Manufacturing Site Manufacturer Number
(applicable for
notified
products)

RTI Biologics - 11621

1 |RTI Surgical, Inc. |Left Distal Tibia (Fresh Stored) 002670 |Research Circle, Alachua, USA
FL 32615, USA

RTI Biologics - 11621

2 |RTI Surgical, Inc.  [Right Distal Tibia (Fresh Stored) 002671 [Research Circle, Alachua, USA
FL 32615, USA

RTI Biologics - 11621

3 |RTI Surgical, Inc. |Left Humeral Head (Fresh Stored) 002672 |Research Circle, Alachua, USA
FL 32615, USA

RTI Biologics - 11621

4 |RTI Surgical, Inc.  [Right Humeral Head (Fresh Stored) 002673 |Research Circle, Alachua, USA
FL 32615, USA

RTI Biologics - 11621

5 |RTI Surgical, Inc. |Left Trochlea (Fresh Stored) 002674 |Research Circle, Alachua, USA
FL 32615, USA

RTI Biologics - 11621

6 [RTI Surgical, Inc. |Right Trochlea (Fresh Stored) 002675 |Research Circle, Alachua, USA
FL 32615, USA

RTI Biologics - 11621

7 |RTI Surgical, Inc. |Left Patella (Fresh Stored) 002676 |Research Circle, Alachua, USA
FL 32615, USA

RTI Biologics - 11621

8 |RTI Surgical, Inc. |Right Patella (Fresh Stored) 002677 |Research Circle, Alachua, USA
FL 32615, USA

RTI Biologics - 11621

9 |RTI Surgical, Inc. [Left Talus (Fresh Stored) 002680 |Research Circle, Alachua, USA
FL 32615, USA
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10

RTI Surgical, Inc.

Right Talus (Fresh Stored)

002681

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

11

RTI Surgical, Inc.

Left Lateral Femoral Hemi-Condyle (Fresh Stored)

002682

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

12

RTI Surgical, Inc.

Left Medial Femoral Hemi-Condyle (Fresh Stored)

002683

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

13

RTI Surgical, Inc.

Right Lateral Femoral Hemi-Condyle (Fresh Stored)

002684

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

14

RTI Surgical, Inc.

Right Medial Femoral Hemi-Condyle (Fresh Stored)

002685

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

15

RTI Surgical, Inc.

BioCleanse® BTB Pre-shaped

004005

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

16

RTI Surgical, Inc.

BioSet® RT Allograft Paste, Syringe, 1cc

005701

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

17

RTI Surgical, Inc.

BioSet® IC, RT Allograft Paste, 5cc

006705

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

18

RTI Surgical, Inc.

BioCleanse® Semitendinosus Tendon

443015

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

19

RTI Surgical, Inc.

BioCleanse® Tibialis Anterior Tendon

443017

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

20

RTI Surgical, Inc.

BioCleanse® Peroneus Tendon, 6.5 - 8.5mm

443043

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

21

RTI Surgical, Inc.

BioCleanse® Tibialis Posterior Tendon

443316

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA
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22

RTI Surgical, Inc.

BioCleanse® Tibialis Anterior Tendon

443317

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

23

RTI Surgical, Inc.

BioCleanse® Gracilis Tendon

453014

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

24

RTI Surgical, Inc.

BioCleanse® Tibialis Posterior Tendon

453016

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

25

RTI Surgical, Inc.

BioCleanse® Tibialis Anterior Tendon

453017

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

26

RTI Surgical, Inc.

BioCleanse® Achilles Tendon w/ Large Calcaneus Block

453042

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

27

RTI Surgical, Inc.

BioCleanse® Peroneus Tendon, 9mm+

453043

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

28

RTI Surgical, Inc.

BioCleanse® Meniscus, Lateral Left

453101

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

29

RTI Surgical, Inc.

BioCleanse® Meniscus, Lateral Right

453102

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

30

RTI Surgical, Inc.

BioCleanse® Achilles Tendon w/ Large Calcaneus Block
(pre-trimmed)

453142

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

31

RTI Surgical, Inc.

BioCleanse® Meniscus, Medial Left

453201

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

32

RTI Surgical, Inc.

BioCleanse® Meniscus, Medial Right

453202

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

33

RTI Surgical, Inc.

BioCleanse® Tibialis Posterior Tendon

453316

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA
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34

RTI Surgical, Inc.

BioCleanse® Tibialis Anterior Tendon

453317

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

35

RTI Surgical, Inc.

BioCleanse® Patellar Tendon Preshaped 10/10mm

463002

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

36

RTI Surgical, Inc.

Femur Proximal Left, 150-250mm

640107

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

37

RTI Surgical, Inc.

Femur Proximal Right, 150—-250mm

640108

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

38

RTI Surgical, Inc.

Femur Proximal Left, 251-350mm

640117

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

39

RTI Surgical, Inc.

Femur Proximal Right, 251-350mm

640118

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

40

RTI Surgical, Inc.

Femur Distal Left, 150-250mm

640207

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

41

RTI Surgical, Inc.

Femur Distal Right, 150-250mm

640208

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

42

RTI Surgical, Inc.

Femur Distal Left, 251-350mm

640217

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

43

RTI Surgical, Inc.

Femur Distal Right, 251-350mm

640218

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

44

RTI Surgical, Inc.

Humerus Proximal Left, 130-200mm

670101

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

45

RTI Surgical, Inc.

Humerus Proximal Right, 130-200mm

670102

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA
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46

RTI Surgical, Inc.

Humerus Proximal Left, 201-270mm

670111

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

47

RTI Surgical, Inc.

Humerus Proximal Right, 201-270mm

670112

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

48

RTI Surgical, Inc.

Humerus Distal Left, 130-200mm

670201

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

49

RTI Surgical, Inc.

Humerus Distal Right, 130-200mm

670202

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

50

RTI Surgical, Inc.

Humerus Distal Left, 201-270mm

670211

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

51

RTI Surgical, Inc.

Humerus Distal Right, 201-270mm

670212

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

52

RTI Surgical, Inc.

Tibia Proximal Left, 150-200mm

760101

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

53

RTI Surgical, Inc.

Tibia Proximal Right, 150-200mm

760102

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

54

RTI Surgical, Inc.

Tibia Proximal Left, 201-300mm

760111

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

55

RTI Surgical, Inc.

Tibia Proximal Right, 201-300mm

760112

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

56

RTI Surgical, Inc.

Tibia Distal Left, 150-200mm

760201

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

57

RTI Surgical, Inc.

Tibia Distal Right, 150-200mm

760202

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA
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58

RTI Surgical, Inc.

Tibia Distal Left, 201-300mm

760211

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

59

RTI Surgical, Inc.

Tibia Distal Right, 201-300mm

760212

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

60

RTI Surgical, Inc.

Unicortical Dowel, non-cannulated, 5mm

D02805

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

61

RTI Surgical, Inc.

Unicortical Dowel, non-cannulated, 7mm

D02807

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

62

RTI Surgical, Inc.

Unicortical Dowel, fully cannulated, 8mm

D02808

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

63

RTI Surgical, Inc.

Unicortical Dowel, fully cannulated, 9mm

D02809

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

64

RTI Surgical, Inc.

Unicortical Dowel, fully cannulated, 10mm

D02810

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

65

RTI Surgical, Inc.

Unicortical Dowel, fully cannulated, 11mm

D02811

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

66

RTI Surgical, Inc.

Unicortical Dowel, fully cannulated, 12mm

D02812

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

67

RTI Surgical, Inc.

Unicortical Dowel, fully cannulated, 14mm

D02814

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

68

RTI Surgical, Inc.

Unicortical Dowel, fully cannulated, 16mm

D02816

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

69

RTI Surgical, Inc.

Cortiva™ Allograft Dermis 2cm x 4cm

DH0204

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA
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70

RTI Surgical, Inc.

Cortiva™ Allograft Dermis 4cm x 12cm

DHO0412

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

71

RTI Surgical, Inc.

Cortiva™ Allograft Dermis 4cm x 16cm

DHO0416

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

72

RTI Surgical, Inc.

Cortiva™ Allograft Dermis 4cm x 20cm

DH0420

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

73

RTI Surgical, Inc.

Cortiva™ Allograft Dermis 5cm x 8cm

DHO0508

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

74

RTI Surgical, Inc.

Cortiva™ Allograft Dermis 5cm x 10cm

DHO0510

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

75

RTI Surgical, Inc.

Cortiva™ Allograft Dermis 6cm x 12cm

DHO0612

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

76

RTI Surgical, Inc.

Cortiva™ Allograft Dermis 6cm x 16cm

DHO0616

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

77

RTI Surgical, Inc.

Cortiva™ Allograft Dermis 6¢cm x 20cm

DH0620

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

78

RTI Surgical, Inc.

Cortiva™ Allograft Dermis 7cm x 10cm

DHO0710

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

79

RTI Surgical, Inc.

Cortiva™ Allograft Dermis 8cm x 16cm

DHO0816

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

80

RTI Surgical, Inc.

Cortiva™ Allograft Dermis 10cm x 10cm

DH1010

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

81

RTI Surgical, Inc.

Cortiva™ Allograft Dermis 10cm x 15cm

DH1015

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA
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82

RTI Surgical, Inc.

Cortiva™ Allograft Dermis 12cm x 20cm

DH1220

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

83

RTI Surgical, Inc.

Cortiva™ Allograft Dermis 13cm x 15cm

DH1315

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

84

RTI Surgical, Inc.

Cortiva™ Allograft Dermis 16cm x 20cm

DH1620

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

85

RTI Surgical, Inc.

Cortiva™ 1mm Allograft Dermis 4cm x 12cm

DH2412

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

86

RTI Surgical, Inc.

Cortiva™ 1mm Allograft Dermis 4cm x 16cm

DH2416

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

87

RTI Surgical, Inc.

Cortiva™ 1mm Allograft Dermis 5cm x 8cm

DH2508

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

88

RTI Surgical, Inc.

Cortiva™ 1mm Allograft Dermis 6cm x 12cm

DH2612

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

89

RTI Surgical, Inc.

Cortiva™ 1mm Allograft Dermis 6cm x 16cm

DH2616

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

90

RTI Surgical, Inc.

Cortiva™ 1mm Allograft Dermis 7cm x 10cm

DH2710

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

91

RTI Surgical, Inc.

Cortiva™ 1mm Allograft Dermis 8cm x 12cm

DH2812

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

92

RTI Surgical, Inc.

Cortiva™ 1mm Allograft Dermis 8cm x 16cm

DH2816

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

93

RTI Surgical, Inc.

Cortiva™ 1mm Allograft Dermis 8cm x 20cm

DH2820

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA
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94

RTI Surgical, Inc.

Cortiva™ 1mm Allograft Dermis 10cm x 15cm

DH3015

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

95

RTI Surgical, Inc.

Cortiva™ 1mm Allograft Dermis 16cm x 20cm

DH3620

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

96

RTI Surgical, Inc.

BioAdapt™ DBM Foam, Medium Strip, 6¢cc

DU0025

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

97

RTI Surgical, Inc.

BioAdapt™ DBM Foam, Skinny Strips, 16cc

DU0110

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

98

RTI Surgical, Inc.

BioAdapt™ DBM Foam, Large Strip, 12cc

DU0125

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA

99

RTI Surgical, Inc.

Matrix HD® 4cm x 5cm

TDO0405

RTI Biologics - 11621
Research Circle, Alachua,
FL 32615, USA

USA
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