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ANNEX1 FORMTO LIST CLASS 1 CELL, TISSUE OR GENE THERAPY PRODUCTS
Product Notification No. CTGT0010N
SIN Product Product Name Product Name & Address of Country of | Notification
Owner Code Manufacturing Site Manufacturer | Number
(applicable
for notified
product s)
Allosource 6278 S Troy Cir
1 AlloSource |AlloFuse DBM Gel, 1cc 90138001 Centennial. CO 80111 USA
Allosource 6278 S Troy Cir
2 AlloSource |AlloFuse DBM Gel, 5cc 90138005 Centennial. CO 80111 USA
Allosource 6278 S Troy Cir
3 AlloSource |AlloFuse DBM Gel, 10cc 90138010 Centennial. CO 80111 USA
Allosource 6278 S Troy Cir
4 AlloSource [AlloFuse DBM Putty, 1cc 90038001 Centennial. CO 80111 USA
Allosource 6278 S Troy Cir
5 AlloSource [AlloFuse DBM Putty, 2.5cc 90038002 Centennial. CO 80111 USA
Allosource 6278 S Troy Cir
6 AlloSource [AlloFuse DBM Putty, 5cc 90038005 Centennial. CO 80111 USA
Allosource 6278 S Troy Cir
7 AlloSource [AlloFuse DBM Putty, 10cc 90038010 Centennial. CO 80111 USA
Allosource 6278 S Troy Cir
8 AlloSource |AlloFuse Plus DBM Paste, 1cc 90238001 Centennial. CO 80111 USA
Allosource 6278 S Troy Cir
9 AlloSource |AlloFuse Plus DBM Paste, 3cc 90238003 Centennial. CO 80111 USA
Allosource 6278 S Troy Cir
10 AlloSource |AlloFuse Plus DBM Paste, 8cc 90238008 Centennial. CO 80111 USA
Allosource 6278 S Troy Cir
11 AlloSource [AlloFuse Plus DBM Putty, 5cc 90338005 Centennial, CO 80111 USA
Allosource 6278 S Troy Cir
12 AlloSource [AlloFuse Plus DBM Putty, 10cc 90338010 Centennial, CO 80111 USA
Allosource 6278 S Troy Cir
13 AlloSource |Cancellous Block 10915000 Centennial. CO 80111 USA
. Allosource 6278 S Troy Cir
14 AlloSource |Cancellous Chips, 4-9.5mm 5cc 27615005 Centennial. CO 80111 USA
. Allosource 6278 S Troy Cir
15 AlloSource |Cancellous Chips, 4-9.5mm 15cc 27615015 Centennial. CO 80111 | USA
16 | AlloSource |Cancellous Chips, 4-9.5mm 30cc 27615030 | Allosource 6278 S Troy Cir USA

Centennial, CO 80111
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Allosource 6278 S Troy Cir

17 AlloSource |Cancellous Crushed, 1-4mm 5cc 27715005 Centennial. CO 80111 | USA
18 | AlloSource |Cancellous Crushed, 1-4mm 15cc 27715015 | Allosource 6278 S Troy Cir USA
Centennial, CO 80111 .
19 | AlloSource |Cancellous Crushed, 1-4mm 30cc 27715030 | Allosource 6278 S Troy Cir USA
Centennial, CO 80111
_ Allosource 6278 S Troy Cir
20 | AlloSource |Femoral Segment, Length =2.6-5.0cm 15215005 Centennial. CO 80111 USA
_ Allosource 6278 S Troy Cir
21 AlloSource [Femoral Segment, Length =5.1-15.9cm 15215015 Centennial. CO 80111 USA
_ Allosource 6278 S Troy Cir
22 AlloSource [Femoral Shaft Whole, Length = 16.0-20.9cm 15615016 Centennial. CO 80111 USA
_ Allosource 6278 S Troy Cir
23 AlloSource [Femoral Shaft Whole, Length >=21.0cm 15615021 Centennial. CO 80111 USA
. Allosource 6278 S Troy Cir
24 AlloSource [Femoral Shaft 1/3 Split, Length < 21cm 15415020 Centennial. CO 80111 USA
. _ Allosource 6278 S Troy Cir
25 AlloSource [Femoral Shaft 1/3 Split, Length >= 21cm 15415021 Centennial. CO 80111 USA
. Allosource 6278 S Troy Cir
26 AlloSource [Femoral Shaft 1/2 Split, Length < 21cm, Frozen 15315020 Centennial. CO 80111 USA
. _ Allosource 6278 S Troy Cir
27 AlloSource [Femoral Shaft 1/2 Split, Length >= 21.0cm, Frozen 15315021 Centennial. CO 80111 USA
_ Allosource 6278 S Troy Cir
28 AlloSource [Femoral Segment, Length = 2.6-5.0cm, Frozen 15217005 Centennial. CO 80111 USA
_ Allosource 6278 S Troy Cir
29 AlloSource [Femoral Segment, Length = 5.1-15.9cm, Frozen 15217015 Centennial. CO 80111 | USA
30 | AlloSource |Femoral Shaft Whole, Length = 16-20.9cm, Frozen 15617016 | losource 6278 S Troy Cir USA
Centennial, CO 80111
_ Allosource 6278 S Troy Cir
31 AlloSource [Femoral Shaft Whole, Length >= 21cm, Frozen 15617021 Centennial. CO 80111 USA
. Allosource 6278 S Troy Cir
32 AlloSource [Femoral Shaft 1/3 Split, Length < 21cm, Frozen 15417020 Centennial. CO 80111 USA
. _ Allosource 6278 S Troy Cir
33 AlloSource [Femoral Shaft 1/3 Split, Length >= 21cm, Frozen 15417021 Centennial. CO 80111 USA
. Allosource 6278 S Troy Cir
34 AlloSource [Femoral Shaft 1/2 Split, Length < 21cm, Frozen 15317020 Centennial. CO 80111 USA
. _ Allosource 6278 S Troy Cir
35 AlloSource [Femoral Shaft 1/2 Split, Length >= 21cm, Frozen 15317021 Centennial. CO 80111 | USA
36 | AlloSource |Femur Distal Right, Frozen 15717001 | Allosource 6278 S Troy Cir USA

Centennial, CO 80111
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Allosource 6278 S Troy Cir

37 AlloSource |Femur Distal Left, Frozen 15717002 Centennial. CO 80111 USA
38 | AlloSource |Femur Proximal with Head Right, Frozen 15817001 A"gi‘r’]‘:;iigfgos{gﬁ 1Cir USA
39 | AlloSource |Femur Proximal with Head Left, Frozen 15817002 | Allosource 6278 S Troy Cir USA
Centennial, CO 80111
40 | AlloSource |Femur Proximal without Head Right, Frozen 15917001 A"gi‘r’]‘:;iigfgos{gﬁ 1Cir USA
41 AlloSource |Femur Proximal without Head Left, Frozen 15917002 A“g:sezl:;iiigfgos 8Tor$¥ 1Cir USA
42 | AlloSource |Fibula Whole Right, Frozen 16617001 A"gi‘r’]‘:;iigfgos{gﬁ 1Cir USA
43 | AlloSource |Fibula Whole Left, Frozen 16617002 A"gi‘r’]‘:;iigfgos{gﬁ 1Cir USA
44 | AlloSource |Tibial Segment, Length <16cm, Freeze Dried 19815015 A"gi‘r’]‘:;iigfgos{gﬁ 1Cir USA
45 | AlloSource |Tibia Shaft Whole, Length >= 16cm 20215016 A"gi‘r’]‘:;iigfgos{gﬁ 1Cir USA
46 | AlloSource |Fibula Segment, Length = 2.6-5.0cm 16515005 A"gi‘r’]‘:;iigfgos{gﬁ 1Cir USA
47 | AlloSource |Fibula Segment, Length = 5.1-10.0cm 16515010 A"gi‘r’]‘:;iigfgos{gﬁ 1Cir USA
48 | AlloSource |Fibula Segment, Length = 10.1-15.9cm 16515015 A"gi‘r’]‘:;iigfgos{gﬁ 1Cir USA
49 | AlloSource |Radial Segment, Length = 2.6-5.0cm 25215005 A"gi‘r’]‘:;iigfgos{gﬁ 1Cir USA
50 | AlloSource |Radial Segment, Length = 5.1-10.0cm 25215010 A"gi‘r’]‘:;iigfgos{gﬁ 1Cir USA
51 | AlloSource |Radial Segment, Length = 10.1-15.9cm 25215015 A"gi‘r’]‘:;iigfgos{gﬁ 1Cir USA
52 | AlloSource |Tri-Cortical llium Wedge Width = 0.5-0.8cm 30515008 A"gi‘r’]‘:;iigfgos{gﬁ 1Cir USA
53 | AlloSource |Tri-Cortical llium Wedge Width = 0.9-1.3cm 30615013 A"gi‘r’]‘:;iigfgos{gﬁ 1Cir USA
54 | AlloSource |Tri-Cortical llium Wedge Width = 1.4-1.6cm 30715016 A"gi‘r’]‘:;iigfgos{gﬁ 1Cir USA
55 | AlloSource |Tri-Cortical llium Wedge Width = 1.7-1.9cm 30815019 A"gi‘r’]‘:;iigfgos{gﬁ 1Cir USA
56 | AlloSource |Tri-Cortical lllium Wedge Width = 2.0-2.2cm 30015022 | Allosource 6278 S Troy Cir USA

Centennial, CO 80111
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Allosource 6278 S Troy Cir

57 | AlloSource |Tri-Cortical lllium Wedge Width >= 2.3cm 31015023 Centennial. CO 80111 USA
. _ Allosource 6278 S Troy Cir
58 | AlloSource |Tibial Segment Frozen, Length <= 15.9cm 19817015 Centennial. CO 80111 USA
. _ Allosource 6278 S Troy Cir
59 AlloSource [Tibia Shaft Whole, Length >= 16cm, Frozen 20217016 Centennial. CO 80111 USA
. _ Allosource 6278 S Troy Cir
60 AlloSource [Fibula Segment, Length = 2.6-5.0cm, Frozen 16517005 Centennial. CO 80111 USA
. _ Allosource 6278 S Troy Cir
61 AlloSource [Fibula Segment, Length = 5.1-10.0cm, Frozen 16517010 Centennial. CO 80111 USA
. _ Allosource 6278 S Troy Cir
62 AlloSource [Fibula Segment, Length = 10.1-15.9cm, Frozen 16517015 Centennial. CO 80111 USA
. _ Allosource 6278 S Troy Cir
63 AlloSource [Radial Segment, Length = 2.6-5.0cm, Frozen 25217005 Centennial. CO 80111 USA
. _ Allosource 6278 S Troy Cir
64 AlloSource [Radial Segment, Length = 5.1-10.0cm, Frozen 25217010 Centennial. CO 80111 USA
. _ Allosource 6278 S Troy Cir
65 AlloSource [Radial Segment, Length = 10.1-15.9cm, Frozen 25217015 Centennial. CO 80111 | USA
66 | AlloSource |Tri-Cortical llium Wedge Width = 0.5-0.8cm, Frozen 30517008 | Allosource 6278 S Troy Cir USA
Centennial, CO 80111
67 | AlloSource |Tri-Cortical llium Wedge Width = 0.9-1.3cm, Frozen 30617013 | Allosource 6278 S Troy Cir USA
Centennial, CO 80111
68 | AlloSource |Tri-Cortical llium Wedge Width = 1.4-1.6cm, Frozen 30717016 | Allosource 6278 S Troy Cir USA
Centennial, CO 80111 _
69 | AlloSource |Tri-Cortical llium Wedge Width = 1.7-1.9cm, Frozen 30817019 | Allosource 6278 S Troy Cir USA
Centennial, CO 80111
70 | AlloSource |Tri-Cortical lllium Wedge Width = 2.0-2.2cm, Frozen 30917022 | Allosource 6278 S Troy Cir USA
Centennial, CO 80111
71 | AlloSource |Tri-Cortical lllium Wedge Width >= 2.3cm, Frozen 31017023 | Allosource 6278 S Troy Cir USA
Centennial, CO 80111
. . . . Allosource 6278 S Troy Cir
72 | AlloSource |Tri-Cortical llium Strip 20315000 Centennial. CO 80111 USA
. . . _ Allosource 6278 S Troy Cir
73 AlloSource [Bi-Cortical llium Block, Length <=4.0cm 10615040 Centennial. CO 80111 USA
. . . . _ Allosource 6278 S Troy Cir
74 AlloSource [Bi-Cortical llium Strip, Length >=4.1cm 10815041 Centennial. CO 80111 USA
. . . _ Allosource 6278 S Troy Cir
75 AlloSource [Dowels without Cartilage, Diameter = 11mm 14215011 Centennial. CO 80111 | USA
76 | AlloSource |Dowels without Cartilage, Diameter = 12mm 14215012 | Allosource 6278 S Troy Cir USA

Centennial, CO 80111
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Allosource 6278 S Troy Cir

77 AlloSource [Dowels without Cartilage, Diameter = 13mm 14215013 Centennial. CO 80111 USA
. . . _ Allosource 6278 S Troy Cir
78 AlloSource [Dowels without Cartilage, Diameter = 14mm 14215014 Centennial. CO 80111 USA
. . . _ Allosource 6278 S Troy Cir
79 AlloSource [Dowels without Cartilage, Diameter = 16mm 14215016 Centennial. CO 80111 USA
. . . _ Allosource 6278 S Troy Cir
80 AlloSource [Dowels without Cartilage, Diameter = 18mm 14215018 Centennial. CO 80111 USA
. . . _ Allosource 6278 S Troy Cir
81 AlloSource [Dowels without Cartilage, Diameter = 20mm 14215020 Centennial. CO 80111 USA
. . Allosource 6278 S Troy Cir
82 AlloSource ([Patella Ligament Hemi, Frozen 17817000 Centennial. CO 80111 USA
. . . Allosource 6278 S Troy Cir
83 AlloSource [Patella Ligament Hemi, Frozen, Aseptic 17822000 Centennial, CO 80111 USA
. Allosource 6278 S Troy Cir
84 AlloSource [Patella Ligament Whole, Frozen 17917000 Centennial. CO 80111 USA
. Allosource 6278 S Troy Cir
85 AlloSource [Patellar Ligament Preshaped, Frozen 18017000 Centennial. CO 80111 USA
. Allosource 6278 S Troy Cir
86 AlloSource |Achilles Tendon, Frozen 10017000 Centennial. CO 80111 USA
. Allosource 6278 S Troy Cir
87 AlloSource |Achilles Tendon Preshaped, Frozen 10017100 Centennial. CO 80111 | USA
88 | AlloSource |Tibialis Tendon Anterior, Frozen 41517000 | Allosource 6278 S Troy Cir USA
Centennial, CO 80111 .
89 | AlloSource [Tibialis Tendon Posterior, Frozen 41617000 | Allosource 6278 S Troy Cir USA
Centennial, CO 80111
Allosource 6278 S Troy Cir
90 AlloSource [Peroneous Longus, Frozen 43917000 Centennial. CO 80111 USA
. Allosource 6278 S Troy Cir
91 AlloSource |Gracilis, Frozen 26217000 Centennial. CO 80111 | USA
92 | AlloSource |Tibialis Anterior Single Strand Non-Bone Tdn, Frozen 44317000 | Allosource 6278 S Troy Cir USA
Centennial, CO 80111 .
93 AlloSource [Tibialis Posterior Single Strand Non-Bone Tdn, Frozen 44317001 Allosource .6278 S Troy Cir USA
Centennial, CO 80111
. Allosource 6278 S Troy Cir
94 | AlloSource |Peroneous Longus Single Strand Non-Bone Tdn, Frozen 44317004 Centennial, CO 80111_ USA
95 AlloSource [Semitendinosus Single Strand Non-Bone Tdn, Frozen 44317003 Allosource .6278 S Troy Cir USA
Centennial, CO 80111 .
96 AlloSource [Gracilis Single Strand Non-Bone Tdn, Frozen 44317002 Allosource 6278 S Troy Cir USA

Centennial, CO 80111
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Allosource 6278 S Troy Cir

97 AlloSource [Patella Ligament Whole, Frozen, Aseptic 17922000 Centennial, CO 80111 USA
. . Allosource 6278 S Troy Cir
98 AlloSource [Patellar Ligament Preshaped, Frozen, Aseptic 18022000 Centennial, CO 80111 USA
. Allosource 6278 S Troy Cir
99 AlloSource |Achilles Tendon, Frozen 10022000 Centennial. CO 80111 USA
. Allosource 6278 S Troy Cir
100 | AlloSource [Achilles Tendon Preshaped, Frozen 10022100 Centennial, CO 80111 | USA
101 | AlloSource |Tibialis Tendon Anterior, Frozen 41522000 | Allosource 6278 S Troy Cir USA
Centennial, CO 80111 .
102 | AlloSource |Tibialis Tendon Posterior, Frozen 41622000 | Allosource 6278 S Troy Cir USA
Centennial, CO 80111
Allosource 6278 S Troy Cir
103 | AlloSource |Peroneous Longus, Frozen 43922000 Centennial. CO 80111 USA
. . . Allosource 6278 S Troy Cir
104 | AlloSource |Semitendonosis, Frozen, Aseptic 18722000 Centennial. CO 80111 USA
. . Allosource 6278 S Troy Cir
105 | AlloSource |Gracilis, Frozen, Aseptic 26222000 Centennial. CO 80111 | USA
106 | AlloSource |Tibialis Anterior Single Strand Non-Bone Tdn, Frozen 44320000 | Allosource 6278 S Troy Cir USA
Centennial, CO 80111 .
107 | AlloSource [Semitendinosus Single Strand Non-Bone Tdn, Frozen 44322003 Allosource .6278 S Troy Cir USA
Centennial, CO 80111 .
108 | AlloSource |Gracilis Single Strand Non-Bone Tdn, Frozen 44322002 Allosource .6278 S Troy Cir USA
Centennial, CO 80111
Allosource 6278 S Troy Cir
109 | AlloSource [AlloWrap DS 2x2 cm 70120004 Centennial. CO 80111 USA
Allosource 6278 S Troy Cir
110 | AlloSource [AlloWrap DS 2x4 cm 70120008 Centennial. CO 80111 | USA
111 | AlloSource |AlloMend ADM 4 x 4cm; 0.4-1.0 mm 73583016 | ‘Mlosource 6278 S Troy Cir USA
Centennial, CO 80111 .
112 | AlloSource |AlloMend ADM 2 x 4cm; 1.0-2.0 mm 73083008 | Allosource 6278 S Troy Cir USA
Centennial, CO 80111 .
113 | AlloSource |AlloMend ADM 4 x 4cm; 1.0-2.0 mm 73083016 | AMllosource 6278 S Troy Cir USA
Centennial, CO 80111 .
114 | AlloSource |AlloMend ADM 4 x 8cm; 1.0-2.0 mm 73083032 | Allosource 6278 S Troy Cir USA
Centennial, CO 80111 .
115 | AlloSource |AlloMend ADM, 4 x 12cm; 1.0-2.0 mm 73083048 | Allosource 6278 S Troy Cir USA
Centennial, CO 80111 .
116 | AlloSource |AlloMend ADM 4 x 4cm; 2.0-3.3 mm 73183016 | AMlosource 6278 S Troy Cir USA

Centennial, CO 80111
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Allosource 6278 S Troy Cir

117 | AlloSource |AlloMend ADM 4 x 8cm; 2.0-3.3 mm 73183032 Centennial, CO 80111 | USA
118 | AlloSource |AlloMend ADM, 8 x 16cm; 1.0-2.0 mm 73083128 | /Mlosource 6278 S Troy Cir USA
Centennial, CO 80111 .
119 | AlloSource |AlloMend ADM, 6 x 16cm; 1.0-2.0 mm 73083096 | /Mlosource 6278 S Troy Cir USA
Centennial, CO 80111 .
120 | AlloSource |AlloMend ADM 8 x 16cm; 0.4-1.0 mm 73583128 | /Mlosource 6278 S Troy Cir USA
Centennial, CO 80111 .
121 | AlloSource |AlloMend ADM 6 x 16cm; 0.4-1.0 mm 73583006 | /Mlosource 6278 S Troy Cir USA
Centennial, CO 80111
. Allosource 6278 S Troy Cir
122 | AlloSource |Fascia Lata, Area 9-34cm2 14415034 Centennial. CO 80111 USA
. Allosource 6278 S Troy Cir
123 | AlloSource |Fascia Lata, Area 35-45cm2 14415045 Centennial. CO 80111 | USA
124 | AlloSource |Fascia Lata, Area 46-83.99cm2 14415095 | Allosource 6278 S Troy Cir USA
Centennial, CO 80111 .
125 | AlloSource |Fascia Lata, Area = 84-150.99cm2 14415150 | Allosource 6278 S Troy Cir USA
Centennial, CO 80111 .
126 | AlloSource |Fascia Lata, Area = 151-260cm2 14415260 | Allosource 6278 S Troy Cir USA
Centennial, CO 80111
. _ Allosource 6278 S Troy Cir
127 | AlloSource |Fascia Lata, Area >=261cm2 14415261 Centennial. CO 80111 | USA
128 | AlloSource |Femoral Head, Diameter <=4.7cm, Frozen 14817047 Allosource .6278 S Troy Cir USA
Centennial, CO 80111 .
129 | AlloSource |Femoral Head, Diameter > 4.8cm, Frozen 14817048 Allosource .6278 S Troy Cir USA
Centennial, CO 80111
. _ Allosource 6278 S Troy Cir
130 | AlloSource |[Skin NonMeshed <= 174cm2 5100-001 Centennial. CO 80111 USA
. _ Allosource 6278 S Troy Cir
131 | AlloSource |[Skin NonMeshed >= 175cm2 5100-175 Centennial. CO 80111 | USA
132 | AlloSource |AlloFuse Fiber Boat, Cortical Fiber, 50mmx25mmx5mm 88031050 | /Mlosource 6278 S Troy Cir USA
Centennial, CO 80111 .
133 | AlloSource |AlloFuse Fiber Boat, Cortical Fiber, 100mmx25mmx5mm 88031100 | /Mlosource 6278 S Troy Cir USA
Centennial, CO 80111 .
134 | AlloSource |AlloFuse Fibers, Cortical Fibers, 1cc 88231001 | /\losource 6278 S Troy Cir USA
Centennial, CO 80111 .
135 | AlloSource |AlloFuse Fibers, Cortical Fibers, 5cc 88231005 | /Mlosource 6278 S Troy Cir USA
Centennial, CO 80111 .
136 | AlloSource |AlloFuse Fibers, Cortical Fibers, 10cc 88231010 | /Mlosource 6278 S Troy Cir USA

Centennial, CO 80111
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Allosource 6278 S Troy Cir

137 | AlloSource |ProChondrix CR, 9mm X 1.0mm 735479010 Centennial. CO 80111 | USA
138 | AlloSource |ProChondrix CR, 11mm X 1.0mm 735471110 | AMlosource 6278 S Troy Cir USA
Centennial, CO 80111 .
139 | AlloSource |ProChondrix CR, 13mm X 1.0mm 735471310 | ‘Mlosource 6278 S Troy Cir USA
Centennial, CO 80111 .
140 | AlloSource |ProChondrix CR, 15mm X 1.0mm 735471510 | ‘Mlosource 6278 S Troy Cir USA
Centennial, CO 80111 .
141 | AlloSource |ProChondrix CR, 17mm X 1.0mm 735471710 | ‘Mlosource 6278 S Troy Cir USA
Centennial, CO 80111 .
142 | AlloSource |ProChondrix CR, 20mm X 1.0mm 735472010 | ‘Mlosource 6278 S Troy Cir USA
Centennial, CO 80111
. Allosource 6278 S Troy Cir
143 | AlloSource [Cancellous Chips, 1-9.5mm 5cc 27515005 Centennial. CO 80111 USA
. Allosource 6278 S Troy Cir
144 | AlloSource [Cancellous Chips, 1-9.5mm 10cc 27515010 Centennial. CO 80111 USA
. Allosource 6278 S Troy Cir
145 | AlloSource [Cancellous Chips, 1-9.5mm 15cc 27515015 Centennial. CO 80111 | USA
146 | AlloSource |Cancellous Chips, 1-9.5mm, 30cc 27515030 | AMlosource 6278 S Troy Cir USA

Centennial, CO 80111




