mA U_ S_ FOO D & D RU G U.S. Food & Drug Administration

R SERVICEg, s
10903 New Hampshire Avenue

S &/
_/‘ ADMINISTRATION Silver Spring, MD 20993

< WWW.
"iwh CENTER FOR DEVICES AND RADIOLOGICAL HEALTH .fda.gov
Vdaza

< REALTY
of L%

Certificate No. 8739-5-2024-1
CERTIFICATE TO FOREIGN GOVERNMENT

In order to allow the importation of United States products into foreign countries , the U.S. Food and Drug
Administration (FDA) certifies the following information concerning the product(s) to be exported listed below:

Name of Product(s) Name of Manufacturer/Distributor, Address
See Attached List See Attached List
(Nine Pages) (One Page)

The product(s) described above (and the manufacturing/distribution site(s) which produces/distributes it) is subject
to the jurisdiction of the FDA under the Federal Food, Drug, and Cosmetic Act.

It is certified that the above product(s) may be marketed in, and legally exported from, the United States of
America at this time. The manufacturing plant(s) in which the product(s) is produced is subject to periodic
inspections.The last such inspection showed that the plant(s), at that time, appeared to be in substantial
compliance with current good manufacturing practice requirements for the product(s) listed above.

Sincerely,

oz itros

CDR Cesar A. Perez, PhD, Director
DRP2: Division of Establishment Support
Office of Regulatory Programs

Office of Product Evaluation and Quality
Center for Devices and Radiological Health
U.S. Food and Drug Administration, DHHS

This certificate is valid from May 15, 2024 to May 14, 2026.

To verify the authenticity of the information on this certificate, you may scan the QR code or visit
www.access.fda.gov/fecv/CDRH.


http://www.access.fda.gov/fecv/CDRH
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Name of Owner Operator
Auxein Inc

1500 NW Suite 205

Doral

Doral, FL

USA 33172

Name of Manufacturer

Auxein medical Private limited

Plot No.168,169,170 Phase-1V, Sector 57, Kundli Industrial
area,

HSIIDC Sonipat- 131028, Haryana, INDIA

Sonipat, Haryana

INDIA 131028

Name of Distributor
AUXEIN INC

1500 NW 89TH CT UNIT 205
Doral, FL

USA 33172

-—--END OF MANUFACTURER/DISTRIBUTOR LIST----
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Name of Owner Operator
Auxein Inc

1500 NW Suite 205

Doral

Doral, FL

USA 33172

Name of Manufacturer

Auxein medical Private limited

Plot No.168,169,170 Phase-IV, Sector 57, Kundli Industrial area,
HSIIDC Sonipat- 131028, Haryana, INDIA

Sonipat, Haryana

INDIA 131028

Name of Distributor
AUXEIN INC

1500 NW 89TH CT UNIT 205
Doral, FL

USA 33172

Name of Product(s)

3.5mm Wise-Lock Lateral Distal Fibula Plate, Titanium, Sterile

TI-584.003L-S , 3.5mm Wise-Lock Lateral Distal Fibula Plate, 3 Holes - Left, Titanium, Sterile
TI-584.004L-S , 3.5mm Wise-Lock Lateral Distal Fibula Plate, 4 Holes - Left, Titanium, Sterile
TI-584.005L-S , 3.5mm Wise-Lock Lateral Distal Fibula Plate, 5 Holes - Left, Titanium, Sterile
TI-584.006L-S , 3.5mm Wise-Lock Lateral Distal Fibula Plate, 6 Holes - Left, Titanium, Sterile
TI-584.007L-S , 3.5mm Wise-Lock Lateral Distal Fibula Plate, 7 Holes - Left, Titanium, Sterile
TI-584.009L-S , 3.5mm Wise-Lock Lateral Distal Fibula Plate, 9 Holes - Left, Titanium, Sterile
TI-584.011L-S , 3.5mm Wise-Lock Lateral Distal Fibula Plate, 11 Holes - Left, Titanium, Sterile
TI-584.003R-S , 3.5mm Wise-Lock Lateral Distal Fibula Plate, 3 Holes - Right, Titanium, Sterile
TI-584.004R-S , 3.5mm Wise-Lock Lateral Distal Fibula Plate, 4 Holes - Right, Titanium, Sterile
TI-584.005R-S , 3.5mm Wise-Lock Lateral Distal Fibula Plate, 5 Holes - Right, Titanium, Sterile
TI-584.006R-S , 3.5mm Wise-Lock Lateral Distal Fibula Plate, 6 Holes - Right, Titanium, Sterile
TI-584.007R-S , 3.5mm Wise-Lock Lateral Distal Fibula Plate, 7 Holes - Right, Titanium, Sterile
TI-584.009R-S , 3.5mm Wise-Lock Lateral Distal Fibula Plate, 9 Holes - Right, Titanium, Sterile
TI-584.011R-S , 3.5mm Wise-Lock Lateral Distal Fibula Plate, 11 Holes - Right, Titanium, Sterile
, 3.5mm Wise-Lock Small Dynamic Compression Plate with LC under cuts, Stainless Steel

721.205 , 3.5mm Wise-Lock Small Dynamic Compression Plate with LC under cuts, 5 Holes, Stainless Steel
721.206 , 3.5mm Wise-Lock Small Dynamic Compression Plate with LC under cuts, 6 Holes, Stainless Steel
721.207 , 3.5mm Wise-Lock Small Dynamic Compression Plate with LC under cuts, 7 Holes, Stainless Steel
721.208 , 3.5mm Wise-Lock Small Dynamic Compression Plate with LC under cuts, 8 Holes, Stainless Steel
721.209 , 3.5mm Wise-Lock Small Dynamic Compression Plate with LC under cuts, 9 Holes, Stainless Steel
721.21, 3.5mm Wise-Lock Small Dynamic Compression Plate with LC under cuts, 10 Holes, Stainless Steel
721.211 , 3.5mm Wise-Lock Small Dynamic Compression Plate with LC under cuts, 11 Holes, Stainless Steel
721.212 , 3.5mm Wise-Lock Small Dynamic Compression Plate with LC under cuts, 12 Holes, Stainless Steel

, 3.5mm Wise-Lock Small Dynamic Compression Plate with LC under cuts, Stainless Steel, Sterile

721.205-S , 3.5mm Wise-Lock Small Dynamic Compression Plate with LC under cuts, 5 Holes, Stainless Steel,
Sterile

721.206-S , 3.5mm Wise-Lock Small Dynamic Compression Plate with LC under cuts, 6 Holes, Stainless Steel,
Sterile

721.207-S , 3.5mm Wise-Lock Small Dynamic Compression Plate with LC under cuts, 7 Holes, Stainless Steel,
Sterile

721.208-S , 3.5mm Wise-Lock Small Dynamic Compression Plate with LC under cuts, 8 Holes, Stainless Steel,
Sterile

721.209-S , 3.5mm Wise-Lock Small Dynamic Compression Plate with LC under cuts, 9 Holes, Stainless Steel,
Sterile

721.210-S , 3.5mm Wise-Lock Small Dynamic Compression Plate with LC under cuts, 10 Holes, Stainless Steel,
Sterile

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
www.fda.gov
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721.211-S , 3.5mm Wise-Lock Small Dynamic Compression Plate with LC under cuts, 11 Holes, Stainless Steel,
Sterile

721.212-S, 3.5mm Wise-Lock Small Dynamic Compression Plate with LC under cuts, 12 Holes, Stainless Steel,
Sterile

, 3.5mm Wise-Lock Small Dynamic Compression Plate with LC under cuts, Titanium

TI-721.205 , 3.5mm Wise-Lock Small Dynamic Compression Plate with LC under cuts, 5 Holes, Titanium
TI-721.206 , 3.5mm Wise-Lock Small Dynamic Compression Plate with LC under cuts, 6 Holes, Titanium
TI-721.207 , 3.5mm Wise-Lock Small Dynamic Compression Plate with LC under cuts, 7 Holes, Titanium
TI-721.208 , 3.5mm Wise-Lock Small Dynamic Compression Plate with LC under cuts, 8 Holes, Titanium
TI-721.209 , 3.5mm Wise-Lock Small Dynamic Compression Plate with LC under cuts, 9 Holes, Titanium
TI-721.210, 3.5mm Wise-Lock Small Dynamic Compression Plate with LC under cuts, 10 Holes, Titanium
TI-721.211 , 3.5mm Wise-Lock Small Dynamic Compression Plate with LC under cuts, 11 Holes, Titanium
TI-721.212, 3.5mm Wise-Lock Small Dynamic Compression Plate with LC under cuts, 12 Holes, Titanium

, 3.5mm Wise-Lock Small Dynamic Compression Plate with LC under cuts, Titanium, Sterile

TI-721.205-S , 3.5mm Wise-Lock Small Dynamic Compression Plate with LC under cuts, 5 Holes, Titanium,

Sterile
TI-721.206-S , 3.5mm Wise-Lock Small Dynamic Compression Plate with LC under cuts, 6 Holes, Titanium,
Sterile
TI-721.207-S , 3.5mm Wise-Lock Small Dynamic Compression Plate with LC under cuts, 7 Holes, Titanium,
Sterile
TI-721.208-S , 3.5mm Wise-Lock Small Dynamic Compression Plate with LC under cuts, 8 Holes, Titanium,
Sterile
TI-721.209-S , 3.5mm Wise-Lock Small Dynamic Compression Plate with LC under cuts, 9 Holes, Titanium,
Sterile
TI-721.210-S , 3.5mm Wise-Lock Small Dynamic Compression Plate with LC under cuts, 10 Holes, Titanium,
Sterile
TI-721.211-S , 3.5mm Wise-Lock Small Dynamic Compression Plate with LC under cuts, 11 Holes, Titanium,
Sterile
TI-721.212-S , 3.5mm Wise-Lock Small Dynamic Compression Plate with LC under cuts, 12 Holes, Titanium,
Sterile

, 3.5mm Wise-Lock Small "T" Plate, Oblique Angled, Stainless Steel

712.103L , 3.5mm Wise-Lock Small "T" Plate, Oblique Angled, 3 Holes - Left, Stainless Steel

712.104L , 3.5mm Wise-Lock Small "T" Plate, Oblique Angled, 4 Holes - Left, Stainless Steel

712.105L , 3.5mm Wise-Lock Small "T" Plate, Oblique Angled, 5 Holes - Left, Stainless Steel

712.106L , 3.5mm Wise-Lock Small "T" Plate, Oblique Angled, 6 Holes - Left, Stainless Steel
712.103R, 3.5mm Wise-Lock Small "T" Plate, Oblique Angled, 3 Holes - Right, Stainless Steel
712.104R , 3.5mm Wise-Lock Small "T" Plate, Oblique Angled, 4 Holes - Right, Stainless Steel
712.105R , 3.5mm Wise-Lock Small "T" Plate, Oblique Angled, 5 Holes - Right, Stainless Steel
712.106R , 3.5mm Wise-Lock Small "T" Plate, Oblique Angled, 6 Holes - Right, Stainless Steel

3.5mm Wise-Lock Small "T" Plate, Right Angled (3 Head Holes), Stainless Steel

709.103 , 3.5mm Wise-Lock Small "T" Plate, Right Angled (3 Head Holes), 3 Holes , Stainless Steel
709.104 , 3.5mm Wise-Lock Small "T" Plate, Right Angled (3 Head Holes), 4 Holes , Stainless Steel
709.105 , 3.5mm Wise-Lock Small "T" Plate, Right Angled (3 Head Holes), 5 Holes , Stainless Steel
709.106 , 3.5mm Wise-Lock Small "T" Plate, Right Angled (3 Head Holes), 6 Holes , Stainless Steel

, 3.5mm Wise-Lock Small "T" Plate, Right Angled, (4 Head Holes, Stainless Steel

710.203 , 3.5mm Wise-Lock Small "T" Plate, Right Angled, (4 Head Holes), 3 Holes , Stainless Steel
710.204 , 3.5mm Wise-Lock Small "T" Plate, Right Angled, (4 Head Holes), 4 Holes , Stainless Steel
710.205 , 3.5mm Wise-Lock Small "T" Plate, Right Angled, (4 Head Holes), 5 Holes , Stainless Steel
710.206 , 3.5mm Wise-Lock Small "T" Plate, Right Angled, (4 Head Holes), 6 Holes , Stainless Steel

, 3.5mm Wise-Lock Small "T" Plate, Oblique Angled, Stainless Steel, Sterile

712.103L-S , 3.5mm Wise-Lock Small "T" Plate, Oblique Angled, 3 Holes - Left, Stainless Steel, Sterile
712.104L-S , 3.5mm Wise-Lock Small "T" Plate, Oblique Angled, 4 Holes - Left, Stainless Steel, Sterile
712.105L-S , 3.5mm Wise-Lock Small "T" Plate, Oblique Angled, 5 Holes - Left, Stainless Steel, Sterile
712.106L-S , 3.5mm Wise-Lock Small "T" Plate, Oblique Angled, 6 Holes - Left, Stainless Steel, Sterile
712.103R-S , 3.5mm Wise-Lock Small "T" Plate, Oblique Angled, 3 Holes - Right, Stainless Steel, Sterile
712.104R-S , 3.5mm Wise-Lock Small "T" Plate, Oblique Angled, 4 Holes - Right, Stainless Steel, Sterile
712.105R-S , 3.5mm Wise-Lock Small "T" Plate, Oblique Angled, 5 Holes - Right, Stainless Steel, Sterile
712.106R-S , 3.5mm Wise-Lock Small "T" Plate, Oblique Angled, 6 Holes - Right, Stainless Steel, Sterile
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3.5mm Wise-Lock Small "T" Plate, Right Angled (3 Head Holes), Stainless Steel, Sterile

709.103-S , 3.5mm Wise-Lock Small "T" Plate, Right Angled (3 Head Holes), 3 Holes , Stainless Steel, Sterile
709.104-S , 3.5mm Wise-Lock Small "T" Plate, Right Angled (3 Head Holes), 4 Holes , Stainless Steel, Sterile
709.105-S , 3.5mm Wise-Lock Small "T" Plate, Right Angled (3 Head Holes), 5 Holes , Stainless Steel, Sterile
709.106-S , 3.5mm Wise-Lock Small "T" Plate, Right Angled (3 Head Holes), 6 Holes , Stainless Steel, Sterile
3.5mm Wise-Lock Small "T" Plate, Right Angled, (4 Head Holes, Stainless Steel, Sterile

710.203-S , 3.5mm Wise-Lock Small "T" Plate, Right Angled, (4 Head Holes), 3 Holes , Stainless Steel, Sterile
710.204-S , 3.5mm Wise-Lock Small "T" Plate, Right Angled, (4 Head Holes), 4 Holes , Stainless Steel, Sterile
710.205-S , 3.5mm Wise-Lock Small "T" Plate, Right Angled, (4 Head Holes), 5 Holes , Stainless Steel, Sterile
710.206-S , 3.5mm Wise-Lock Small "T" Plate, Right Angled, (4 Head Holes), 6 Holes , Stainless Steel, Sterile
, 3.5mm Wise-Lock Small "T" Plate, Oblique Angled, Titanium

TI-712.103L , 3.5mm Wise-Lock Small "T" Plate, Oblique Angled, 3 Holes - Left, Titanium

TI-712.104L , 3.5mm Wise-Lock Small "T" Plate, Oblique Angled, 4 Holes - Left, Titanium

TI-712.105L , 3.5mm Wise-Lock Small "T" Plate, Oblique Angled, 5 Holes - Left, Titanium

TI-712.106L , 3.5mm Wise-Lock Small "T" Plate, Obliqgue Angled, 6 Holes - Left, Titanium

TI-712.103R , 3.5mm Wise-Lock Small "T" Plate, Oblique Angled, 3 Holes - Right, Titanium

TI-712.104R , 3.5mm Wise-Lock Small "T" Plate, Oblique Angled, 4 Holes - Right, Titanium

TI-712.105R , 3.5mm Wise-Lock Small "T" Plate, Oblique Angled, 5 Holes - Right, Titanium

TI-712.106R , 3.5mm Wise-Lock Small "T" Plate, Oblique Angled, 6 Holes - Right, Titanium

, 3.5mm Wise-Lock Small "T" Plate, Right Angled (3 Head Holes), Titanium

TI-709.103 , 3.5mm Wise-Lock Small "T" Plate, Right Angled (3 Head Holes), 3 Holes , Titanium

TI-709.104 , 3.5mm Wise-Lock Small "T" Plate, Right Angled (3 Head Holes), 4 Holes , Titanium

TI-709.105 , 3.5mm Wise-Lock Small "T" Plate, Right Angled (3 Head Holes), 5 Holes, Titanium

TI-709.106 , 3.5mm Wise-Lock Small "T" Plate, Right Angled (3 Head Holes), 6 Holes, Titanium

, 3.5mm Wise-Lock Small "T" Plate, Right Angled (4 Head Holes), Titanium

TI-710.203 , 3.5mm Wise-Lock Small "T" Plate, Right Angled, (4 Head Holes), 3 Holes, Titanium

TI-710.204 , 3.5mm Wise-Lock Small "T" Plate, Right Angled, (4 Head Holes), 4 Holes, Titanium

TI-710.205 , 3.5mm Wise-Lock Small "T" Plate, Right Angled, (4 Head Holes), 5 Holes, Titanium

TI-710.206 , 3.5mm Wise-Lock Small "T" Plate, Right Angled, (4 Head Holes), 6 Holes, Titanium

, 3.5mm Wise-Lock Small "T" Plate, Oblique Angled, Titanium, Sterile

TI-712.103L-S , 3.5mm Wise-Lock Small "T" Plate, Oblique Angled, 3 Holes - Left, Titanium, Sterile
TI-712.104L-S , 3.5mm Wise-Lock Small "T" Plate, Oblique Angled, 4 Holes - Left, Titanium, Sterile
TI-712.105L-S , 3.5mm Wise-Lock Small "T" Plate, Obliqgue Angled, 5 Holes - Left, Titanium, Sterile
TI-712.106L-S , 3.5mm Wise-Lock Small "T" Plate, Obliqgue Angled, 6 Holes - Left, Titanium, Sterile
TI-712.103R-S , 3.5mm Wise-Lock Small "T" Plate, Oblique Angled, 3 Holes - Right, Titanium, Sterile
TI-712.104R-S , 3.5mm Wise-Lock Small "T" Plate, Oblique Angled, 4 Holes - Right, Titanium, Sterile
TI-712.105R-S , 3.5mm Wise-Lock Small "T" Plate, Oblique Angled, 5 Holes - Right, Titanium, Sterile
TI-712.106R-S , 3.5mm Wise-Lock Small "T" Plate, Oblique Angled, 6 Holes - Right, Titanium, Sterile

3.5mm Wise-Lock Small "T" Plate, Right Angled (3 Head Holes), Titanium, Sterile

TI-709.103-S , 3.5mm Wise-Lock Small "T" Plate, Right Angled (3 Head Holes), 3 Holes , Titanium, Sterile
TI-709.104-S , 3.5mm Wise-Lock Small "T" Plate, Right Angled (3 Head Holes), 4 Holes , Titanium, Sterile
TI-709.105-S , 3.5mm Wise-Lock Small "T" Plate, Right Angled (3 Head Holes), 5 Holes, Titanium, Sterile
TI-709.106-S , 3.5mm Wise-Lock Small "T" Plate, Right Angled (3 Head Holes), 6 Holes, Titanium, Sterile

, 3.5mm Wise-Lock Small "T" Plate, Right Angled (4 Head Holes), Titanium, Sterile

TI-710.203-S , 3.5mm Wise-Lock Small "T" Plate, Right Angled, (4 Head Holes), 3 Holes, Titanium, Sterile
TI-710.204-S , 3.5mm Wise-Lock Small "T" Plate, Right Angled, (4 Head Holes), 4 Holes, Titanium, Sterile
TI-710.205-S , 3.5mm Wise-Lock Small "T" Plate, Right Angled, (4 Head Holes), 5 Holes, Titanium, Sterile
TI-710.206-S , 3.5mm Wise-Lock Small "T" Plate, Right Angled, (4 Head Holes), 6 Holes, Titanium, Sterile

, 3.5mm Wise-Lock Clavicle Hook Plate, Stainless Steel

752.4.12L , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 12mm, 4 Holes - Left, Stainless Steel
752.4.15L , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 15mm, 4 Holes - Left, Stainless Steel
752.4.18L , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 18mm, 4 Holes - Left , Stainless Steel
752.5.12L , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 12mm, 5 Holes - Left, Stainless Steel
752.5.15L , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 15mm, 5 Holes - Left, Stainless Steel
752.5.18L , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 18mm, 5 Holes - Left, Stainless Steel
752.6.12L , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 12mm, 6 Holes - Left, Stainless Steel
752.6.15L , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 15mm, 6 Holes - Left, Stainless Steel
752.6.18L , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 18mm, 6 Holes - Left, Stainless Steel
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752.7.12L , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 12mm, 7 Holes - Left , Stainless Steel

752.7.15L , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 15mm, 7 Holes - Left, Stainless Steel

752.7.18L , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 18mm, 7 Holes - Left, Stainless Steel
752.4.12R, 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 12mm, 4 Holes - Right, Stainless Steel
752.4.15R , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 15mm, 4 Holes - Right, Stainless Steel
752.4.18R , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 18mm, 4 Holes - Right, Stainless Steel
752.5.12R, 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 12mm, 5 Holes - Right, Stainless Steel
752.5.15R , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 15mm, 5 Holes - Right, Stainless Steel
752.5.18R, 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 18mm, 5 Holes - Right, Stainless Steel
752.6.12R , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 12mm, 6 Holes - Right, Stainless Steel
752.6.15R , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 15mm, 6 Holes - Right, Stainless Steel
752.6.18R, 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 18mm, 6 Holes - Right, Stainless Steel
752.7.12R, 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 12mm, 7 Holes - Right, Stainless Steel
752.7.15R, 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 15mm, 7 Holes - Right, Stainless Steel
752.7.18R, 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 18mm, 7 Holes - Right, Stainless Steel

3.5mm Wise-Lock Clavicle Hook Plate, Stainless Steel, Sterile

752.4.12L-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 12mm, 4 Holes - Left, Stainless Steel, Sterile
752.4.15L-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 15mm, 4 Holes - Left, Stainless Steel, Sterile
752.4.18L-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 18mm, 4 Holes - Left , Stainless Steel, Sterile
752.5.12L-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 12mm, 5 Holes - Left, Stainless Steel, Sterile
752.5.15L-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 15mm, 5 Holes - Left, Stainless Steel, Sterile
752.5.18L-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 18mm, 5 Holes - Left, Stainless Steel, Sterile
752.6.12L-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 12mm, 6 Holes - Left, Stainless Steel, Sterile
752.6.15L-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 15mm, 6 Holes - Left, Stainless Steel, Sterile
752.6.18L-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 18mm, 6 Holes - Left, Stainless Steel, Sterile
752.7.12L-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 12mm, 7 Holes - Left , Stainless Steel, Sterile
752.7.15L-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 15mm, 7 Holes - Left, Stainless Steel, Sterile
752.7.18L-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 18mm, 7 Holes - Left, Stainless Steel, Sterile
752.4.12R-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 12mm, 4 Holes - Right, Stainless Steel, Sterile
752.4.15R-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 15mm, 4 Holes - Right, Stainless Steel, Sterile
752.4.18R-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 18mm, 4 Holes - Right, Stainless Steel, Sterile
752.5.12R-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 12mm, 5 Holes - Right, Stainless Steel, Sterile
752.5.15R-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 15mm, 5 Holes - Right, Stainless Steel, Sterile
752.5.18R-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 18mm, 5 Holes - Right, Stainless Steel, Sterile
752.6.12R-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 12mm, 6 Holes - Right, Stainless Steel, Sterile
752.6.15R-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 15mm, 6 Holes - Right, Stainless Steel, Sterile
752.6.18R-S, 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 18mm, 6 Holes - Right, Stainless Steel, Sterile
752.7.12R-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 12mm, 7 Holes - Right, Stainless Steel, Sterile
752.7.15R-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 15mm, 7 Holes - Right, Stainless Steel, Sterile
752.7.18R-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 18mm, 7 Holes - Right, Stainless Steel, Sterile
3.5mm Wise-Lock Clavicle Hook Plate, Titanium

TI-752.4.12L , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 12mm, 4 Holes - Left, Titanium

TI-752.4.15L , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 15mm, 4 Holes - Left, Titanium

TI-752.4.18L , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 18mm, 4 Holes - Left, Titanium

TI-752.5.12L , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 12mm, 5 Holes - Left, Titanium

TI-752.5.15L , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 15mm, 5 Holes - Left, Titanium

TI-752.5.18L , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 18mm, 5 Holes - Left, Titanium

TI-752.6.12L , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 12mm, 6 Holes - Left, Titanium

TI-752.6.15L , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 15mm, 6 Holes - Left, Titanium

TI-752.6.18L , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 18mm, 6 Holes - Left, Titanium

TI-752.7.12L , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 12mm, 7 Holes - Left, Titanium

TI-752.7.15L , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 15mm, 7 Holes - Left, Titanium

TI-752.7.18L , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 18mm, 7 Holes - Left, Titanium

TI-752.4.12R , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 12mm, 4 Holes - Right, Titanium
TI-752.4.15R , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 15mm, 4 Holes - Right, Titanium
TI-752.4.18R , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 18mm, 4 Holes - Right, Titanium
TI-752.5.12R , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 12mm, 5 Holes - Right, Titanium

TI-752.5.15R , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 15mm, 5 Holes - Right, Titanium
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TI-752.5.18R , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 18mm, 5 Holes - Right, Titanium
TI-752.6.12R , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 12mm, 6 Holes - Right, Titanium
TI-752.6.15R , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 15mm, 6 Holes - Right, Titanium
TI-752.6.18R , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 18mm, 6 Holes - Right, Titanium
TI-752.7.12R , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 12mm, 7 Holes - Right, Titanium
TI-752.7.15R , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 15mm, 7 Holes - Right, Titanium
TI-752.7.18R , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 18mm, 7 Holes - Right, Titanium

, 3.5mm Wise-Lock Clavicle Hook Plate, Titanium, Sterile

TI-752.4.12L-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 12mm, 4 Holes - Left, Titanium, Sterile
TI-752.4.15L-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 15mm, 4 Holes - Left, Titanium, Sterile
TI-752.4.18L-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 18mm, 4 Holes - Left, Titanium, Sterile
TI-752.5.12L-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 12mm, 5 Holes - Left, Titanium, Sterile
TI-752.5.15L-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 15mm, 5 Holes - Left, Titanium, Sterile
TI-752.5.18L-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 18mm, 5 Holes - Left, Titanium, Sterile
TI-752.6.12L-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 12mm, 6 Holes - Left, Titanium, Sterile
TI-752.6.15L-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 15mm, 6 Holes - Left, Titanium, Sterile
TI-752.6.18L-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 18mm, 6 Holes - Left, Titanium, Sterile
TI-752.7.12L-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 12mm, 7 Holes - Left, Titanium, Sterile
TI-752.7.15L-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 15mm, 7 Holes - Left, Titanium, Sterile
TI-752.7.18L-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 18mm, 7 Holes - Left, Titanium, Sterile
TI-752.4.12R-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 12mm, 4 Holes - Right, Titanium, Sterile
TI-752.4.15R-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 15mm, 4 Holes - Right, Titanium, Sterile
TI-752.4.18R-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 18mm, 4 Holes - Right, Titanium, Sterile
TI-752.5.12R-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 12mm, 5 Holes - Right, Titanium, Sterile
TI-752.5.15R-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 15mm, 5 Holes - Right, Titanium, Sterile
TI-752.5.18R-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 18mm, 5 Holes - Right, Titanium, Sterile
TI-752.6.12R-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 12mm, 6 Holes - Right, Titanium, Sterile
TI-752.6.15R-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 15mm, 6 Holes - Right, Titanium, Sterile
TI-752.6.18R-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 18mm, 6 Holes - Right, Titanium, Sterile
TI-752.7.12R-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 12mm, 7 Holes - Right, Titanium, Sterile
TI-752.7.15R-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 15mm, 7 Holes - Right, Titanium, Sterile
TI-752.7.18R-S , 3.5mm Wise-Lock Clavicle Hook Plate, Hook Depth 18mm, 7 Holes - Right, Titanium, Sterile
3.5mm Wise-Lock Metaphyseal Plate For Distal Medial Humerus, Stainless Steel

738.107 , 3.5mm Wise-Lock Metaphyseal Plate For Distal Medial Humerus, 7 Holes, Stainless Steel
738.109, 3.5mm Wise-Lock Metaphyseal Plate For Distal Medial Humerus, 9 Holes, Stainless Steel
738.111, 3.5mm Wise-Lock Metaphyseal Plate For Distal Medial Humerus, 11 Holes, Stainless Steel
738.113, 3.5mm Wise-Lock Metaphyseal Plate For Distal Medial Humerus, 13 Holes, Stainless Steel
738.115, 3.5mm Wise-Lock Metaphyseal Plate For Distal Medial Humerus, 15 Holes, Stainless Steel

3.5mm Wise-Lock Metaphyseal Plate For Distal Medial Humerus, Stainless Steel, Sterile

738.107-S , 3.5mm Wise-Lock Metaphyseal Plate For Distal Medial Humerus, 7 Holes, Stainless Steel, Sterile
738.109-S , 3.5mm Wise-Lock Metaphyseal Plate For Distal Medial Humerus, 9 Holes, Stainless Steel, Sterile
738.111-S, 3.5mm Wise-Lock Metaphyseal Plate For Distal Medial Humerus, 11 Holes, Stainless Steel, Sterile
738.113-S, 3.5mm Wise-Lock Metaphyseal Plate For Distal Medial Humerus, 13 Holes, Stainless Steel, Sterile
738.115-S , 3.5mm Wise-Lock Metaphyseal Plate For Distal Medial Humerus, 15 Holes, Stainless Steel, Sterile
3.5mm Wise-Lock Metaphyseal Plate For Distal Medial Humerus, Titanium

TI-738.107 , 3.5mm Wise-Lock Metaphyseal Plate For Distal Medial Humerus, 7 Holes, Titanium

TI-738.109 , 3.5mm Wise-Lock Metaphyseal Plate For Distal Medial Humerus, 9 Holes, Titanium

TI-738.111 , 3.5mm Wise-Lock Metaphyseal Plate For Distal Medial Humerus, 11 Holes, Titanium

TI-738.113 , 3.5mm Wise-Lock Metaphyseal Plate For Distal Medial Humerus, 13 Holes, Titanium
TI-738.115, 3.5mm Wise-Lock Metaphyseal Plate For Distal Medial Humerus, 15 Holes, Titanium

, 3.5mm Wise-Lock Metaphyseal Plate For Distal Medial Humerus, Titanium, Sterile

TI-738.107-S , 3.5mm Wise-Lock Metaphyseal Plate For Distal Medial Humerus, 7 Holes, Titanium, Sterile
TI-738.109-S , 3.5mm Wise-Lock Metaphyseal Plate For Distal Medial Humerus, 9 Holes, Titanium, Sterile
TI-738.111-S , 3.5mm Wise-Lock Metaphyseal Plate For Distal Medial Humerus, 11 Holes, Titanium, Sterile
TI-738.113-S , 3.5mm Wise-Lock Metaphyseal Plate For Distal Medial Humerus, 13 Holes, Titanium, Sterile
TI-738.115-S , 3.5mm Wise-Lock Metaphyseal Plate For Distal Medial Humerus, 15 Holes, Titanium, Sterile
3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, Stainless Steel

741.104L , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+4 Holes - Left, Stainless Steel




ERVIC]
NS Es_l,‘r

4 9
s FDA U_ S. FO O D & D RU G U.S. Food & Drug Administration
2 10903 New Hampshire Avenue
%’o ADMINISTRATION Silver Spring, MD 20993
%zvh CENTER FOR DEVICES AND RADIOLOGICAL HEALTH www.fda.gov
Vaza

Certificate No. 8739-5-2024-1
Certificate to Foreign Government - Name of Product(s) Attachment Page 6 of 9

741.105L , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+5 Holes - Left, Stainless Steel
741.106L , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+6 Holes - Left, Stainless Steel
741.107L , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+7 Holes - Left, Stainless Steel
741.108L , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+8 Holes - Left, Stainless Steel
741.109L , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+9 Holes - Left, Stainless Steel
741.110L , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+10 Holes - Left, Stainless Steel
741.112L , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+12 Holes - Left, Stainless Steel
741.114L , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+14 Holes - Left, Stainless Steel
741.116L , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+16 Holes - Left, Stainless Steel
741.118L , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+18 Holes - Left, Stainless Steel
741.120L , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+20 Holes - Left, Stainless Steel
741.104R , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+4 Holes - Right, Stainless Steel
741.105R , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+5 Holes - Right, Stainless Steel
741.106R , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+6 Holes - Right, Stainless Steel
741.107R , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+7 Holes - Right, Stainless Steel
741.108R , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+8 Holes - Right, Stainless Steel
741.109R , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+9 Holes - Right, Stainless Steel
741.110R , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+10 Holes - Right, Stainless Steel
741.112R , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+12 Holes - Right, Stainless Steel
741.114R, 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+14 Holes - Right, Stainless Steel
741.116R , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+16 Holes - Right, Stainless Steel
741.118R, 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+18 Holes - Right, Stainless Steel
741.120R, 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+20 Holes - Right, Stainless Steel
3.5mm Wise-Lock Pilon Plate, Stainless Steel

799.207 , 3.5mm Wise-Lock Pilon Plate, 7 Holes, Stainless Steel

799.209 , 3.5mm Wise-Lock Pilon Plate, 9 Holes, Stainless Steel

3.5mm Wise-Lock Pilon Plate, Cruciform, Stainless Steel

799.007 , 3.5mm Wise-Lock Pilon Plate, Cruciform, 7 Holes, Stainless Steel

799.009, 3.5mm Wise-Lock Pilon Plate, Cruciform, 9 Holes, Stainless Steel

3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, Stainless Steel, Sterile

741.104 L-S , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+4 Holes - Left, Stainless Steel,

Sterile

741.105 L-S , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+5 Holes - Left, Stainless Steel,
Sterile

741.106 L-S , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+6 Holes - Left, Stainless Steel,
Sterile

741.107 L-S , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+7 Holes - Left, Stainless Steel,
Sterile

741.108 L-S , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+8 Holes - Left, Stainless Steel,
Sterile

741.109 L-S , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+9 Holes - Left, Stainless Steel,
Sterile

741.110 L-S, 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+10 Holes - Left, Stainless Steel,
Sterile

741.112L-S , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+12 Holes - Left, Stainless Steel,
Sterile

741.114L-S , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+14 Holes - Left, Stainless Steel,
Sterile

741.116L-S , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+16 Holes - Left, Stainless Steel,
Sterile

741.118L-S , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+18 Holes - Left, Stainless Steel,
Sterile

741.120L-S , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+20 Holes - Left, Stainless Steel,
Sterile

741.104 R-S, 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+4 Holes - Right, Stainless Steel,
Sterile

741.105 R-S , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+5 Holes - Right, Stainless Steel,
Sterile
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741.106 R-S, 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+6 Holes - Right, Stainless Steel,
Sterile

741.107 R-S, 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+7 Holes - Right, Stainless Steel,
Sterile

741.108 R-S, 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+8 Holes - Right, Stainless Steel,
Sterile

741.109 R-S, 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+9 Holes - Right, Stainless Steel,
Sterile

741.110 R-S , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+10 Holes - Right, Stainless Steel,
Sterile

741.112R-S , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+12 Holes - Right, Stainless Steel,
Sterile

741.114R-S , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+14 Holes - Right, Stainless Steel,
Sterile

741.116R-S , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+16 Holes - Right, Stainless Steel,
Sterile

741.118R-S , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+18 Holes - Right, Stainless Steel,
Sterile

741.120R-S , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+20 Holes - Right, Stainless Steel,
Sterile

3.5mm Wise-Lock Pilon Plate, Stainless Steel, Sterile

799.207-S , 3.5mm Wise-Lock Pilon Plate, 7 Holes, Stainless Steel, Sterile

799.209-S , 3.5mm Wise-Lock Pilon Plate, 9 Holes, Stainless Steel, Sterile

3.5mm Wise-Lock Pilon Plate, Cruciform, Stainless Steel, Sterile

799.007-S , 3.5mm Wise-Lock Pilon Plate, Cruciform, 7 Holes, Stainless Steel, Sterile

799.009-S , 3.5mm Wise-Lock Pilon Plate, Cruciform, 9 Holes, Stainless Steel, Sterile

3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, Titanium

TI-741.104L , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+4 Holes - Left, Titanium
TI-741.105L , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+5 Holes - Left, Titanium
TI-741.106L , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+6 Holes - Left, Titanium
TI-741.107L , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+7 Holes - Left, Titanium
TI-741.108L , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+8 Holes - Left, Titanium
TI-741.109L , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+9 Holes - Left, Titanium
TI-741.110L , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+10 Holes - Left, Titanium
TI-741.112L , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+12 Holes - Left, Titanium
TI-741.114L , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+14 Holes - Left, Titanium
TI-741.116L , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+16 Holes - Left, Titanium
TI-741.118L , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+18 Holes - Left, Titanium
TI-741.120L , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+20 Holes - Left, Titanium
TI-741.104R , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+4 Holes - Right, Titanium
TI-741.105R , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+5 Holes - Right, Titanium
TI-741.106R , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+6 Holes - Right, Titanium
TI-741.107R , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+7 Holes - Right, Titanium
TI-741.108R , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+8 Holes - Right, Titanium
TI-741.109R, 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+9 Holes - Right, Titanium
TI-741.110R , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+10 Holes - Right, Titanium
TI-741.112R , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+12 Holes - Right, Titanium
TI-741.114R , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+14 Holes - Right, Titanium
TI-741.116R , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+16 Holes - Right, Titanium
TI-741.118R , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+18 Holes - Right, Titanium
TI-741.120R , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+20 Holes - Right, Titanium
3.5mm Wise-Lock Pilon Plate, Titanium

TI-799.207 , 3.5mm Wise-Lock Pilon Plate, 7 Holes, Titanium

TI-799.209 , 3.5mm Wise-Lock Pilon Plate, 9 Holes, Titanium

3.5mm Wise-Lock Pilon Plate, Cruciform, Titanium

TI-799.007 , 3.5mm Wise-Lock Pilon Plate, Cruciform, 7 Holes, Titanium

TI-799.009, 3.5mm Wise-Lock Pilon Plate, Cruciform, 9 Holes, Titanium

3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, Titanium, Sterile

U.S. Food & Drug Administration
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Silver Spring, MD 20993
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TI-741.104L-S , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+4 Holes - Left, Titanium, Sterile

TI-741.105L-S , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+5 Holes - Left, Titanium, Sterile

TI-741.106L-S , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+6 Holes - Left, Titanium, Sterile

TI-741.107L-S , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+7 Holes - Left, Titanium, Sterile

TI-741.108L-S , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+8 Holes - Left, Titanium, Sterile

TI-741.109L-S , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+9 Holes - Left, Titanium, Sterile

TI-741.110L-S , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+10 Holes - Left, Titanium, Sterile
TI-741.112L-S , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+12 Holes - Left, Titanium, Sterile
TI-741.114L-S , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+14 Holes - Left, Titanium, Sterile
TI-741.116L-S , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+16 Holes - Left, Titanium, Sterile
TI-741.118L-S , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+18 Holes - Left, Titanium, Sterile
TI-741.120L-S , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+20 Holes - Left, Titanium, Sterile
TI-741.104R-S , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+4 Holes - Right, Titanium,
Sterile

TI-741.105R-S , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+5 Holes - Right, Titanium,
Sterile

TI-741.106R-S , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+6 Holes
Sterile

TI-741.107R-S , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+7 Holes - Right, Titanium,
Sterile

TI-741.108R-S , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+8 Holes - Right, Titanium,
Sterile

TI-741.109R-S , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+9 Holes
Sterile

TI-741.110R-S , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+10 Holes - Right, Titanium,
Sterile

TI-741.112R-S , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+12 Holes - Right, Titanium,
Sterile

TI-741.114R-S , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+14 Holes
Sterile

TI-741.116R-S , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+16 Holes - Right, Titanium,
Sterile

TI-741.118R-S , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+18 Holes - Right, Titanium,
Sterile

TI-741.120R-S , 3.5mm Wise-Lock Metaphyseal Plate For Medial Distal Tibia, 4+20 Holes
Sterile

Right, Titanium,

Right, Titanium,

Right, Titanium,

Right, Titanium,

3.5mm Wise-Lock Pilon Plate, Titanium, Sterile

TI-799.207-S , 3.5mm Wise-Lock Pilon Plate, 7 Holes, Titanium, Sterile

TI-799.209-S , 3.5mm Wise-Lock Pilon Plate, 9 Holes, Titanium, Sterile

, 3.5mm Wise-Lock Pilon Plate, Cruciform, Titanium, Sterile

TI-799.007-S , 3.5mm Wise-Lock Pilon Plate, Cruciform, 7 Holes, Titanium, Sterile

TI-799.009-S , 3.5mm Wise-Lock Pilon Plate, Cruciform, 9 Holes, Titanium, Sterile

10-059-006LSS , 3.5mm Wise-Lock Z-type Distal Medial Tibial Plate, 6 Holes, Left, Stainless Steel
10-059-008LSS , 3.5mm Wise-Lock Z-type Distal Medial Tibial Plate, 8 Holes, Left, Stainless Steel
10-059-010LSS , 3.5mm Wise-Lock Z-type Distal Medial Tibial Plate, 10 Holes, Left, Stainless Steel
10-059-014LSS , 3.5mm Wise-Lock Z-type Distal Medial Tibial Plate, 14 Holes, Left, Stainless Steel
10-059-018LSS , 3.5mm Wise-Lock Z-type Distal Medial Tibial Plate, 18 Holes, Left, Stainless Steel
10-059-006RSS , 3.5mm Wise-Lock Z-type Distal Medial Tibial Plate, 6 Holes, Right, Stainless Steel
10-059-008RSS , 3.5mm Wise-Lock Z-type Distal Medial Tibial Plate, 8 Holes, Right, Stainless Steel
10-059-010RSS , 3.5mm Wise-Lock Z-type Distal Medial Tibial Plate, 10 Holes, Right, Stainless Steel
10-059-014RSS , 3.5mm Wise-Lock Z-type Distal Medial Tibial Plate, 14 Holes, Right, Stainless Steel
10-059-018RSS , 3.5mm Wise-Lock Z-type Distal Medial Tibial Plate, 18 Holes, Right, Stainless Steel
10-060-006RSS , 3.5mm Wise-Lock Z-Type Proximal Lateral Tibia Plate, 6 Holes, Right, Stainless Steel
10-060-008RSS , 3.5mm Wise-Lock Z-Type Proximal Lateral Tibia Plate, 8 Holes, Right, Stainless Steel
10-060-010RSS , 3.5mm Wise-Lock Z-Type Proximal Lateral Tibia Plate, 10 Holes, Right, Stainless Steel
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10-060-012RSS , 3.5mm Wise-Lock Z-Type Proximal Lateral Tibia Plate, 12 Holes, Right, Stainless Steel
10-060-014RSS , 3.5mm Wise-Lock Z-Type Proximal Lateral Tibia Plate, 14 Holes, Right, Stainless Steel
10-060-016RSS , 3.5mm Wise-Lock Z-Type Proximal Lateral Tibia Plate, 16 Holes, Right, Stainless Steel

END OF PRODUCT LIST:

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
www.fda.gov




	Name of Owner Operator
	Name of Manufacturer
	Name of Distributor
	Name of Owner Operator
	Name of Manufacturer
	Name of Distributor
	Name of Product(s)
	Certificate No. 8739-5-2024-1

