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Certificate No. 4887-2-2024-1
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
(22 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.

Sincerely,

oz itos

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 February 21, 2024 to February 20, 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.
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Name of Owner Operator
Rumex International Co.
14240 Carlson Circle
Building K, Suite 8
Tampa, FL

USA 33626

Name of Manufacturer
RUMEX Baltics SIA

46, Robezu str.

Riga, Riga

LATVIA LV-1004

Rumex International Ltd.
311 Shoreham Street
Sheffield, Sheffield

UNITED KINGDOM S2 4FA

Name of Manufacturer/Distributor
RUMEX INTERNATIONAL CO.

14240 Carlson Circle, Building K, Suite 8
Tampa, FL

USA 33626

----END OF MANUFACTURER/DISTRIBUTOR LIST----
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Name of Owner Operator
Rumex International Co.
14240 Carlson Circle

Building K, Suite 8

Tampa, FL

USA 33626

Name of Manufacturer
RUMEX Baltics SIA

46, Robezu str.

Riga, Riga

LATVIA LV-1004

Name of Manufacturer/Distributor
RUMEX INTERNATIONAL CO.

14240 Carlson Circle, Building K, Suite 8
Tampa, FL

USA 33626

Name of Product(s)

RUMEX OPHTHALMIC INSTRUMENTS

10-013 Stevenson Lacrimal Sac Retractor, Curved, 2 x 3 mm Teeth

10-013S Stevenson Lacrimal Sac Retractor, Curved, 2 x 3 mm Teeth, Stainless Steel

10-014 Knapp Lacrimal Sac Retractor, Blunt 4 x 8.00 mm Four Prongs Tip, Round Serrated Handle, Round

Titanium Handle
10-0141 Retractor Catspaw Mini
10-0145 Knapp Lacrimal Sac Retractor, Blunt, Three Prongs

10-014S Knapp Lacrimal Sac Retractor, Blunt 4 x 8.00 mm Four Prongs Tip, Stainless Steel

10-015 Klar Lid Everter Open

10-016 Vera Fixation Hook

10-020 Desmarres Lid Retractor, Size 0, 11.00 mm, Round Titanium Handle
10-020S Desmarres Lid Retractor, Size 0, 11.00 mm, Round Handle, Stainless Steel
10-021 Desmarres Lid Retractor, Size 1, 13.00 mm, Round Titanium Handle
10-021S Desmarres Lid Retractor, Size 1, 13.00 mm, Round Handle, Stainless Steel
10-022 Desmarres Lid Retractor, Size 2, 15.00 mm, Round Titanium Handle
10-022S Desmarres Lid Retractor, Size 2, 15.00 mm, Round Handle, Stainless Steel
10-023 Desmarres Lid Retractor, Size 3, 17.00 mm, Round Titanium Handle
10-023S Desmarres Lid Retractor, Size 3, 17.00 mm, Round Handle, Stainless Steel
10-024 Jaffe Wire Lid Retractor, Pair

10-030S Schepens Orbital Retractor, Stainless Steel

10-031S Freer Lacrimal Chisel, Straight, Stainless Steel

10-034T Double-Ended Orbital Globe Retractor-Elevator, 10.00/14.00 mm, Titanium
10-035 ICRS Implantation Elevator, Straight Shaft, Round Titanium Handle

10-036 Freer Lacrimal Chisel, Curved

10-037 Heidelberg Elevator

10-0381 Bone Chisel Flat, 5 mm Wide

10-0382 Bone Chisel Hollow, 5 mm Wide

10-040 Ragnell Double - Ended Retractor

10-041 Graether Micro Iris Retractor Collar Button, Angled

10-0411 Graether Micro Iris Retractor Collar Button, Straight

10-041S Graether Micro Iris Retractor Collar Button, Angled, Stainless Steel

10-080 Beehler Iris Retractor, Three Prongs, Intraocular Handle, 17 Ga, Straight

10-083 Beehler Pupil Dilator, Four Prongs, Intraocular Handle, 17 Ga, Curved Shaft, Titanium Handle
10-091 Beehler Pupil Dilator with Plunger, Four Prongs, 17 Ga, Curved, Titanium Handle

10-017 Hook ophthalmological

10-114 Knapp Lacrimal Sac Retractor, Sharp 4 x 8mm Four Prongs Tip

10-117 Lewis Lens Loop Large Teardrop-Shaped Loop, Flat Handle, Stainless Steel
10-117S Heidelberg Raspatory

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
www.fda.gov
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10-118 Bunge Evisceration Spoon, 10mm diameter

10-118S Lempert Periosteal Elevator

10-119 Desmarres Lid Retractor, 8.00 mm

10-119S Conway Lid Retractor, with Polished Finish

10-120S Ribbon, Abdominal Spatula, 330x19 mm, Malleable

10-129 Senn-Miller Retractor, Blunt

10-130 Ribbon, Malleable, 6.50 mm

10-131 Ribbon, Malleable, 9.50 mm

10-132 Ribbon, Malleable, 13.00 mm

10-133 Ribbon, Malleable, 16.00 mm

10-134 Ribbon, Malleable, 19.00 mm

10-135 Ribbon, Malleable, 25.00 mm

10-136SP Retractor Malleable, 7.00 & 9.00 mm

10-136SP1 Retractor Malleable, 11.00 & 13.00 mm

10-136SP2 Retractor Malleable, 15.00 & 18.00 mm

10-136SP3 Retractor Malleable, 18.00 & 22.00 mm

1-010S Blade Holder, Short Model, Stainless Steel

1-010T Blade Holder, Round Handle, with End Lock, Titanium

1-015S BLADE #67

1-016 Blade handle #7

1-016S BLADE #65

1-017 Scalpel Handle

1-018 Blade Holder, Round

1-018S Scalpel Handle, #9

1-020S Bard Parker Handle, Flat, Stainless Steel

1-020T Bard Parker Handle, Flat Handle, Titanium

1-030T Chuck Handle, Titanium

1-031S Chuck Handle, Stainless Steel

1-031T Chuck Handle, Titanium

1-040 Miniature Blade #64, Disposable, Box of 12

10-5016-1 Disposable Iris Retractors, 1 Pack of 4 Pcs (4 Retractors)

10-5067-1 Disposable Iris Retractors, 1 Pack of 5 Pcs (5 Retractors)

10-5127 Reusable Iris Retractor, 1 Pack of 6 Pcs - 6 Retractors in Teflon Container

11-0101S Castroviejo Corneal Scissors, Right, Curved, Blunt Tips, 7.00 mm Blades, Stainless Steel
11-010S Castroviejo Corneal Scissors, Left, Curved, Blunt Tips, 7.00 mm Blades, Stainless Steel
11-0118S Castroviejo Universal Corneal Scissors, Small, Blunt Tips, 7.50 mm Blades, Stainless Steel
11-0122 Castroviejo Corneal Scissors, Strong Curve, Blunt-Blunt

11-0128S Castroviejo Universal Corneal Scissors, Blunt Tips, 11.00 mm Blades, Stainless Steel

11-013S Osher Universal Corneal Scissors, Blunt Tips, Gently Curved, 13.00 mm Blades, Stainless Steel
11-0158S Castroviejo Curved Corneal Scissors, Medium, Blunt Tips, 13.00 mm Blades, Stainless Steel
11-015T Castroviejo Universal Curved Corneal Scissors, Titanium

11-0201S Katzin Corneal Transplant Scissors, Right, Blunt Tips, Strongly Curved, 8.00 mm Blades, Stainless
Steel

11-020S Katzin Corneal Transplant Scissors, Left, Blunt Tips, Strongly Curved, 8.00 mm Blades, Stainless Steel
11-023S Castroviejo Keratoplasty Scissors, Side Angled, Stainless Steel

11-0241S Castroviejo Corneal Section Scissors, Left, 11.50 mm Blades, Lower Blade 0.50 mm Longer, Stainless
Steel

11-024S Castroviejo Corneal Section Scissors, Right, 11.50 mm Blades, Lower Blade 0.50 mm Longer, Stainless
Steel

11-0341S Eye Scissors, Pointed Tips, Small, Straight

11-034S Universal Corneal Scissors, Blunt Tips, 7.50 mm Curved Blades, Round Handle, Stainless Steel
11-035S Universal Corneal Scissors, Blunt Tips, 11.00 mm Curved Blades, Round Handle, Stainless Steel
11-0361S DLEK Scissors, Strong Curve, Long Blades, Stainless Steel

11-036S DLEK Scissors, Medium Curve, Long Blades, Stainless Steel

11-03721 Zaldivar Iridectomy Scissors, 23 Ga, with Lock, Tip Only

11-03721H Intra-Ocular Scissors, Straight, 23 Ga

11-0373 Osher Reverse Cutting Iridectomy Scissors

11-03731 Osher Reverse Cutting Iridectomy Scissors, With Lock
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11-03741 Side-Port Capsulotomy Scissors, Left, 20 Ga, with Lock, Tip Only

11-03751 Side-Port Capsulotomy Scissors, Right, 20 Ga, with Lock, Tip Only

11-0381S DALK Scissors, Left, Stainless Steel

11-038S DALK Scissors, Right, Stainless Steel

11-0391 Westcott Tenotomy Scissors, Straight Blades, Blunt Tips, Stainless Steel

11-0392 Mini Wescott Tenotomy Scissors, Curved Blades, Blunt Tips

11-040S Westcott Curved Tenotomy Scissors, Blunt Tips, 13.00 mm Blades, Flat Handle, Stainless Steel
11-040SP2 Westcott Straight Tenotomy Scissors, Blunt Tips, Stainless Steel

11-040SP3 Westcott Straight Tenotomy Scissors, Sharp Tips, Stainless Steel

11-040T Westcott Tenotomy Scissors Curved, Titanium

11-042S Westcott Curved Tenotomy Scissors, Blunt Tips, 16.00 mm Blades, Flat Handle, Stainless Steel
11-044S Westcott Stitch Scissors, Sharp Tips, 16.00 mm Blades, Flat Handle, Stainless Steel

11-046S Westcott Stitch Scissors, Sharp Tips, Gently Curved 13.00 mm Blades, Flat Handle, Stainless Steel
11-047S Westcott Stitch Scissors, Sharp Tips, Gently Curved 13.00 mm Blades, Round Handle, Stainless Steel
11-0481S Shepard-Westcott Curved Tenotomy Scissors, Right, Blunt Tips, 16.00 mm Blades, Stainless Steel
11-048S Westcott Curved Tenotomy Scissors, Right, Blunt Tips, 15.00 mm Blades, Stainless Steel

11-0491S Shepard-Westcott Curved Tenotomy Scissors, Blunt, Left, Stainless Steel

11-049S Westcott Curved Tenotomy Scissors, Left, Blunt tips, Stainless Steel

11-0501S Clayman-Vannas Swan Neck Straight Scissors, Sharp Tips, 5.00 mm Blades, Smooth Handle,
Stainless Steel

11-050S Vannas Capsulotomy Scissors, Straight, Sharp Tips, 6.00 mm Blades, Flat Handle, Stainless Steel
11-0528 Vannas Capsulotomy Scissors, Curved, Sharp Tips, 6.00 mm Blades, Flat Handle, Stainless Steel
11-052T Curved Vannas Scissors, Extra Fine, Titanium

11-054S Vannas Capsulotomy Scissors, Angled, Sharp Tips, 6.00 mm Blades, Flat Handle, Stainless Steel
11-0551S Vannas Capsulotomy Scissors, Side Angled

11-0568 Gills-Vannas Capsulotomy Scissors, Straight, Sharp Tips, 10.00 mm Blades, Flat Handle, Stainless
Steel

11-0578S Gills-Vannas Capsulotomy Scissors, Side Angled Sharp Tips, Stainless Steel

11-0581S Gills-Vannas Capsulotomy Scissors, Angled, Sharp Tips, 10.00 mm Blades, Flat Handle, Stainless
Steel

11-0582S Uribe-Stern Scissors, Extra Thin, Concave Curve

11-058S Gills-Vannas Capsulotomy Scissors, Curved, Sharp Tips, 10.00 mm Blades, Flat Handle, Stainless
Steel

11-062S McPherson-Vannas Curved Iris Scissors, Sharp Tips, 8.00 mm Blades, Round Handle, Stainless Steel
11-080S Straight Iris Scissors, Sharp Tips, 28.00 mm Blades, Ring Handle, Stainless Steel

11-080T Universal Eye Scissor Standard, Straight, Titanium

11-0818S Curved Iris Scissors, Sharp Tips, 28.00 mm Blades, Ring Handle, Stainless Steel

11-090S Curved Enucleation Scissors, Blunt Tips, 38 mm Blades from Midscrew to Tip, Ring Handle, Stainless
Steel

11-091S Curved Enucleation Scissors, Blunt Tips, 45 mm Blades from Midscrew to Tip, Ring Handle, Stainless
Steel

11-100S Knapp Straight Strabismus Scissors, Ring Handle, Stainless Steel

11-101S Knapp Curved Strabismus Scissors, Ring Handle, Stainless Steel

11-120 Straight Tenotomy Scissors, Blunt Tips

11-122 Noyes Iris Scissors

11-1223 Barraquer Iris Scissors, Blunt Tips, 7.00 mm Blades, Flat Serrated Squeeze Action Handle with
Polished Finish, Stainless Steel

11-1228 Noyes lIris Scissors, Blunt Tips

11-1258 Westcott Type Stitch Scissors, Gently Curved, Sharp tips, 16.00 mm Blades, Flat Handle, Stainless
Steel

11-130S Stevens Tenotomy Scissors, Straight, Sharp Tips, Stainless Steel

11-131S Stevens Tenotomy Scissors, Curved, Sharp Tips, Stainless Steel

11-1328S Stevens Tenotomy Scissors, Curved, Blunt Tips, Stainless Steel

11-133S Stevens Tenotomy Scissors, Straight, Blunt Tips, Stainless Steel

11-134 Holland Spatulated DALK Scissors, Right, Micro blades, Delicate Shortened Outer Blade, Rounded Blunt
Tips, Stainless Steel

11-1348S Operating Scissors, Straight Blades, Sharp/Blunt Tips, Ring Handle,Stainless Steel

11-134T Castroviejo Corneal Scissors, Curved Small Blades
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11-135 Holland Spatulated DALK Scissors, Left, Micro blades, Delicate Shortened Outer Blade, Rounded Blunt
Tips, Length 100 mm, Stainless Steel

11-135S Bonn Scissors, Curved, Extra Delicate, Stainless Steel

11-136S Sarkisian-Westcott Scissors, Blades With 1mm Engravings

11-136T McPherson-Westcott Stitch Scissors

11-137S Bonn Scissors, Stright, Extra Delicate, Stainless Steel

11-137T Vannas Scissors, Sharp point tips, Straight

11-138S Westcott Curved Tenotomy Scissors, Left, Blunt Tips, Stainless Steel

11-139S Westcott Straight Tenotomy Scissors, Blunt Tips, Stainless Steel

11-140 Iris Scissors, Straight, Blunt tips, Stainless Steel

11-140S Westcott Tenotomy Scissors, Mini, Curved Blades, Blunt Tips, Stainless Steel
11-1508 Iris Scissors, Straight Blades, Sharp Tips, Large Ring Handle

11-153S O'Brien-Schere Scissors

11-200S Noyes lIris Scissors, Straight, sharp/blunt, Stainless Steel

11-201S Noyes lIris Scissors, Straight, sharp/sharp, Stainless Steel

11-2028 Corneal Transplant Scissors With Stop, Strong Curve,Small Blades, Right

11-203S Corneal Transplant Scissors With Stop, Strong Curve,Small Blades, Left

11-204S Standard operating Scissors, Straight, Sharp/Blunt

11-2058 T Bolt Punctual Scissors,1 Conically Shaped Blade W/Microgrooves, Textured Surface
11-206S Standard Operating Scissors, straight, blunt/blunt

11-207S Mayo Scissors, Straight Beveled Blades

11-208S Mayo Scissors, Curved Beveled Blades

11-2118 Littler Scissors

11-212S Spencer Scissors, Stainless Steel

11-2148S Lesieur Deep Sclerectomy Scissors

11-2158 Tibolt Punctal Scissors

11-2168 Iris Scissors, Small, Straight

11-4111S Baby-Metzenbaum Scissors, Curved

11-7101S Utility scissors, curved

11-special Curved Enucleation Scissors, Curved, Blunt Tips, Ring Handle, Stainless Steel
12-000T Flushing Adapter, Vitreoretinal and Microincisional Tips, Titanium

12-001T Vitreoretinal Instrument Handle, One Finger Control, Titanium

12-002T Adaptor, Female-Female

12-0038S Vitreoretinal Instrument Handle, Squeeze Model, Two Fingers Control, Stainless Steel
12-003T Vitreoretinal Instrument Handle, Squeeze Model, Two Fingers Control, Titanium
12-024 Infusion Cannula, 2.5 mm, Reusable, 1 Piece

12-025 Infusion Cannula, 4.0 mm, Reusable, 1 Piece

12-026 Infusion Cannula, 6 mm, Reusable, 1 Piece

12-027 Infusion Cannula, 6.0mm, Reusable, 23 Ga, 1 Piece

12-202 Vertical Vitreoretinal Scissors, 70°, 20 Ga, Long Sharp Tips, Tip Only

12-2020 Claus Lucke Retinotomy Scissors with Bulbous Tip, 20 Ga, Tip Only

12-202-23 Vertical Vitreoretinal Scissors, 70°, 23 Ga, Long Sharp Tips, Tip Only

12-202-23DP Disposable Vitreoretinal Vertical Scissors, 23 Ga, Plastic Handle 3600, 6 per Box
12-202-23H Vertical Vitreoretinal Scissors, Attached to a Universal Handle, with RUMEX Flushing System, 23
Ga

12-202-25DP Disposable Vitreoretinal Vertical Scissors, 25 Ga, Plastic Handle 3600, 6 per Box
12-202-25H Vertical Vitreoretinal Scissors, Attached to a Universal Handle, with RUMEX Flushing System, 25
Ga

12-2029 Vertical Vitreoretinal Scissors, 45°, 25 Ga, Tip Only

12-206 Horizontal Vitreoretinal Scissors, 55°, Medium 1.70 mm Blades, 20 Ga, Tip Only

12-208 Angled Horizontal Vitreoretinal Scissors, 45°, Regular Blades, 20 Ga, Tip Only

12-2084 Angled Horizontal Vitreoretinal Scissors, 45°, Regular Blades with lllumination, 20 Ga, Tip Only
12-2085 Angled Horizontal Vitreoretinal Scissors, 45°, Short Blades, 20 Ga, Tip Only
12-2085-23 Angled Horizontal Vitreoretinal Scissors, 45°, Short Blades, 23 Ga, Tip only

12-209 Curved Subretinal Scissors, Curvature Radius 12.00 mm, 20 Ga, Tip Only

12-209-23 Curved Subretinal Scissors, Curvature Radius 12.00 mm, 23 Ga, Tip Only
12-209-23DP Disposable Vitreoretinal Curved Scissors, 23 Ga, Plastic Handle 360°, 6 per Box
12-209-23H Curved Subretinal Scissors, Attached to a Universal Handle, with RUMEX Flushing System, 23 Ga
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12-209-25DP Disposable Vitreoretinal Curved Scissors, 25 Ga, Plastic Handle 360°, 6 per Box

12-209-25H Curved Subretinal Scissors, Attached to a Universal Handle, with RUMEX Flushing System, 25 Ga
12-209-27DP Disposable Vitreoretinal Curved Scissors, 27 Ga, Plastic Handle 360°, 6 per Box

12-2099 Curved Vitreoretinal Scissors, 25 Ga, Tip Only

12-211 Straight Vitreoretinal Scissors, Rounded Blades, 20 Ga, Tip Only

12-211-23DP Disposable Vitreoretinal Straight Scissors, 23 Ga, Plastic Handle 360°, 6 per Box

12-211-23H Straight Vitreoretinal Scissors, Attached to a Universal Handle, with RUMEX Flushing System, 23
Ga

12-211-25 Straight Vitreoretinal Scissors, Rounded Blades, 25Ga, Tip only

12-211-25DP Disposable Vitreoretinal Straight Scissors, 25 Ga, Plastic Handle 360°, 6 per Box

12-211-25H Straight Vitreoretinal Scissors, Attached to a Universal Handle, with RUMEX Flushing System, 25
Ga

12-211-27DP Disposable Vitreoretinal Straight Scissors, 27 Ga, Plastic Handle 360°, 6 per Box

12-215 Side Curved Vitreoretinal Scissors, 20 Ga, Tip Only

12-230 Vitreoretinal Scissors

12-301 Gripping Vitreoretinal Forceps with a Sandblasted Platform, 20 Ga, Tip Only

12-301-23 Gripping Vitreoretinal Forceps with a Sandblasted Platform, 23 Ga, Tip Only

12-301-23H Gripping Forceps with a Sandblasted Platform, Attached to a Universal Handle, with RUMEX
Flushing System, 23 Ga

12-301-25H Gripping Forceps with a Sandblasted Platform, Attached to a Universal Handle, with RUMEX
Flushing System, 25 Ga

12-3019 Gripping Vitreoretinal Forceps with a Sandblasted Platform, 25 Ga, Tip Only

12-303 Angled Vitreoretinal Gripping Forceps, 20 Ga, Tip Only

12-304 Gripping Forceps with a "Crocodile" Platform, 20 Ga, Tip Only

12-304-23 Gripping Vitreoretinal Forceps with a "Crocodile" Platform, 23 Ga, Tip Only

12-304-23DP Disposable Vitreoretinal Gripping Forceps with a "Crocodile Platform", 23 Ga, Plastic Handle 360¢,
6 per Box

12-304-23H Gripping Forceps with a "Crocodile" Platform, Attached to a Universal Handle, with RUMEX Flushing
System, 23 Ga

12-304-25 Gripping Vitreoretinal Forceps with a "Crocodile" Platform, 25 Ga, Tip Only

12-304-25DP Disposable Vitreoretinal Gripping Forceps with a "Crocodile Platform", 25 Ga, Plastic Handle 360¢,
6 per Box

12-304-25H Gripping Forceps with a "Crocodile" Platform, Attached to a Universal Handle, with RUMEX Flushing
System, 25 Ga

12-304-27DP Disposable Vitreoretinal Gripping Forceps with a "Crocodile Platform", 27 Ga, Plastic Handle 360¢,
6 per Box

12-3044 Lucke Multipurpose Forceps, 20 Ga, Tip Only

12-3044-23 Lucke Multipurpose Forceps, 23Ga, Tip only

12-3044-25 Lucke Multipurpose Forceps, 25Ga, Tip only

12-313 Vitreoretinal Forceps with Cup Jaws, 20 Ga, Tip Only

12-321 Spring Gripping Vitreoretinal Forceps, 20 Ga, Tip Only

12-321-23 Spring Gripping Vitreoretinal Forceps, 23 Ga, Tip Only

12-325 Pick Vitreoretinal Forceps, 20 Ga, Tip Only

12-325-23 Pick Vitreoretinal Forceps, 23 Ga, Tip Only

12-325-23H Pick Vitreoretinal Forceps, Attached to a Universal Handle, with RUMEX Flushing System, 23 Ga
12-325-25H Pick Vitreoretinal Forceps, Attached to a Universal Handle, with RUMEX Flushing System, 25 Ga
12-3259 Pick Vitreoretinal Forceps, 25 Ga, Tip Only

12-335 Stolyarenko Vitreoretinal Forceps, Large Foreign Body, 20 Ga, Tip Only

12-343 Subretinal Forceps, 3mm Tips, 20 Ga, Tip Only

12-400 Vitreoretinal End-Gripping Forceps with Serrated Micro Jaws, 20 Ga, Tip Only

12-401 Vitreoretinal End-Gripping Forceps with Extended Gripping Area at the End of the Tip, 20 Ga, Tip Only
12-4012 End-Gripping Vitreoretinal Forceps with Extended Gripping Area at the End of the Tip, 23 Ga, Tip Only
12-4013 End-Grasping Forceps, Expanded Space between Branches, 23 Ga, Tip Only

12-4013-25H End-Grasping Forceps, Expanded Space between Branches, Attached to a Universal Handle, with
RUMEX Flushing System, 25 Ga

12-4013H End-Grasping Forceps, Expanded Space Between Branches, Attached to a Universal Handle, with
RUMEX Flushing System, 23 Ga

12-4019 Vitreoretinal Forceps, 23 Ga

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




T SERVICEg,

& Yy
5 FDA U. S_ Foo D & D RU G U.S. Food & Drug Administration
g 10903 New Hampshire Avenue
= ADMINISTRATION Silver Spring, MD 20993
g’%ﬁ CENTER FOR DEVICES AND RADIOLOGICAL HEALTH www.fda.gov
“vgsq

Certificate No. 4887-2-2024-1
Certificate to Foreign Government - Name of Product(s) Attachment Page 6 of 22

12-402 Vitreoretinal End-Gripping Forceps with Nail-Shaped Jaws, 20 Ga, Tip Only

12-402-23 End-Gripping Vitreoretinal Forceps with Nail-Shaped Jaws, 23 Ga, Tip Only

12-402-23H Vitreoretinal End-Gripping Forceps with Nail-Shaped Jaws, Attached to a Universal Handle, with
RUMEX Flushing System, 23 Ga

12-402-25H Vitreoretinal End-Gripping Forceps with Nail-Shaped Jaws, Attached to a Universal Handle, with
RUMEX Flushing System, 25 Ga

12-4023_Straight Laser Probe, 23 Ga, Standard SMA 905 Connector, 5 per Box

12-4025_Straight Laser Probe, 25 Ga, Standard SMA 905 Connector, 5 per Box

12-4089 Vitreoretinal End-Gripping Forceps with Nail-Shaped Jaws, 25 Ga, Tip Only

12-410 Eckardt End-Gripping Vitreoretinal Forceps, 20 Ga, Tip Only

12-410-23 Eckardt End-Gripping Vitreoretinal Forceps, 23 Ga, Tip Only

12-410-23DP Disposable Vitreoretinal Eckardt End-Gripping Forceps, 23 Ga, Plastic Handle 3600, 6 per Box
12-410-23H Eckardt End-Gripping Forceps, Attached to a Universal Handle, with RUMEX Flushing System, 23
Ga

12-410-25 Eckardt End-Gripping Vitreoretinal Forceps, 25 Ga, Tip Only

12-410-25DP Disposable Vitreoretinal Eckardt End-Gripping Forceps, 25 Ga, Plastic Handle 3600, 6 per Box
12-410-25H Eckardt End-Gripping Forceps, Attached to a Universal Handle, with RUMEX Flushing System, 25
Ga

12-410-27 Eckardt End-Gripping Vitreoretinal Forceps, 27 Ga, Tip only

12-410-27DP Disposable Vitreoretinal Eckardt End-Gripping Forceps, 27 Ga, Plastic Handle 3600, 6 per Box
12-411 Tano Asymmetrical Vitreoretinal End-Gripping Forceps, 20 Ga, Tip Only

12-411-23 Tano Asymmetrical Vitreoretinal End-Gripping Forceps, 23 Ga, Tip Only

12-411-23H Tano Asymmetrical End-Gripping Forceps, Attached to a Universal Handle, with RUMEX Flushing
System, 23 Ga

12-411-25 Tano Asymmetrical Vitreoretinal End-Gripping Forceps, 25 Ga, Tip only

12-411-25H Tano Asymmetrical End-Gripping Forceps, Attached to a Universal Handle, with RUMEX Flushing
System, 25 Ga

12-412 Avci Foreign Body Forceps, 17 Ga, Tip Only

12-413 De Juan Sandblasted Pick Forceps, 20 Ga, Tip Only

12-414 Tanaka Maculorhexis Forceps, 23 Ga, Tip Only

12-415 Kawai ILM Forceps, 25 Ga, Tip Only

12-4202-23 Asymmetrical End-Grasping Forceps, Elongated Branches, Myopic Eyes, 23 Ga, Tip Only
12-420-23 Asymmetrical Vitreoretinal End-Grasping Forceps, 23 Ga, Tip Only

12-420-23H Asymmetrical End-Grasping Forceps, Attached to a Universal Handle, with RUMEX Flushing
System, 23 Ga

12-420-25 Asymmetrical End-Grasping Forceps, 25 Ga, Tip Only

12-420-25H Asymmetrical End-Grasping Forceps, Attached to a Universal Handle, with RUMEX Flushing
System, 25 Ga

12-420-27 Asymmetrical End-Grasping Forceps, 27 Ga, Tip Only

12-433 Biopsy Forceps

12-5086S Scleral Plugs Forceps, Stainless Steel

12-5123 Soft Tip Cannula with Green Tip, 23 Ga, Disposable, 10 per Box

12-5125 Soft Tip Cannula with Green Tip, 25 Ga, Disposable, 10 per Box

12-5147 Backflush Instrument Reservoir, Passive, Disposable, 5 per Box

12-5147_by 10 pcs Backflush Instrument Reservoir, Passive

12-5152 Soft Tip Cannula, 25 Ga, Disposable, 5 per Box

12-5152H Backflush Instrument with Soft Tip, Disposable, 25 Ga, 6 per Box

12-5156 Charles Flute Cannula, 25 Ga, Disposable, 5 per Box

12-5156H Backflush Instrument with Charles Flute Tip, 25 Ga, Disposable, 6 per Box

12-5159 Backflush Instrument Reservoir, Active, Disposable, 5 per Box

12-5160 Brush Tip Cannula, 25 Ga, Disposable, 5 per Box

12-5160H Backflush Instrument with Brush Tip, 25 Ga, Disposable, 6 per Box

12-5161 Soft Tip Cannula, 23 Ga, Disposable, 5 per Box

12-5161H Backflush Instrument with Soft Tip, 23 Ga, Disposable, 6 per Box

12-5162 Brush Tip Cannula, 23 Ga, Disposable, 5 per Box

12-5162H Backflush Instrument with Brush Tip, 23 Ga, Disposable, 6 per Box

12-5164 Charles Flute Cannula, 23 Ga, Disposable, 5 per Box

12-5164H Backflush Instrument with Charles Flute Tip, 23 Ga, Disposable, 6 per Box
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12-5165 Self-Retaining Silicone Oil Cannula, 23 Ga, 4.00 mm, 5 Per Box
12-5167 Brush Tip Cannula, 27 Ga, Disposable, 5 per Box

12-5167H Backflush Instrument with Brush Tip, 27 Ga, Disposable, 6 per Box
12-5173-25 Reusable Two Step Trocar System with Closure Valves, 25 Ga
12-5173-23 Reusable Two Step Trocar System with Closure Valves, 23 Ga
12-5186 Loading Forceps, 23/25 Ga, Titanium

12-5187 Trocar Cannula Inserter, 23 Ga, Titanium

12-5187-25 Trocar Cannula Inserter, 25 Ga, Titanium

12-5188 Fixation Plate, 23/25 Ga, Stainless Steel

12-5188T Fixation Plate, 23Ga, 1 per box

12-5197 Disposable Backflush Handle - Passive Aspiration, 5 Per Box
12-5202-23 Infusion Cannula, 23 Ga

12-5203 Dual Bore PFC Cannula, 23 Ga, Disposable, 5 per Box

12-5205 Dual Bore PFC Cannula, 25 Ga, Disposable, 5 per Box

12-5227 Disposable One Step Trocar System, 27 Ga (1 Set of 3 Insert Handles and 1 Infusion Line), 6 per Box
12-5229 Disposable One Step Trocar System, 23 Ga (1 Set of 3 Insert Handles and 1 Infusion Line), 6 per Box

12-5229b Disposable One Step Trocar System 23 Ga, Blunt Cannula, 6 Per Box
12-5229-special_Disposable One Step Trocar System 23Ga, Non-Valved, 6 per box

12-5244 Disposable One Step Trocar System, 25 Ga (1 Set of 3 Insert Handles and 1 Infusion Line), 6 per Box

12-5248 Viscous Fluid Injection Cannula, 23 Ga, 4 mm Tip, Disposable, 5 per Box
12-5258 Viscous Fluid Injection Cannula, 25 Ga, 4 mm Tip, Disposable, 5 per Box
12-5303 - Trocar Cannula Valve, Set of 3 Pcs, Sterile

12-5305 Trocar Cannula Valve, Set of 5 Pcs, Sterile

12-5491 Soft Tip Cannula, 27 Ga, Disposable, 5 per Box

12-5491H Backflush Instrument with Soft Tip, 27 Ga, Disposable, 6 per Box

12-5492 Charles Flute Cannula, 27 Ga, Disposable, 5 per Box

12-5492H Backflush Instrument with Charles Flute Tip, Disposable, 27 Ga, 6 per Box
12-6000 Titanium Backflush, Active Aspiration, Titanium

12-6010 Titanium Backflush, Passive Aspiration, Titanium

12-7523 Disposable Diamond Dusted Retractable ILM Elevator, 23 Ga, 5 per Box
12-7525 Disposable Diamond Dusted Retractable ILM Elevator, 25 Ga, 5 per Box
12-DTUB-1 Disposable Silicone Oil Infusion Tubing System, 3 Per Box

12-DTUB-2 Disposable Silicone Oil Infusion Tubing System, 3 Per Box

12-DTUB-3 Disposable Silicone Oil Infusion Tubing System, 3 Per Box

12-DTUB-4 Disposable Silicone Oil Infusion Tubing System, 3 Per Box

12-RTUB-1 Reusable Tubing System, Infusion of Silicone Oil, Caprolone Adapter
12-RTUB-2 Reusable Tubing System, Infusion Of Silicone Oil, Caprolone Adapter
12-RTUB-3 Reusable Tubing System, Infusion of Silicone Oil, Caprolone Adapter
12-RTUB-4 Reusable Tubing System, Infusion of Silicone QOil, Caprolone Adapter

13-010 Straight Spatula, 0.25 mm Wide, 10.00 mm Long Tip, Round Titanium Handle
13-011 Straight Spatula, 0.40 mm Wide, 14.00 mm Long, Round Titanium Handle
13-0118S Straight Spatula, 0.40 mm Wide, 14.00 mm Long, Round Handle, Stainless Steel
13-012 Barraquer Iris Ophthalmic Spatula

13-0122 Straight Spatula, 0.50mm Wide, 12.00 mm Spatula

13-013 Incisions breaching spatula

13-014 Straight Spatula, 1.00 mm Wide, 13.00 mm Long, Round Titanium Handle
13-0148 Straight Spatula, 1.00 mm Wide, 13.00 mm Long, Round Handle, Stainless Steel
13-015 Straight Ophthalmic Spatula, 1.50mm

13-018 Lee Enclavation Spatula

13-020 Curved Spatula, 0.25 mm Wide, 12.00 mm Long, Round Titanium Handle

13-031 Double Spatula, 0.50 mm and 1.00 mm Wide, 12.00 mm Long, Round Titanium Handle
13-031S Double Spatula, 0.50 mm and 1.00 mm Wide, 12.00 mm Long, Round Handle, Stainless Steel
13-032 Double Spatula, 0.30 mm and 0.50 mm Wide, 12.00 mm Long, Round Titanium Handle
13-0343 Kuhnt Corneal Scarifier

13-042 Sinskey Nucleus Spatula

13-043 Wecker Iris Spatula

13-050 Castroviejo Double-Ended Cyclodialysis Spatula, 0.50 mm Width, 10.00 mm & 15.00 mm Blades, Round

Titanium Handle

U.S. Food & Drug Administration
10903 New Hampshire Avenue
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13-051 Castroviejo Cyclodialysis Spatula, 1.00 mm Wide, 10.00 mm Long Tip, Round Titanium Handle

13-052 Castroviejo Cyclodialysis Spatula, 0.75 mm x 10.00 mm Blades, Round Titanium Handle
13-061 Holz Zonule Defender, Round Titanium Handle

13-084 Membrane Spatula 2.5mm, 20 Ga

13-092 Membrane Scratcher, 20 Ga, Round Titanium Handle

13-097-23 Delicate Membrane Pick, 23 Ga, Round Titanium Handle
13-097-27 Delicate Membrane Pick, 27 Ga, Round Titanium Handle
13-0979 Delicate Membrane Pick, 25 Ga, Round Titanium Handle

13-100 Kimura Platinum Spatula

13-1081-23 Ogura PVD Spatula, 23 Ga, Round Titanium Handle
13-1091-23 BRVO Knife, 23 Ga, Round Titanium Handle

13-110 Paton Spatula And Spoon, Double-Ended, Round Titanium Handle
13-114 Castroviejo Scleral Dissector

13-137 Corneal Dissector, Straight, Round Titanium Handle

13-138 Corneal Dissector, Curved, Round Titanium Handle

13-1381 Corneal Dissector

13-139/I Endothelial Stripper, Irrigating, Descemet's Stripping, Titanium Handle
13-140 Dementiev PRL Microspatula

13-141 Pallikaris ICL Manipulator, Sandblasted Tip, Round Titanium Handle
13-142 Zaldivar ICL Manipulator, Round Titanium Handle

13-145 Battle ICL Manipulator

13-146 Suarez Spreader, Straight, Round Titanium Handle

13-147 Bicalto Guide, Blunt Tip, Angled, Round Titanium Handle

13-148 Wheeler Double-Ended Spatula, Lightly Curved

13-149 Culler Iris Spatula 1.0mm wide

13-1491 John DSAEK Descemet's Stripper, T-Shaped, 1.80 mm Wide x 0.60 mm High Tip, Round Titanium

Handle
13-150T Spatula-Guide, Corneal Endothelium Implantation, Titanium

13-151S Cindy Sweeper DSEK Spatula, Angled, 12.00 mm from Bent to Tip, 0.70 mm Diameter Shaft, Stainless

Steel

13-152S Carlson DSEK Smoother, Angled/ Vaulted Shaft, 7.50 mm from Tip to Angle, 2.50 mm Blunt Ball,

Stainless Steel

13-153S Terry DSEK Scraper, Angled Shaft, 11.00 mm from Tip to Angle, Hole-Shaped Scraper Facing Upward,

Stainless Steel

13-154T Melles DSAEK PLK Scraper, Style 1, 45° Angle, Titanium

13-155T Melles DSAEK PLK Scraper, Style 2, 90° Angle, Titanium

13-160 DLEK Manipulator, Z-hook with Blunt Tip, Round Titanium Handle

13-161 Helveston Tissue Retractor, Thin Curved Blade, "Big Barbie", 9 mm wide
13-162 Helveston Tissue Retractor, Thin Curved Blade, "Great Big Barbie", 11 mm wide
13-163 Helveston Tissue Retractor, Thin Curved Blade, "Barbie", 7 mm Wide

13-164 Hamburg Model Orbital Spatula, 18x12mm

13-166 Freer Periosteal Elevator, Double-Ended

13-167 Bangerter Spatula 6 mm

13-170 DALK Trisector, Flat 1.40 x 0.70 mm Tip, Titanium Handle

13-171 DALK Spatula, 1.00 x 9.00 mm Tip, Round Titanium Handle

13-172 DALK Dissector, 12.00 mm Tip, Round Titanium Handle

13-180 Sautter Spatula, 13 mm

13-180S Castroviejo Dissector, Flat Angled Blade, Stainless Steel

13-181 Uy Laser Lens Fragmentation Combo Manipulator, Round Titanium Handle
13-181S Blumenthal Conjunctiva Dissector, Blunt, Disc-Shaped Tip, Stainless Steel
13-182 John Dexatome DMEK/DSAEK Spatula, Strongly Vaulted Shaft, Round Titanium Handle
13-183 John DSAEK Stromal Scrubber, Strongly Vaulted Shaft, Round Titanium Handle
13-184 John DSAEK Glider, Round Titanium Handle

13-185 Tan Marginal DMEK Dissector, Round Titanium Handle

13-186 Cyclodialysis Spatula, Double 0.50 x 0.25 mm

13-189 Malleable retractor

13-189S Osteotome, Straight, Stainless Steel

13-190S Rosen Separator

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
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13-199 Paufique Keratoplastik Messer

13-200 DSAEK T-Shaped Stripper

13-201 Compression Disc

13-202 Corneal Button Spoon

14-0221S Barraquer Speculum with Solid Blades, Temporal, Adult Size, 14.00 mm Blades, Stainless Steel
14-0222S Barraquer Speculum with Solid Blades, Temporal, Premature Size, 4.00 mm Blades, Stainless Steel
14-022HW Barraquer Wire Speculum, Heavy Wire, Stainless Steel

14-022S Barraquer Wire Speculum, Temporal, Adult Size, 14.00 mm Blades, Stainless Steel

14-0231 Barraquer Eye Speculum, Temporal, Solid Blades, Child Size, 11.00 mm Blades, Stainless Steel
14-023S Barraquer Wire Speculum, Temporal, Child Size, 11.00 mm Blades, Stainless Steel

14-02418S Barraquer Eye Speculum, Temporal, Solid Blades, Newborn Size, 5.00 mm Blades, Stainless Steel
14-0244S Barraquer Wire Speculum, Temporal, Newborn Size, 4.00 mm Blades, Stainless Steel

14-024S Barraquer Wire Speculum, Temporal, Infant Size, 10.00 mm Blades, Stainless Steel

14-024T Barraquer Wire Speculum , Infant Size, Titanium

14-025S Barraquer Wire Speculum, Temporal, Adult Size, Open 14.00 mm Blades, Stainless Steel

14-026S Barraquer Wire Speculum, Temporal, Child Size, Open 11.00 mm Blades, Stainless Steel

14-0281S Barraquer Wire Speculum, Temporal, Fenestrated 11.00 mm Blades, Child Size, Stainless Steel
14-0282S Barraquer Wire Speculum, Temporal, Adult Size, Round Open 14.00 mm Blades, Stainless Steel
14-0283 Barraquer Wire Speculum, Round Open Blades, Child Size, Stainless Steel

14-0286S Barraquer Wire Speculum, Temporal, Adult Size, 14.00 mm Open Blades, Stainless Steel

14-0287S Barraquer Eye Speculum, Temporal, Open 10.00 mm Blades, Child Size, Stainless Steel

14-028S Barraquer Wire Speculum, Temporal, Fenestrated 14.00 mm Blades, Adult Size, Stainless Steel
14-030 Sauer Lid Speculum, Temporal, Child Size, Solid 8.00 mm Blades

14-031 Sauer Lid Speculum, Temporal, Newborn, Solid 5.00 mm Blades

14-032 Sauer Lid Speculum, Temporal, Premature, Solid 4.00 mm Blades

14-033 Sauer Lid Speculum, Premature, Solid 4.00 mm Blades, SP

14-0401S Lieberman Temporal Speculum, 14.00 mm V-Shaped Blades, Flat Branches, Adult Size, Stainless
Steel

14-0401T Lieberman Temporal Speculum, 14.00 mm V-Shaped Blades, Flat Branches, Adult Size, Titanium
14-0401TK Lieberman Temporal Speculum, 14.00 mm Kratz Style Blades, Flat Branches, Adult Size, Titanium
14-0401TL Lieberman Temporal Speculum, 14.00 mm Rounded Open Blades, Flat Branches, LASIK, Titanium
14-0401TLS Lieberman Temporal Speculum, Rounded Blades, LASIK, Stainless Steel

14-040S Lieberman Temporal Speculum, 14.00 mm V-Shaped Blades, Round Branches, Adult Size, Stainless
Steel

14-040T Lieberman Temporal Speculum, 14.00 mm V-Shaped Blades, Round Branches, Adult Size, Titanium
14-040TK Lieberman Temporal Speculum, 14.00 mm Kratz Style Blades, Round Branches, Adult Size, Titanium
14-040TKS Lieberman Temporal Speculum, Kratz Style Blades, Adult Size, Stainless Steel

14-040TL Lieberman Temporal Speculum, 14.00 mm Rounded Open Blades, Round Branches, LASIK, Titanium
14-0411T Lieberman Nasal Speculum, 14.00 mm V-Shaped Blades, Flat Branches, Adult Size, Titanium
14-0411TK Lieberman Nasal Speculum, Flat Kratz Style Blades, Adult Size, Titanium

14-0411TL Lieberman Nasal Speculum, 14.00 mm Rounded Open Blades, Flat Branches, LASIK, Titanium
14-0413S Lieberman Infant Speculum, Solid Blades, Adjustable Mechanism, Stainless Steel

14-0413T Lieberman Infant Speculum, Solid Blades, Adjustable Mechanism, Titanium

14-041T Lieberman Nasal Speculum, 14.00 mm V-Shaped Blades, Round Branches, Adult Size, Titanium
14-041TK Lieberman Nasal Speculum, 14.00 mm Kratz Style Blades, Round Branches, Titanium

14-041TL Lieberman Nasal LASIK Speculum, Rounded Blades, Titanium

14-0420T Lieberman Speculum, Solid Blade, Large

14-042S Lieberman Temporal Speculum, 10.00 mm V-Shaped Blades, Round Branches, Child Size, Stainless
Steel

14-042T Lieberman Temporal Speculum, 10.00 mm V-Shaped Blades, Round Branches, Child Size, Titanium
14-0431T Lieberman Nasal Speculum, 10.00 mm V-Shaped Blades, Flat Branches, Child Size, Titanium
14-043T Lieberman Nasal Speculum, 10.00 mm V-Shaped Blades, Round Branches, Child Size, Titanium
14-045 Temporal Speculum, Titanium

14-045S Lancaster Eye Speculum, Mechanism w/Locking Nut, Solid Blades,Stainless Steel

14-045T Lancaster Eye Speculum, Adjustable Mechanism with Locking Nut, 16.00 mm Solid Blades, Titanium
14-0461T Temporal Incisions Nasal Speculum, Solid Blade

14-051 Pretori Eye Speculum, Left

14-052 Pretori Eye Speculum, Right
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14-052S SCHOTT Eye speculum, Open Wire Blades, Stainless Steel

14-052T Slade- Murdoch Speculum, Temporal, Parallel Retraction Design, 14.00 mm Open Blades
14-053S Nasal Speculum Round Open Blades, Stainless Steel

14-056S Weiss speculum

14-0601S Kershner Reversible Solid Blades Speculum, Flat Branches, Stainless Steel

14-0601T Kershner Reversible Speculum, 14.00 mm Solid Blades, Flat Branches, Titanium
14-060A Kershner Reversible Speculum with Aspiration, Adult Size, 14 mm Solid Blades

14-060S Kershner Reversible Speculum, 14.00 mm Solid Blades, Round Branches, Stainless Steel
14-060T Kershner Reversible Speculum, 14.00 mm Solid Blades, Round Branches, Titanium
14-061S Castroviejo Speculum, Fenestrated Blades, Adult Size, Stainless Steel

14-061T Castroviejo Speculum, Flat branches, Fenestrated 14.00 mm Blades, Adult Size, Titanium
14-062T Kershner Reversible Speculum, 14.00 mm Fenestrated Blades, Flat Branches, Titanium
14-066 Mellinger Eye Speculum, Self-Retaining

14-067 Murdoch Eye Speculum with Locking Screw

14-072 Lieberman Temporal Speculum (Small Eyes), Round Open Blades, w/Aspiration

14-072S Killian Nasal Speculum, 35 mm

14-073 Alphonso Infant Speculum

14-073S Vienna Nasal Speculum Medium

14-074S Lieberman Child K-Wire Speculum W/Adjustable Mech-m, Kratz-Style Blades 10mm
14-080A Lieberman Temporal Speculum with Aspiration, Adult Size, 14.00 mm V-Shaped Blades

14-080LA Lieberman Temporal Speculum with Aspiration, Adult Size, 14.00 mm Rounded Open Blades, LASIK

14-081KA Lieberman Nasal Speculum, Kratz Style Blades, with Aspiration, Adult Size

14-081LA Lieberman Nasal Speculum with Aspiration, Adult Size, 14.00 mm Rounded Open Blades, LASIK

14-082A Lieberman Temporal Speculum with Aspiration, Child Size, 10.00 mm V-Shaped Blades
14-095T Lens Holder Speculum

14-108 Cook Speculum, 15.00 mm, Adult

14-108SP Cook Speculum, 5.00 mm

14-108SP1 Cook Speculum, 8.00 mm

14-109 Cook Speculum, 11.00 mm

14-0413T Lieberman Infant Speculum, 5.00 mm Solid Blades, Adjustable Mechanism, Titanium
15-001-23 Atkinson Retrobulbar Needle, 23 Ga x 38 mm

15-001-27 Atkinson Retrobulbar Needle, 27 Ga X 38mm

15-003-23 Retrobulbar Needle (Sharp Point), 23GX38mm

15-003-25 Retrobulbar Needle (Sharp Point), 25G X38mm

15-003B-25 Retrobulbar Needle (Sharp Point), 25GX50mm

15-005-25 Atkinson Peribulbar Needle, 25GX22mm

15-005-27 Atkinson Peribulbar Needle, 27GX22mm

15-009 Sub-Tenon's Anesthesia Cannula (Para), Curved, 19 Ga x 25 mm, 0.30 mm Side-Port
15-011C-19 Sub-Tenon's Anesthesia Cannula, Curved, 19 Ga x 25 mm, 3 Ports

15-013-19 Sub-Tenon's Anesthesia Cannula, Curved, Flattened Tip, 19 Ga x 25 mm, Front Opening
15-025 Kelman Sharp Irrigating Cystotome, 25 Ga x 32 mm

15-027 Lacrimal Cannula, Reinforced, Straight, 23 Ga x 32 mm

15-029 Lacrimal Cannula Reinforced, Curved, 23 Ga x 32 mm

15-031 Bailey Lacrimal Cannula, 23 Ga x 15 mm

15-032 Shahinian Lacrimal Cannula, 25 Ga x 35 mm

15-033 Fasanella Lacrimal Cannula, 23 Ga x 42 mm

15-035-23C Anel Lacrimal Cannula, Curved, 23 Ga x 20 mm

15-035-23S Anel Lacrimal Cannula, Straight, 23 Ga x 20 mm

15-035-25C Anel Lacrimal Cannula, Curved, 25 Ga x 20 mm

15-035-25S Anel Lacrimal Cannula, Straight, 25 Ga x 20 mm

15-037 West Lacrimal Cannula, 23 Ga X 30 mm

15-039-21 Bangerter Lacrimal Probe Cannula, 21 Ga X 60mm

15-048-23 Irrigating Cannula, 0.40 mm irrigating ports, 23 Ga

15-049-20 Irrigating Cannula, Straight Blunt Tip, Polished, 20 Ga X 25 mm

15-049-23 Irrigating Cannula, Straight Blunt Tip, Polished, 23 Ga x 25 mm

15-049-25 Irrigating Cannula, Straight Blunt Tip, Polished, 25 Ga X 25 mm

15-049-30 Irrigating Cannula, Straight Blunt Tip, 30 Ga x 25 mm, Polished

15-051-22 Rycroft Anterior Chamber Cannula, 22 Ga
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15-051-23 Rycroft Anterior Chamber Cannula, 23 Ga x 22 mm, 4 mm Angled Tip
15-051-25 Rycroft Anterior Chamber Cannula, 25 Ga x 22 mm, 4 mm Angled Tip
15-051-27 Rycroft Anterior Chamber Cannula, 27 Ga x 22 mm, 4 mm Angled Tip
15-051-30 Rycroft Anterior Chamber Cannula, 30 Ga x 22 mm, 4 mm Angled Tip
15-052-23 Rycroft Anterior Chamber Cannula, 23 Ga X 22 mm, 6 mm Bend Length
15-052-27 Rycroft Anterior Chamber Cannula, 27 Ga x 22 mm, 6 mm Angled Tip
15-053-23 Rycroft Anterior Chamber Cannula, 23 Ga X 22 mm, 8 mm Bend Length
15-053-27 Rycroft Anterior Chamber Cannula, 27 Ga x 22 mm, 8 mm Angled Tip
15-055-16 Anterior Chamber Washout Cannula, 16Ga, Angled, Spatulated
15-055-19 Bishop-Harmon Anterior Chamber Cannula, 19 Ga x 25 mm, Angled, Spatulated
15-057 Bracken Flattened Anterior Chamber Cannula, 19 Ga x 23 mm

15-061-23 Mclintyre Anterior Chamber Maintainer, Angled, 23G

15-061-25 Mclntyre Anterior Chamber Maintainer, Angled, 25 Ga

15-061-26 Mclintyre Anterior Chamber Maintainer, Angled, 26 Ga

15-061-27 Mclintyre Anterior Chamber Maintainer, Angled, 27 Ga

15-061-30 Mclntyre Anterior Chamber Maintainer, Angled, 30 Ga

15-063-23 Knolle Anterior Chamber Cannula, 23 Ga X 19 mm

15-063-30 Knolle Anterior Chamber Cannula, 30 Ga X 19 mm

15-065 Lewicky Anterior Chamber Maintainer, 20 Ga x 3.5 mm Tip

15-067 Girard Anterior Chamber Maintainer, 23 Ga x 5 mm Tip

15-0681 Chang Nucleus Hydrodissector, 27 Ga x 16 mm

15-069-30 Rainin Nucleus Hydrodissector, Spatulated, 30 Ga, Horizontally Spatulated
15-070 Rainin Nucleus Hydrodissector, Spatulated, 27 Ga, Horizontally Spatulated
15-071-23 Mclintyre Nucleus Hydrodissector, Spatulated, 23 Ga x 22 mm
15-071-25 Mclntyre Nucleus Hydrodissector, Spatulated, 25 Ga x 22 mm
15-071-27 Mclntyre Nucleus Hydrodissector, Spatulated, 27 Ga x 22 mm
15-071-30 Mclintyre Nucleus Hydrodissector, Spatulated, 30 Ga X 22 mm
15-073-25 Pearce J-Shaped, Micro Hydrodissector, 25 Ga X 22 mm

15-073-27 Pearce J-Shaped, Micro Hydrodissector, 27 Ga x 22 mm

15-073-30 Pearce J-Shaped, Micro Hydrodissector, 30 Ga X 22 mm

15-079L Mclintyre-Binkhorst Cannula, 26 Ga, Left

15-079R Mclntyre-Binkhorst Cannula, 26 Ga, Right

15-085-10 Gills Aspirating Cannula, 10.0mm, 25 Ga

15-085-5 Gills Aspirating Cannula, 5.0mm, 25 Ga

15-085-6 Gills Aspirating Cannula, 6.0mm, 25 Ga

15-085-8 Gills Aspirating Cannula, 8.0mm, 25 Ga

15-087-19 Healon Aspirating Cannula, 19 Ga X 32 mm, Spatulated

15-087-21 Healon Aspirating Cannula, 21 Ga X 32 mm, Spatulated

15-087-22 Healon Aspirating Cannula, 22 Ga X 22 mm, Spatulated

15-091-13/23 Simcoe Cortex Extractor Cannula, 23 Ga x 13 mm

15-091-21/21 Simcoe Cortex Extractor Cannula, 21Ga/21 mm

15-091-21/23 Simcoe Cortex Extractor Cannula, 23Ga/21 mm

15-093-21 Simcoe-Welsh Cortex Extractor Cannula, 21 Ga

15-095L Welsh Cortex Extractor Cannula, 25 Ga X 25 mm, Left

15-095R Welsh Cortex Extractor Cannula, 25 Ga X 25 mm, Right

15-095S Welsh Cortex Extractor Cannula, 25 Ga X 25 mm, Straight

15-095Set Welsh Cortex Extractor Cannula, Set Of Three Cannulas, 25 Ga X 25 mm
15-097 Troutman Alpha-Chrymostrypsin Aspirating Cannula, 25 Ga X 26 mm
15-099-21 U-Shaped Aspirating Cannula, 21 Ga X 22 mm

15-099-23 U-Shaped Aspirating Cannula, 23 Ga X 22 mm

15-099-25 U-Shaped Aspirating Cannula, 25 Ga X 22 mm

15-099-27 U-Shaped Aspirating Cannula, 27 Ga X 22 mm

15-100-23_Flexible Tip Polisher, 23 Ga X 22.00 mm, 12.00 mm Sleeve Length
15-100-27 Flexible Tip Polisher, 27 Ga X 22 mm, 12 mm Sleeve Length

15-101-27 Engels Flexible Tip Polisher, 27 Ga X 22 mm, 23 mm Sleeve Length, Curved
15-1051-30 Viscocanalostomy Cannula, 30 Ga, 5 mm Beveled Tip

15-1052 Glaucoma Revision Pick, 27 Ga X 16 mm, Angled 60°

15-1053 Glaucoma Valte Introducer Needle, 26 Ga X 23 Ga

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




W SERVICES.

Q\b" Yy
oYY U.S. FOOD & DRUG
) C ADMINISTRATION

%@‘h CENTER FOR DEVICES AND RADIOLOGICAL HEALTH

Certificate No. 4887-2-2024-1

Certificate to Foreign Government - Name of Product(s) Attachment Page 12 of 22

15-1067 Jaymce Anterior Chamber Maintainer, Bulbous Tip, 20 Ga x 4 mm Tip
15-1073-23 Pearce J-Shaped Micro Hydrodissector, Flattened, 23 Ga X 22 mm
15-1073-25 Pearce J-Shaped Micro Hydrodissector, Flattened, 25 Ga X 22 mm
15-1073-27 Pearce J-Shaped Micro Hydrodissector, Flattened, 27 Ga X 22 mm
15-1073-30 Pearce J-Shaped Micro Hydrodissector, Flattened, 30 Ga

15-1077 Feaster Nucleus Hydrodilineator, 25 Ga X 22 mm

15-1087 Viscoelastic Injection Cannula, 21 Ga, Angled 50

15-1149L J Shaped I/A Cannula, Left, Regular, 23/23 Ga

15-1149R J Shaped I/A Cannula, Right, Regular, 23/23 Ga

15-1150R J Shaped I/A Cannula, Right, Reverse, 23/23 Ga

15-1157-23 Pearce Capsule Polisher, Olive Tip, 0.3 mm top port, 25 Ga X 25 mm
15-119 Gills I/A Cannula with Silicone Tubing, Side by Side Front Opening, 23/23 Ga
15-121L Gills/Welsh I/A Cannula, Left, 25/23 Ga

15-121R Gills/Welsh I/A Cannula, Right, 25/23 Ga

15-1218 Gills/Welsh I/A Cannula, Straight, 25/23 Ga

15-129-0.3 Simcoe I/A Cannula, 23/23 Ga, 0.30 mm Port, Regular

15-129-0.4 Simcoe I/A Cannula, 23/23 Ga, 0.40 mm Port, Regular

15-133-0.3 Simcoe I/A Cannula, 23/23 Ga, 0.30 mm Port, Reverse

15-133-0.4 Simcoe I/A Cannula, 23/23 Ga, 0.40 mm Port, Reverse

15-159-25 Jensen Capsule Polisher, Curved, Olive Sandblasted Tip, 25 Ga x 28 mm
15-159-27 Jensen Capsule Polisher, Curved, Olive Sandblasted Tip, 27 Ga x 28 mm
15-169-21 Kratz Capsule Polisher, 21 Ga X 22 mm, 0,3 mm Top Port

15-169-23 Kratz Capsule Polisher, 23 Ga x 22 mm, 0.30 mm Top Port

15-170 Microincisional Capsule Polisher Cannula, Disc-Shaped Sandblasted Tip, 23 Ga

15-1718 Graether Collar Button, Straight, 23 Ga X 25 mm

15-172 Graether Collar Button, Angled, 23 Ga X 25 mm

15-183 Knolle-Pearce Irrigating Vectis, 23 Ga, 3 Irrigating Ports

15-184 Drews Irrigating Vectis, 25 Ga

15-189 Anis Irrigating Vectis, 23 Ga

15-1971 Alfonso-Mclntyre Irrigating Nucleus Spoon

15-1972 Alfonso-Mclntyre Irrigating Nucleus Spoon

15-197-4 Mcintyre Nucleus Delivery Cannula With Spoon 4.0 mm, 23 Ga
15-201L Simcoe Nucleus Delivery Cannula, Left 23 Ga, With Serrations
15-201R Simcoe Nucleus Delivery Cannula, Right, 23 Ga, With Serrations
15-203 Sheets Irrigating Vectis, 21 Ga x 38 mm, 3 Irrigating Ports
15-263 Carpule syringe

15-301/303 Silicone Bulb with Adapter

15-307T Handle Microsurgical, Titanium, Male-Male

15-308T Handle Microsurgical, Titanium, Male-Female

15-371-25 Vidaurri LASIK Double-Armed Cannula, 25 Ga x 22 mm with 12 mm Shaft, 8 Irrigating Ports

15-373-25 Banaiji LASIK Irrigation Cannula, 4 Ports, Curved, 25 Ga
15-373-27 Banaji LASIK Irrigation Cannula, 4 Ports, Curved, 27 Ga
15-376 Slade LASIK Cannula, 26 Ga x 25 mm

15-378L Gimbel LASIK Fountain Cannula, Left, 25 Ga X 25.4 mm
15-378R Gimbel LASIK Fountain Cannula, Right, 25 Ga x 25,4 mm
15-379-25 Buratto LASIK Irrigation Cannula, 25 Ga, 45° Angled Triport
15-450-27 DALK Cannula, 0.20 mm Port, 27 Ga x 38 mm

15-510 Capsule Polisher, Front Opening, Straight, 23 Ga x 25.00 mm

15-520 Capsule Polisher, Front Opening, Angled, 2.00 mm Bend Length, 23 Ga x 25.00 mm

15-570-19 Randolph Cyclodialysis Cannula, 19 Ga
16-010 Rumex Corneoscleral Punch (0.50, 0.75, 1.00, 1.50 mm Tips), Titanium Handle

16-011 Kelly Descemet's Membrane Punch, 0.75 mm Diameter, Serrated Squeeze Action Titanium Handle
16-0111 Micro Trabeculectomy Punch, 0.70 mm Diameter, 0.30 mm X 0.60 mm Deep Bite, 20 Ga, Tip Only
16-011S Kelly Descemet's Membrane Punch, 0.75 mm Diameter, Serrated Squeeze Action Handle, Stainless

Steel

16-012S Harms Trabeculotome, Left, 9 mm Long Pointed Tips with 3.00 mm Spread, Stainless Steel
16-013S Harms Trabeculotome, Right, 9 mm Long Pointed Tips with 3.00 mm Spread, Stainless Steel

16-014 Walser Corneoscleral punch
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16-015 Christensen Punctum Punch, 1mm Wide Bite
16-020T Maloney Intraoperative Keratometer, Titanium
16-0280 Corneal Trephine Blades, 5.5 mm

16-0300 Corneal Trephine Blades, 6.00 mm, Stainless Steel
16-0301 Corneal Trephine Blades, 6.50 mm, Stainless Steel
16-030-14 Flieringa Rings, 14.00 mm, 1 Each, Stainless Steel
16-030-15 Flieringa Rings, 15.00 mm, 1 Each, Stainless Steel
16-030-16 Flieringa Rings, 16.00 mm, 1 Each, Stainless Steel
16-030-17 Flieringa Rings, 17.00 mm, 1 Each, Stainless Steel
16-030-18 Flieringa Rings, 18.00 mm, 1 Each, Stainless Steel
16-030-19 Flieringa Rings, 19.00 mm, 1 Each, Stainless Steel
16-0302 Corneal Trephine Blades, 6.75mm

16-030-20 Flieringa Rings, 20.00 mm, 1 Each, Stainless Steel
16-030-21 Flieringa Rings, 21.00 mm, 1 Each, Stainless Steel
16-030-22 Flieringa Rings, 22.00 mm, 1 Each, Stainless Steel
16-030-24 Flieringa Rings, 24.00 mm, 1 Each, Stainless Steel
16-0303 Corneal Trephine Blades, 7.00 mm, Stainless Steel
16-0304 Corneal Trephine Blades, 7.25mm

16-0305 Corneal Trephine Blades, 7.50 mm, Stainless Steel
16-0306 Corneal Trephine Blades, 7.75 mm, Stainless Steel
16-0307 Corneal Trephine Blades, 8.00 mm, Stainless Steel
16-0308 Corneal Trephine Blades, 8.25 mm, Stainless Steel
16-0309 Corneal Trephine Blades, 8.50 mm, Stainless Steel
16-0310 Corneal Trephine Blades, 9.00 mm, Stainless Steel
16-0311 Corneal Trephine Blades, 9.50 mm, Stainless Steel
20-062S Femto Spatula, Stainless Steel

16-0312 Serrefine, Curved, Small Size

16-0313 Kerrison Rongeur, 3 mm Bite Down, Angled 90°
16-0314 Cautery Ball Point, Stainless Steel Tip

16-0315 Kerrison Rongeur, 5 mm Bite Down, Andled 90°
16-0316 Ferris-Kerrison-Smith Roungeur, 2 mm Bite Down, Angled 130°
16-0317 Kerrison Rongeur, 3 mm Bite Down

16-0318 Kerrison Rongeur, 4 mm Bite Down

16-0321 Corneal Trephine Blades, 10.0mm

16-0322 Corneal Trephine Blades, 10.5mm

16-0323 Corneal Trephine Blades, 11.0mm

16-0324 Corneal Trephine Blades, 11.5mm

16-0331 Corneal Trephine Punch system

16-0341T Fine Thornton Phaco Fixation Ring with Swivel, 3/4 Open 14.00 mm Diameter Ring with Teeth,

Titanium

16-036S Fine Thornton Phaco Fixation Ring with Swivel, 3/4 Open 13.00 mm Diameter Ring with Teeth,

Stainless Steel

16-036T Fine Thornton Phaco Fixation Ring with Swivel, 3/4 Open 13.00 mm Diameter Ring with Teeth, Titanium

16-041 Electric Eye Cautery, Disposable, Fine Tip, 10 per Box

16-042 Electric Eye Cautery, Disposable, Elongated Tip, 10 per Box

16-050 AlgerBrush Chuck

16-050-3.5 AlgerBrush with a 3.50 mm Diamond Dusted Round Medium Grit Burr
16-050-5.0 AlgerBrush with a 5.00 mm Diamond Dusted Disk-Shaped Medium Grit Burr
16-051-2.5 AlgerBrush with a 2.50 mm Diamond Dusted Round Fine Grit Burr
16-051-2.5B Diamond Dusted Round Fine Grit Burr, AlgerBrush, 2.50 mm

16-051-3.5B Diamond Dusted Round Medium Grit Burr, AlgerBrush, 3.50 mm
16-052-5.0B Diamond Dusted Disk-Shaped Medium Grit Burr, AlgerBrush, 5.00 mm
16-060 Wells Enucleation Spoon, Round Titanium Handle

16-061 Bunge Evisceration Spoon, Small, Round Titanium Handle

16-062 Bunge Evisceration Spoon, Large, Round Titanium Handle

16-063 Meyerhoefer Chalazion Curette, Size 0-1.50 mm, Round Titanium Handle
16-063S Meyerhoefer Chalazion Curette, Size 0-1.50 mm, Round Handle, Stainless Steel
16-064 Meyerhoefer Chalazion Curette, Size 1-1.75 mm, Round Titanium Handle
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16-064S Meyerhoefer Chalazion Curette, Size 1-1.75 mm, Round Handle, Stainless Steel
16-065 Meyerhoefer Chalazion Curette, Size 2-2.00 mm, Round Titanium Handle
16-065S Meyerhoefer Chalazion Curette, Size 2-2.00 mm, Round Handle, Stainless Steel
16-065T Chalazion Curette 2mm, Titanium

16-066 Meyerhoefer Chalazion Curette, Size 3-2.50 mm, Round Titanium Handle
16-066S Meyerhoefer Chalazion Curette, Size 3-2.50 mm, Round Handle, Stainless Steel
16-067 Meyerhoefer Chalazion Curette, Size 4, 3.50 mm, Round Titanium Handle
16-0671 Meyerhoefer Chalazion Curette, Size 5 - 4.00 mm

16-067S Meyerhoefer Chalazion Curette, Size 4, 3.50 mm, Round Handle, Stainless Steel
16-067T Chalazion Curette 3.5mm, Titanium

16-068 Meyerhoefer Chalazion Curette, Size 5

16-068S Meyerhoefer Chalazion Curette, Size 5-1.00 mm, Stainless Steel

16-069 Meyerhoefer Chalazion Curette, Size 6

16-069S Meyerhoefer Chalazion Curette, Size 6-3.00 mm, Stainless Steel

16-072 Wilder Lens Loop, 4.00 mm Width, Round Handle, Titanium

16-072S Wilder Lens Loop, 4.00 mm Width, Round Handle, Stainless Steel

16-073 Deschamps Ligature Needle, 8", Blunt, Left Hand

16-075 Sponge Holder

16-077 Meibomian Glands Expressor

16-078 Intravitreal Injection Guide

16-078T Intravitreal Injection Guide, Titanium

16-079 Intravitreal Injection Guide

16-079T Intravitreal Injection Guide, Titanium

16-080S Schaedel Towel Clamp, Flat Handle, Stainless Steel

16-081S Towel Forceps, Ring Handle, Stainless Steel

16-083S Jones Towel Forceps

16-085 Allis Intestinal and Tissue Grasping Forceps, 5 x 6 Teeth

16-086 Tilley Nasal Packing Forceps

16-090S Serrefine, Straight, Large Size, Stainless Steel

16-090T Serrefine Small Straight Serrated Jaws Small, Titanium

16-0928S Serrefine, Straight, Small Size

16-111 Schocket Double-Ended Scleral Depressor, with Pocket Clip, Round Titanium Handle
16-111S Schocket Double-Ended Scleral Depressor, with Pocket Clip, Round Handle, Stainless Steel
16-111T Schocket Double Ended Scleral Depressor, Titanium

16-113 Scleral depressor

16-115 Flynn Scleral Depressor, Depressing Pediatric Sclera, Round Titanium Handle
16-127 Nasal Speculum, Adult Size, Polished Finish, Stainless Steel

16-128 Citelli Rongeur No. 1

16-135 Surgical Mallet, Polished Finish, Stainless Steel

16-136 Kerrison Rounger, Size 0, 3.00 mm Wide, 9.00 mm Opening, Polished Finish, Stainless Steel
16-1361 Kerrison Rounger, Size 1, 3.50 mm Wide

16-1362 Kerrison Rounger, Size 2, 4.00 mm Wide

16-137 Surgical Chisel, 3.00 mm, Stainless Steel

16-138 Belz Lacrimal Sac Rounger, Polished Finish, Stainless Steel

16-139 Tenzel Double-Ended Periosteal Elevator, Round Titanium Handle

16-140 AlgerBrush Rust Ring Remover with a 1.00 mm Burr

16-141 AlgerBrush Rust Ring Remover with a 0.50 mm Burr

16-142B AlgerBrush Burr, 1.00 mm, Non-Sterile, 5 Per Box

16-143B AlgerBrush Burr, 0.50 mm, Non-Sterile, 5 Per Box

16-150 Golf Club Spud

16-153 Davis Foreign Body Spud, Round Titanium Handle

16-170 Tooke Corneal Knife

16-171 Gill Corneal Knife, Stainless Steel

16-173S Tunnel Maker, 4.40/5.60 mm Diameter, 0.30 mm Width, Left, Stainless Steel
16-174S Tunnel Maker, 4.40/5.60 mm Diameter, 0.30 mm Width, Right, Stainless Steel
16-200 Laser Surgery Eye Shield, Large

16-200SP1 Eye Shield, Laser Surgery, Medium

16-201 Laser Surgery Eye Shield, Small
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16-235 Viscocanalostomy Scleral Dissector

16-240 Ciliary Sulcus Guide, Double-Ended, Titanium Handle

16-253 Capsular Ring Injector with Irrigation, Titanium Handle

16-2806 Next Generation IOL Injector, A, B, C Cartridges with Plunger Mechanism and Reverse Inner Spring,
Titanium Handle with Ring

16-2807 Next Generation IOL Injector, D Cartridge with Plunger Mechanism and Reverse Inner Spring, Titanium
Handle

16-2808 Next Generation IOL Injector, D Cartridge with Plunger Mechanism and Reverse Inner Spring, Titanium
Handle with Ring

16-2853 Acrylic IOLs Injector, Navidect ™, Handle with Ring

16-2860 Mora Glaucoma Injector

16-2870 Clarke "Horseshoe" Injector

16-290 Mule Evisceration Spoon, Stainless Steel

16-2901S Ferris-Smith-Kerrison Rounger, 90°, 3 mm

16-290S Kerrison Bone Rongeur Size 1, Working Length Is 100mm With A 8mm Jaw Opening

16-291 Barkan Goniotomy Knife

16-291S McPherson Trabeculotome, Right, Stainless Steel

16-292 Stallard ptosis plate, Stainless Steel

16-292S McPherson Trabeculotome, Left, Stainless Steel

16-292T DSEK/DSAEK Lenticule Injector

16-301 Carter Sphere Introducer

16-310 Beyer, Bone Rongeur, Curved, 3 mm

16-311 Friedmann Rongeur, 140 mm

16-312 Endothelial Punch, Universal, All Trephine Sizes, Stainless Steel

16-313S Kerrison Bone Rongeur,Size0,Working Length 100mm,8mm Jaw Opening,Jaw Size3.5x2.5mm

16-314 Richman Micro Punch

16-314S Kerrison Bone Rongeur,Size2,Working Length 100mm,8mm Jaw Opening, Jaw Size 4.5x3mm

16-315 Rongeur Bone Punch, 2.0 mm wide

16-315S Kerrison Bone Rongeur,Size3,Working Length 100mm,8mm Jaw Opening,Jaw Size 5x3.5mm

16-317 Avrtificial Anterior Chamber, 14 -18 mm Donor Cornea, Titanium

16-319 Intraocular Magnet with a Set of Changeable Tips (1 Anterior Segment tip and 4 Posterior Segment tips -
16 Ga, 18 Ga, 20 Ga, 23 Ga)

16-320 Killian Nasal Gouge

16-3201SP West Bone Gouge

16-321 Mixing Bowl, 80 x 40 mm

16-321SP Kidney Tray, 250 mm, Stainless Steel

16-322 Stiletto, 24 Ga / 0.6 mm Instruments

16-323 Apt Muscle Clamp

16-324 O'Connor-Schockett Scleral Depressor-Marker, 6mm Wide Bar&1.5mm Gass Marker

16-50S Lid Plate, 20.00 mm and 24.00 mm Wide, Non-Reflective surface, Stainless Steel

16-50T Lid Plate, 20.00 mm and 24.00 mm Wide, Non-reflective Surface, Titanium

16-701 Meibum Expressor

16-SPECIAL Serrefine, Curved, Large Size, Stainless Steel

18-300 Plastic Sterilization Tray with 2 Special Silicone Plug-In Inserts, 1 Instrument, Medium, 190%x101%x38 mm,
7.5x4x1.5"

18-300-1 Plastic Sterilization Tray with Silicone Finger Mat, Medium, 190x101x38 mm, 7.5x4x1.5"

18-301 Plastic Sterilization Tray with Silicone Finger Mat, Small, 152x63.5x19 mm, 6x2.5%0.75"

18-301-1 Plastic Sterilization Tray with 2 Special Silicone Plug-In Inserts, 2 Instruments, Small, 152x63.5%19
mm, 6x2.5x0.75"

18-301D Tray, Rumex Diamond Knife, Etched

18-301T Sterilizing Tray, base and lid, Small, 152.00 x 63.50 x 19.00 mm

18-302 Plastic Sterilization Tray with Silicone Finger Mat, Square, 165x101%19 mm, 6.5x4x0.75"

18-303 Plastic Sterilization Tray with Silicone Finger Mat, Medium, 190%101x19 mm, 7.5x4x0.75"

18-303-1 Plastic Sterilization Tray with 2 Special Silicone Plug-In Inserts, 4 Instruments, Medium, 190%x101x19
mm, 7.5x4x0.75"

18-304 Plastic Sterilization Tray with Silicone Finger Mat, Extra Large, 254%152x19 mm, 10x6x0.75"
18-304m_Silicone Finger Mat, 254.00 x 152.00 mm, 10.00 x 6.00 in

18-305 Plastic Sterilization Tray with Silicone Finger Mat, Double Level, Extra Large, 254x152.4x38 mm,
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10%x6%1.5"

18-305-1 Plastic Sterilization Tray with 2 Special Silicone Plug-In Inserts, 3 Instruments, Large, 254x152.4x38
mm, 10x6x1.5"

18-307 Plastic Sterilization Tray with Silicone Finger Mat, Very Small, 68.5x38x%25.5 mm, 3x1.5x1"
18-307-1 Plastic Sterilizing Tray With Silicone Finger Mat, Medium, 38.10x68.60x19.00 mm

18-308 Plastic Sterilization Tray with Silicone Finger Mat, Long, 190.5%63.5%x19 mm, 7.5%2.5x0.75"
18-308V Tray, Rumex Vitreo Instrument, Etched

18-311-special_Stainless Steel Tray With 2 Silicon Supports, Single Level, 270x170x35mm

18-316 Sterilization Tray With Silicon Mat, Stainless Steel

18-318 Stainless Steel Tray with Silicone Mat, Double Level, 240x240x60 mm, 9.5x9.5x2.5"

18-319 Aluminum Sterilization Tray with Silicone Mat, 155x65x20 mm, 6.0x2.5%0.80"

18-320 Aluminum Sterilization Tray with Silicone Mat, 155x65x40 mm, 6.0x2.5%1.5"

18-321 Aluminum Sterilization Tray with Silicone Mat, 200x65x20 mm, 7.75%2.5x0.80"

18-322 Aluminum Sterilization Tray with Silicone Mat, 200x110%20 mm, 7.75x4.25%0.80"

18-323 Aluminum Sterilization Tray with Silicone Mat, 200x110%40 mm, 7.75x4.25x1.5"

18-324 Aluminum Sterilization Tray with Silicone Mat, 260x160%20 mm, 10.25x6.25x0.80"

18-325 Aluminum Sterilization Tray with Silicone Mat, 260x160x40 mm, 10.25%6.25x1.5"

18-326 Aluminum Sterilization Tray with Silicone Mat, Double Level, 260x160%40 mm, 10.25%6.25%3.25"
18-327 Aluminum Sterilization Tray with Silicone Mat, Double Level, 260x160%80 mm, 10.25%6.25%3.25"
18-328 Aluminum Sterilization Tray with Silicone Mat, 260x160%x80 mm, 10.25%6.25x3.25"

18-331 Aluminum Sterilization Tray with Silicone Mat, 215x165%20, 8.50%6.50x0.80"

18-332 Aluminum Sterilization Tray with Silicone Mat, 310x235x20 mm, 12.25x9.25x0.80"

18-333 Aluminum Sterilization Tray with Silicone Mat, Double Level + Open Section, 375%x220%45 mm,
14.75x8.75%x1.75"

18-334 Aluminum Sterilization Tray with Silicone Mat, 390x265x20 mm, 15.5x10.5%0.80"

18-335 Aluminum Sterilization Tray with Silicone Mat, 390x265%40 mm, 15.5x10.5x1.5"

18-336 Aluminum Sterilization Tray with Silicone Mat, Double Level, 390x265%40 mm, 15.5x10.5x1.5"
20-001 Hockey Epithelium Removal Knife, Round Titanium Handle

20-0011 LASEK Khnife, Round Titanium Handle

20-001S Hockey Epithelium Removal Knife, Round Handle, Stainless Steel

20-002 Lindstrom LASIK/PRK Spatula and Epithelium Removal Board, Round Titanium Handle

20-011 Burratto Flap Protector, Double Ended

20-013 LASIK Spatula and Flap Retreatment Instrument, Double-Ended, Round Titanium Handle
20-036 Lasik Flap Smoother

20-050 Disposable Marking Pen, Double-Ended, 10 per Box

20-050_by 1 pc Disposable Marking Pen, Double-Ended

20-060 LASIK flap protector

20-061 Double-Ended Femto Spatula, Round Titanium Handle

20-066 Pre-Descemet Membrane Spatula

20-067 SMILE Epithelial/Lenticule Remover

20-068 SMILE/Lamellar Dissector

20-069 Z-LASIK Flap Lifter

20-1011 LASEK Trephine 8.00 mm, Preset Depth 70 Microns, Round Titanium Handle

20-1011S LASEK Trephine 8.00 mm, Stainless Steel

20-1021 LASEK Trephine 9.00 mm, Preset Depth 70 Microns, Round Titanium Handle

20-1031T LASEK Funnel 8.50 mm, Titanium

20-1041T LASEK Funnel 9.50 mm, Titanium

2-010S Castroviejo Caliper, Measure 0-20 mm, Both Sides Scale, Stainless Steel

2-010T Castroviejo Caliper, Measure 0-20 mm, Both Sides Scale, Titanium

20-110 LASEK Spatula

2-011T Castroviejo Caliper, Measure 0-15mm, Both Sides Scale, Ti

20-121 LASEK 8.00 mm Trephine/8.50 mm Funnel, Depth of the Incision 70 mkm, Round Titanium Handle
20-122 LASEK 9.00 mm Trephine/9.50 mm Funnel, Depth of the Incision 70 mkm, Round Titanium Handle
2-012S Castroviejo Caliper Curved, Measure 0-20mm, Both Sides Scale, Stainless Steel

20-130 LASEK Detaching Spatula

20-131 LASEK Epithelial Micro Hoe, Round Titanium Handle

20-134 LASEK Epithelial Flap Repositioning Spatula

20-135 LASEK Bow Dissector
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2-013S Thorpe Caliper, Stainless Steel

20-201 FemtoLASIK Flap Spatula, Double-Ended, Round Titanium Handle

20-2011 FemtoLASIK Flap Spatula, Double-Ended

20-2011S FemtoLASIK Flap Spatula, Double-Ended, Stainless Steel

20-202 FemtoLASIK Flap Spatula, Round Titanium Handle

20-203 Zaldivar FemtoLASIK Spatula, Round Titanium Handle

20-204 Femtosecond Laser Procedure Spatula , Round Titanium Handle

20-2041 Donnenfeld Femto Spatula, Round Titanium Handle

20-207 Stodulka ReLEx Smile Double Lenticule Spatula (Blunt Spoon and Flat Spatula), Round Titanium Handle
20-2071 ReLEx Smile Double Lenticule Spatula (Blunt Spoon and Shortened Flat Spatula),Round Titanium
Handle

20-2071S ReLEx Smile Double Lenticule Spatula, Round Handle, Stainless Steel

20-2072 Spatula "Beavertail", Double-Ended

20-2073 SMILE Lenticule Removing Spatula, Round Titanium Handle

20-2075 SMILE Dissector

2-030S Mendez Degree Gauge, Round Handle, Stainless Steel

2-030T Mendez Degree Gauge, Round Handle, Titanium

2-0311T LRI Gauge, W/Artaumatic Fixation Teeth, Reduced Diameters, Titanium

2-031T LRI Gauge, with Atraumatic Fixation Teeth, 13.00/19.00 mm Diameters, Titanium

2-0331S Grooved Mendez Degree Gauge, with 4 Grooves, 13.00/16.50 mm Diameters

2-0331T Grooved Mendez Degree Gauge, with 4 Grooves, 13.00/16.50 mm Diameters

2-033T Grooved Mendez Degree, with 4 Grooves, 13.00/18.00 mm Diameters, Titanium

2-034T Grooved Fine Mendez Degree Gauge, with 4 Grooves, 12.00/14.00 mm Diameters, Titanium
2-036S Helveston Scleral Ruler

2-036T Degree Gauge with Beveled Face, 12.00/16.00 mm Diameters, Titanium

2-053T Helveston Scleral Ruler

2-062S Rumex Internal Micro Incision Gauges, 16 Blades 1.00-2.50 mm, Stainless Steel

2-064T Adler Wound Gauge, 2.00-2.50 mm Ranges, Titanium

2-065T Adler Wound Gauge, 2.6-3.0mm Ranges, Titanium

2-080S Ruler, Stainless Steel

2-100S Braunstein Fixed Caliper, 3.50-4.00 mm, Stainless Steel

2-100T Braunstein Fixed Caliper, 3.50-4.00 mm, Titanium

2-101T Braunstein Fixed Caliper, 3.00-3.50 mm, Titanium

2-102S Braunstein Fixed Caliper, 2.00-2.50 mm, Stainless Steel

21-602-1 Diamond Knife Cleaning Pack

21-R1023 Anesthesia Needle-Atkinson 23G X 5/4in (.60 X 32mm), 10 per box

21-R1025 Anesthesia Needle-Atkinson 25GX 5/4in (.50 X 32mm), 10 per box

21-R1027 Anesthesia Needle-Atkinson 27GX 5/4in (.40 X 32mm), 10 per box

21-R1123 Retrobulbar Needle-Atkinson 23 Ga X 5/2 in (.60 X 38mm), 10 Per Box

21-R1125 Atkinson Retrobulbar Needle, 25 Ga x 38 mm, Disposable, 10 per Box

21-R1225 Retrobulbar Needle - Sharp Point 25G X 3/2in (.50 X 38mm), 10 per box

21-R1319 Sub-Tenon's Anesthesia Cannula 19 Ga X 1 in (1.10 X 25mm), 10 Per Box

21-R1320 Sub-Tenon's Anesthesia Cannula, 20 Ga x 25 mm, Disposable, 10 per Box

21-R1427 Peribulbar Needle - Atkinson 27GX 7/8in (.40 X 22mm), 10 per box

21-R2023 Rycroft Anterior Chamber Cannula, 23 Ga x 22 mm, 4 mm Angled Tip, Disposable, 10 per Box
21-R2025 Rycroft Anterior Chamber Cannula, 25 Ga x 22 mm, 4 mm Angled Tip, Disposable, 10 per Box
21-R2027 Anterior Chamber Cannula (Rycroft) 27Gax7/8 in(.40X22 mm), 4 mm Bend, 10 Per Box
21-R2027-6 Anterior Chamber Cannula (Rycroft)27GX7/8 in (.40 x22mm),6 mm Bend, 10 Per Box
21-R2027-8 Rycroft Anterior Chamber Cannula, 27 Ga x 22 mm, 8 mm Angled Tip, Disposable, 10 per Box
21-R2030 Rycroft Anterior Chamber Cannula, 30 Ga x 22 mm, 4 mm Angled Tip, Disposable, 10 per Box
21-R2225 Viscoelastic Cannula, 25 Ga x 22 mm, 9 mm Angled Tip, Disposable, 10 per Box

21-R2227 Viscoelastic Cannula, 27 Ga x 22 mm, 9 mm Angled Tip, Disposable, 10 per Box

21-R2323 Viscoelastic Cannula, 23 Ga x 22 mm, 10 mm Angled Tip, Disposable, 10 per Box

21-R2327 Viscoelastic Cannula, 27 Ga x 22 mm, 10 mm Angled Tip, Disposable, 10 per Box

21-R2427 Viscoelastic Cannula - Formed 27 Ga X 7/8 in (.40 X 22mm), 10 Per Box

21-R2520 Lewicky Anterior Chamber Maintainer, 20 Ga x 22 mm, 15.2 cm Silicone Tubing, Disposable, 5 per
Box

21-R2523 Disposable Anterior Chamber Maintainer (Lewicky) 23 Ga
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21-R2619 Bishop Harmon Cannula - 19G X1 in (1.10 x 25 mm), 37° Angled, 10 Per Box

21-R2623 Olive Tip Cannula-23G X7/8 in (.60 X 22mm), 10 Per Box

21-R3023 Irrigating Cystotome - Formed 23G X 5/8 in(.60X16 mm), 10 Per Box

21-R3025 Irrigating Cystotome (Pearce) - Formed 25 Ga X 5/8 in (.50 X 16 mm), 10 Per Box
21-R3027 Irrigating Cystotome, Formed, 27 Ga x 16 mm, Disposable, 10 per Box

21-R3030 Irrigating Cystotome - Formed 30G X 5/8 in (.30X16 mm), 10 Per Box

21-r3120 Disposable Irrigating Cannula-Knife, 10 per Box

21-R3125 Irrigating Cystotome - Reverse formed 25 Ga X 5/8 in (.50X16 mm), 10 Per Box
21-R3225 Irrigating Cystotome - Short Curve 25 Ga X 5/8 in(.50X16 mm), 10 Per Box

21-R3227 Irrigating Cystotome - Short Curve 27 Ga X 5/8 in(.40X16 mm), 10 Per Box

21-R3325 Capsulorhexis Cystotome - Formed 25 Ga X 5/8 in(.50X16 mm), 10 Per Box

21-R3327 Capsulorhexis Cystotome - Formed 27 Ga X 5/8 in(.40X16 mm), 10 Per Box

21-R3330 Irrigating Cystotome, Short Curve, 30 Ga x 16 mm, Disposable, 10 per Box

21-R3427 Angled Cystotome - 27 Ga X 5/8 in (.40X16 mm), 10 Per Box

21-R3523 Irrigating Cystotome - Straight 23 Ga X 5/8 in (.60X16 mm), 10 Per Box

21-R3525 Irrigating Cystotome - Straight 25 Ga X5/8 in (.50X16 mm), 10 Per Box

21-R3527 Irrigating Cystotome - Straight 27 Ga X 5/8 in (.40X16 mm), 10 Per Box

21-R3530 Irrigating Cystotome - Straight 30 Ga X 5/8 in (.30X16 mm), 10 Per Box

21-R3627 Capsulorhexis Cystotome - Straight 27 Ga X 5/8 in (.40X16 mm), 10 Per Box

21-R3630 Capsulorhexis Cystotome - Straight 30 Ga X 5/8 in (.30X16 mm), 10 Per Box

21-R3725 Side Cutting Cystotome - Formed 25 Ga X 5/8 in(.50X16 mm), 10 Per Box

21-R3825 Endocapsular Cystotome (Joyce) - 25 Ga X 5/8 in (.50X16 mm), 10 Per Box

21-R3827 Endocapsular Cystotome (Joyce) - 27 Ga X 5/8 in(.40X16 mm), 10 Per Box

21-R3925 Irrigating Cystotome - Formed 25 Ga X 5/8 in(.50X16 mm), 45° tip, 10 Per Box
21-R4025 Pearce Hydrodissector, Flattened, 25 Ga x 22 mm, 8 mm Angled Tip, Disposable, 10 per Box
21-R4027 Pearce Hydrodissector, Flattened, 27 Ga x 22 mm, 10 mm Angled Tip, Disposable, 10 per Box
21-R4030 Hydrodissector - Flattened, Angled 10mm 30 Ga X 7/8 in (.30X22 mm), 10 Per Box
21-R4125 Hydrodissector - Daya - Formed 11 mm, Flattened 25 Ga X 7/8 in (.50X22 mm)
21-R4127 Hydrodissector - Flattened Horizontal 27 Ga X 7/8 in (.40X22 mm), 10 Per Box
21-R4227 Hydrodissector (Kellan) - Flattened Vertical 27GaX7/8 in (.40X22 mm), 10 Per Box
21-R4325 J Hydrodissector- Flattened 25GaX7/8 in (.50 X 22 mm), Hook 1.5mm X 2mm, 10 P/Box
21-R4327 J Hydrodissector-Flatten.27GaX7/8 in(.40X22 mm), Hook 1.5 mm X2.0 mm, 10 Per Box
21-R4427 Hydrodissector, Round End, 27 Ga x 22 mm, 10 mm Angled Tip, Disposable, 10 per Box
21-R4430 Hydrodissector - Round End, Angled, 12mm, 30 Ga X 7/8 in (.30X22 mm), 10 Per Box
21-R4525 Hydrodissector(P.Koch)-25GaX7/8 in (.50X22 mm), Flatten., Sing.Bevel, 10 Per Box
21-R4625 Hydroexpression Cannula - Corydon 25 Ga X 7/8 in (.50 X 22mm), 10 Per Box
21-R4627 Hydroexpression Cannula - Corydon 27 Ga X 7/8 in(.40 X 22mm), 10 Per Box
21-R4725 Hydrodissector(Chang)-25 GaX7/8 in(.50x22mm), Ang. 90°,Flatten.Bev.Tip,10 Per Box
21-R4727 Hydrodissector(Chang)-27GaX7/8in(.40X22mm),Angled 90°, Flatten.Bev.Tip,10 Per Box
21-R4730 Hydrodissector(Chang)-30GX7/8 in(.30 x22mm), Ang. 90°,Flatten.Bev. Tip,10 Per Box
21-R4827 Hydrodissector(Akahoshi)27GaX7/8in(.40 X 22mm), Ang.45°, 28Ga Bev.Tip, 10 Per Box
21-R5016 Cortex Extractor (Simcoe) - 23 Ga(.60 mm) x16mm, 0.3mm Top Port, 10 Per Box
21-R5023 Simcoe Cortex Extractor, 23 Ga x 22 mm, 0.30 mm Top Port, Disposable, 10 per Box
21-R5223 J Cannula - 23 Ga X7/8 in (.60 X22 mm), 10 Per Box

21-R5227 J Cannula - 27 Ga X7/8 in (.50 X22 mm), 10 Per Box

21-R5323 Cortex Extractor - Charleux 23 Ga X 1/2 in (.60 X 12.5 mm), 10 Per Box

21-R5425 J Cannula - 25 Ga X 7/8 in (.50 X 22 mm), Angled 45°, 10 Per Box

21-R5425L J Cortex Extractor - Ang.Left 18 °(Binkhorst) 25GaX7/8 in(.50X22 mm), 10 Per Box
21-R5425R J Cortex Extractor-Ang. Right 18°(Binkhorst) 25GaX7/8 in(.50X22 mm), 10 Per Box
21-R5524 Replacement Tubing (Non-Sterile) -6 in(.15 cm), 3 Per Box

21-R5621-0.5 | & A Cannula - Simcoe 21 GaX5/8 in(.80X16 mm), 0.5mm Port, Reg., 10 Per Box
21-R5623 I&A Cannula - Simcoe 23 Ga X 5/8 in (.60 X 16 mm), 0.3mm Port, Reg., 10 Per Box
21-R5623-0.3R | & A Cannula - Simcoe 23Ga X5/8 in(.60X16 mm), 0.3mm Port, Rev., 10 Per Box
21-R5623-0.4 | & A Cannula - Simcoe 23 Ga X5/8 in(.60X16 mm), 0.4mm Port, Reg., 10 Per Box
21-R5623-0.4R | & A Cannula - Simcoe 23 GaX5/8 in(.60X16 mm), 0.4mm Port, Rev., 10 Per Box
21-R6023 Silicone Tip Caps.Polisher(Squeegee)-23GaX7/8in(.60X22mm),9mm Bent,Ang.32°,10 Pcs
21-R6027 Soft Tip Cannula(Squeegee)-27GaXx7/8 in(.40X22 mm),7 mm Bend, Ang. 32°, 10 Per Box
21-R6121 Capsule Polisher(Kratz)-21GaX7/8 in(.80X22 mm),7mm bent, Ang.37°,Side Port,10 Pcs

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
www.fda.gov
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21-R6123 Capsule Polisher (Kratz)-23GaX7/8 in(.60X22mm),7mm Bent,Ang.37°,Side Port, 10 Pcs
21-R6221 Capsule Polisher - 21 GaX7/8 in (.80X22mm), 7 mm Bend, 3 mm Open End, 10 Per Box
21-R6223 Capsule Polisher 23GaX7/8 in(.60X22mm),7 mm Bent, 30mm Side port,Open end,10 Pcs
21-R6323 J Capsule Polisher - Thorton 23 Ga X 7/8 in (.60X22 mm), 10 Per Box

21-R6327 Anterior Capsule Polisher - Engels 27 Ga X 7/8 in (.40X22 mm), 10 Per Box

21-R6425 Olive Tip Capsule Polisher (Jensen) -25 Ga X 1 1/8 in(.40X28mm), 10 Per Box
21-R6425A Olive Tip Capsule Polisher -23Gax10mm Bend (Angled) 1mm Sandblasted, Bulbous Tip
21-R6427 Posterior Capsule Polisher - Engles 27 Ga X 7/8 in(.40 X22 mm), 10 Per Box

21-R6523 Lesieur Capsular Polisher, 23 Ga X 22mm, Close End, Side Port, 10 Per Box

21-R7001 Lacrimal Intubation Set, 23 Ga x 17.5 cm Probe, 30 cm Silicone Tubing, Disposable, 3 per Box
21-R7002 Lacrimal Intubation Tubing, 30 cm Silicone Tubing, Disposable, 3 per Box

21-R7004 Lacrimal Intubation Set, 27 Ga x 11 cm Probe, Olive Tip, Disposable, 3 per Box
21-R7004RD Lacrimal Intubation Set with Retrieval Device, 27 Ga, Olive Tip, 11 cm Probe, Disposable, 3 per
Box

21-R7005 Lacrimal Intubation Set Notched-23 Ga, 11cm Probe, 35cm Sil. Tubing, 3 Per Box
21-R7005RD Lacrimal Intubation Set,Notch.W/Retriev.Dev.,23Ga,11cm Probe,35cm Tub.,3Per Box
21-R7006 Lacrimal Intub. Set W/Sut.(Crawford), 23Ga (.60mm)X11cm, Olive Tip, 3 per box
21-R7011 DCR Set, Straight, 4.5 cm, Disposable, 3 per Box

21-R7012 DCR Set, Angled 4.5 cm, Disposable, 3 per Box

21-R7013 Lacrimal Cannula (Reinforced) - 23 Ga (.60mm)X32 mm, Curved, 10 Per Box

21-R7021 Lacrimal Cannula, 21 Ga x 33 mm, Disposable, 10 per Box

21-R7023 Lacrimal Cannula (Fasanella) - 23 Ga (.60mm X 42 mm), 10 Per Box

21-R7025 Lacrimal Cannula (Anel) -25Ga(.50mm), Spec.Long Mount Blunt Tip, Str., 10 Per Box
21-R7026 Lacrimal Cannula, 26 Ga x 28 mm, Disposable, 10 per Box

21-R7027 Lacrimal Cannula (Shahinian)- 25 Ga (.50mm X 35 mm), Straight, 10 Per Box

21-R7123 Lasik Cannula (Daya) -Formed 11 mm, Flatten.End 23GaX7/8 in(.60X22mm), 10 Per Box
21-R7125 Lasik Cannula (Rosen)-Formed 11mm, Flatten.End, 25GaX7/8 in(.50X22mm),10 Per Box
21-R7127 Lasik Irrigator 4 ports, Tip Flattened 27 Ga X 7/8 in (.40X22 mm), 10 Per Box

21-R7223 Lasik Spatula/lrr.(Hersh)-23GaX.60X22mm, formed 9mm from end, 45°Ang., 10 Per Box
21-R7227 Lasik Irrigator - 4 Ports, 27 Ga X 7/8 in(.40 X 22mm), 10 Per Box

21-R7323 Lasik Irrigator 4 ports, Tip Flattened 23 Ga X 7/8 in(.60x22 mm), 10 Per Box

21-R7427 Lasik Irrigator - Formed 27 Ga X 7/8 in (.40X22 mm), 10 Per Box

21-R7430 Lindstrom Lasik Irrigating Cannula, 25 Ga, 3 Ports, 7 mm Formed Tip, Disposable, 10 per Box
21-R7431 Gulani Triple Function Lasik Cannula, 25Gax5/8mm Bend, Smooth Bulb.Tip,10 Per Box
21-R7508 Subretinal Aspirator(Landers)-20GaX25mm Cannula, 27GaX6mm tip,Angled 2.5mm,5P/Box
21-R7509 Subretinal Injector (Lambert) - 33 Ga X 5/16in Tip (.30mm X 7mm) Tip, 5 Per Box
21-R7510 Subretinal Injector (Glaser) - Curved, 33 Ga X 3 mm Tip, 5 Per Box

21-R7511 Subretinal Injector - Straight (Glaser) - 33 Ga X3 mm Tip, 5 Per Box

21-R7512 Subretinal Cannula (Lambert) - Curved, 33 Ga X 7mm Tip, 5 Per Box

21-R7513 Glaser Subretinal Cannula - Angled Tip 33 Ga X 4 mm, Angled 1 mm, 5 Per Box
21-R7514 Vitreoretinal Cannula (Vander) - Straight, 20 Ga Tapered To 30 Ga, 5 Per Box

21-R7515 Vitreoretinal Cannula (Vander) - Angled 45°, 20 Ga Tapered To 30 Ga, 5 Per Box
21-R7516 Peyman High Visco Fluid Cannula, 16 Ga X 9mm, 10 Per Box

21-R7625 Vitreoretinal Micropick (Glaser) - 25 Ga (.50mm) X 5 mm In Sharp Tip, 10 Per Box
21-R7630 Vitreoretinal Micropick (Eaton) - 30 Ga (.30mm) X 5 mm Sharp Tip, 5 Per Box

21-R7720 Subretinal Fluid Cannula (Grizzard) Angled, 20Ga, 25mm, 6mm Tubing, 5 per box
21-R7721 Subretinal Fluid Cannula (Grizzard) Straight, 20Ga, 25mm, 6mm Tubing, 5 per box
21-R7820 Subretinal Fluid Cannula (Grizzard) Angled, 20Ga, 25mm, 3mm Tubing, 5 per box
21-R7821 Subretinal Fluid Cannula (Grizzard) Straight, 20Ga, 25mm, 3mm Tubing, 5 per box
3-0201T Hoffer Optical Zone Marker, With Cross Hairs, 2.50 mm, Round Titanium Handle

3-0202T Hoffer Optical Zone Marker, With Cross Hairs, 2.75mm, Titanium

3-0203T Hoffer Optical Zone Marker, With Cross Hairs, 3.00 mm, Round Titanium Handle

3-0204T Hoffer Optical Zone Marker, With Cross Hairs, 3.25 mm, Round Titanium Handle

3-0205T Hoffer Optical Zone Marker, With Cross Hairs, 3.50 mm, Round Titanium Handle

3-0206T Hoffer Optical Zone Marker, With Cross Hairs, 3.75 mm, Round Titanium Handle

3-0207T Hoffer Optical Zone Marker, With Cross Hairs, 4.00mm, Titanium

3-0208T Hoffer Optical Zone Marker, With Cross Hairs, 4.25mm, Titanium

3-0209T Hoffer Optical Zone Marker, With Cross Hairs, 4.50mm, Titanium
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3-0210T Hoffer Optical Zone Marker, With Cross Hairs, 4.75mm, Titanium

3-0211T Hoffer Optical Zone Marker, with Cross Hairs, 5.00 mm, Round Titanium Handle

3-0212T Hoffer Optical Zone Marker, with Cross Hairs, 5.50 mm, Round Titanium Handle

3-0213T Hoffer Optical Zone Marker, with Cross Hairs, 6.00 mm, Round Titanium Handle

3-0215T Hoffer Optical Zone Marker, with Cross Hairs, 7.00 mm, Round Titanium Handle

3-0216T Hoffer Optical Zone Marker, with Cross Hairs, 7.50 mm, Round Titanium Handle

3-0217T Hoffer Optical Zone Marker, with Cross Hairs, 8.00 mm, Round Titanium Handle

3-0218T Hoffer Optical Zone Marker, with Cross Hairs, 8.50 mm, Round Titanium Handle

3-0219T Hoffer Optical Zone Marker, with Cross Hairs, 9.00 mm, Round Titanium Handle

3-0220T Hoffer Optical Zone Marker, with Cross Hairs, 9.50 mm, Round Titanium Handle

3-0230 Abdullayev Scleral Marker, Keratoplasty, Double-Ended (16.00 mm and 16.50 mm Diameters), Round
Titanium Handle

3-0231 Abdullayev Corneal Marker, Keratoplasty, Double-Ended (10.00 mm and 11.00 mm Diameters), with
Central Marking Point, Round Titanium Handle

3-024T Abdullayev | & Il Marker (DSAEK/DMEK Grafts), Titanium

3-0304S Osher-Neuman Low Profile Corneal Marker, 8 Lines, Stainless Steel

3-0304T Osher-Neuman Low Profile Corneal Marker, 8 Lines

3-0306T Osher-Neuman Low Profile Corneal Marker, 12 Lines, Titanium

3-0307S Osher-Neuman Low Profile Corneal Marker, 16 Lines, Stainless Steel

3-0307T Osher-Neuman Low Profile Corneal Marker, 16 Lines, Titanium

3-034 Optical Zone Marker, Double-Ended, 0.15/0.50 mm Width, Round Titanium Handle

3-040 Whipple Capsulorhexis Centration Marker, Double-Ended, 5.50/6.00 mm Diameter, Round Titanium
Handle

3-040S Whipple Capsulorhexis Centration Marker, Stainless Steel

3-090S Bores Axis Marker, Used with Mendez Degree (2-030S, 2-0331S) to Mark the Axis, Stainless Steel
3-090T Bores Axis Marker, Used with Mendez Degree (2-030T, 2-031T, 2-033T, 2-0331T) to Mark the Axis,
Titanium

3-091T Bores Axis Marker, Used with Gauges 2-034T, 2-036T to Mark the Axis, Titanium

3-140T Corneal Transplant Marker, 7.00/11.00 mm, Titanium

3-143T Tunnel Zone Marker, 4.00/6.00 mm Diameter, 40° Angled to Handle, Titanium

3-160 Kozlov Trabeculectomy Flap Marker

3-161 Kozlov Trabeculectomy Flap Marker, Tapered Blades

3-172T Visual Center Marker, 1mm, Optical centration

3-174T Lavery LASIK Marker, Round Handle, Optical Zone 8.50 mm, Titanium

3-176T LASIK Flap Marker, 3 Marking Lines, Optical Zone 8.00 mm, Titanium

3-1801 LRI Marker, 40-60-80 Degrees, with Degree Gauges, Titanium

3-181 Toric IOL Marker, Intra-Op, Titanium

3-183T LRI Marker, Intra-Op, 30, 45 and 60 Degree Marks, Titanium

3-190T LRI Axis Marker, Pre-Op Reference Marker, Horizontal Axis 3' and 9', Titanium

3-191 LRI Slit Lamp Gravity Marker, Pre-Op, 14.00 mm, Horizontal Axis 3' and 9', Round Titanium Handle,
Stainless Steel Gravity System

3-192 Lum LRI Gravity Axis Marker, Pre-Op, 14.00 mm, Angled, Horizontal Axis 3' and 9', Round Titanium
Handle, Stainless Steel Gravity System

3-1921 Rumex Toric/LRI Slit Lamp Marker, Pre-Op, 14mm, Horizontal Axis 3' and 9'

3-193 Whitehouse Gravity Axis Marker, Angled, Marks at 3, 6, 9 o'Clock, 11.00/14.00 mm, Round Titanium
Handle, Stainless Steel Gravity System

3-1931 Whitehouse Gravity Axis Marker, Straight, Marks at 3, 6, 9 o'Clock, 11.00/14.00 mm, Titanium Handle,
Stainless Steel Gravity System

3-1932 Whitehouse Gravity Axis Marker w/Reduced Diam-s,Straight,Marks at 3,6 9 0'Clock,9.5/12.5mm,Round
Titanium Handle,Stainless Steel Gravity System

3-194 Rumex Toric Combo Marker, Vertical 0-0 Axis, Round Titanium Handle, Stainless Steel Gravity System
3-1941 Rumex Toric Combo Marker, Horizontal 0-0 Axis, Round Titanium Handle, Stainless Steel Gravity
System

3-195 Velasquez Gravity Corneal Marker, LRI/Toric IOL Implantation, Angled, 4 Blades,5mm Internal
Ring,Titanium Handle,Stainless Steel Gravity System

3-196 Richman Toric Marker, Angled Shaft, Rotating Ring, Accurate Alignment,Wide Central Opening,Stainless
Steel Gravity System,Round Titanium Handle

3-199 Apostolov Yamane |OL Fixation Marker

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
www.fda.gov
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3-200 Grandon T Incision Marker

3-201 Fechtner Trabeculectomy Marker

3-203 Optical Zone marker, Quadrant Markings At 3,5,7 mm

3-204T John DSAEK Double-Ended Marker 8.00/9.00mm, Titanium

3-205 Double Marker, Scleral Limbus Flap Dimensions, 4x5 and 5x4 mm

3-208T DMEK/DSAEK "S" Marker, Titanium

3-210T Donoso Capsulorhexis Marker, Titanium

3-211 CK Marker

3-214 DSAEK Marker, Stainless Steel

3-215 Stitch Marker

3-SPECIAL1 Hoffer Optical Zone Marker, 5.75 mm, without Cross Hairs

4-025 McPherson Angled Bipolar Forceps

4-0261T McPherson Curved Bipolar Forceps

4-026T McPherson Straight Bipolar Forceps

4-026TC Bipolar forceps Cable

4-0300S Utrata Capsulorhexis Forceps, Cystotome Tips, 11.50 mm Straight Jaws, Flat Handle, Stainless Steel
4-0300T Utrata Capsulorhexis Forceps, Cystotome Tips, 11.50 mm Straight Jaws, Flat Handle, Titanium
4-0301S Utrata Capsulorhexis Forceps, Cystotome Tips, 11.50 mm Straight Jaws, Long Flat Handle, Stainless
Steel

4-0301T Utrata Capsulorhexis Forceps, Cystotome Tips, 11.50 mm Straight Jaws, Long Flat Handle, Titanium
4-030S Utrata Capsulorhexis Forceps,Regular Tips,Straight Jaws,Flat Handle,Stainless Steel

4-030T Utrata Capsulorhexis Forceps, Regular Tips, 11.50 mm Straight Jaws, Flat Handle, Titanium

4-03114T Utrata Capsulorhexis Forceps with Scale (2 Engravings at 3.00, 6.00 mm), Cystotome Tips, 11.50 mm
Straight Jaws, Round Handle, Titanium

4-03115S Utrata Capsulorhexis Forceps with Scale (6 Engravings, 1.00 mm), Cystotome Tips, 11.50 mm
Straight Jaws, Round Handle, Stainless Steel

4-03115T Utrata Capsulorhexis Forceps with Scale (6 Engravings, 1.00 mm), Cystotome Tips, 11.50 mm
Straight Jaws, Round Handle, Titanium

4-03118S Utrata Capsulorhexis Forceps, Cystotome Tips, 11.50 mm Straight Jaws, Round Handle, Stainless
Steel

4-0311T Utrata Capsulorhexis Forceps, Cystotome Tips, 11.50 mm Straight Jaws, Round Handle, Titanium
4-0312S Microcoaxial Capsulorhexis Forceps, Ultrathin, 11.50 mm Curved Jaws, 2.00 mm Incision, with
Alignment Mechanism, Stainless Steel

4-031S Utrata Capsulorhexis Forceps, Round Handle

4-031T Utrata Capsulorhexis Forceps, Regular Tips, 11.50 mm Straight Jaws, Round Handle, Titanium

4-03218S Utrata Capsulorhexis Forceps, Cystotome Tips, 11.50 mm Curved Jaws, Flat Handle, Stainless Steel
4-0321T Utrata Capsulorhexis Forceps, Cystotome Tips, 11.50 mm Curved Jaws, Flat Handle, Titanium

4-032S Small-incision Capsulorhexis Forceps with Limiter, Cystotome Tips, Curved Micro-Thin Jaws, 2.00 mm
Incision, Flat Handle, Stainless Steel

4-03314S Utrata Capsulorhexis Forceps with Scale (2 Engravings at 3.00, 6.00 mm), Cystotome Tips, 11.50 mm
Curved Jaws, Round Handle, Stainless Steel

4-03314T Utrata Capsulorhexis Forceps with Scale (2 Engravings at 3.00, 6.00 mm), Cystotome Tips, 11.50 mm
Curved Jaws, Round Handle, Titanium

4-03315S Utrata Capsulorhexis Forceps with Scale (6 Engravings, 1.00 mm), Cystotome Tips, 11.50 mm Curved
Jaws, Round Handle, Stainless Steel

4-03315T Utrata Capsulorhexis Forceps with Scale (6 Engravings, 1.00 mm), Cystotome Tips, 11.50 mm Curved
Jaws, Round Handle, Titanium

4-0331S Utrata Capsulorhexis Forceps, Cystotome Tips, 11.50 mm Curved Jaws, Round Handle, Stainless Steel
4-0331T Utrata Capsulorhexis Forceps, Cystotome Tips, 11.50 mm Curved Jaws, Round Handle, Titanium
4-033S Small-incision Capsulorhexis Forceps w/Double Cross-Action & Scale, Cystotome Tips,Micro-Thin
Jaws,1.5mm incisions, Flat Handle,Stainless Steel

4-034 SMILE and Corneal Endothelium Implantation Forceps, 23 Ga, Tip Only

4-034S Arruga Curved Capsule Forceps, Serrated Handle w/Polished Finish

4-034-23H SMILE and Corneal Endothelium Implantation Forceps, Attached to a Universal Handle, with RUMEX
Flushing System, 23 Ga

4-0352T Nevyas Capsulorhexis Forceps, Cystotome Triangular Claw-Shaped Tips, 11.50 mm Straight Jaws, Flat
Handle, Titanium

4-03731 Kershner One-Pinch Capsulorhexis Forceps, Cystotome Tips, 23 Ga, with Lock, Tip Only
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4-0374 Capsulorhexis Forceps with Internal Ruler, 23 Ga, 2 Engravings, with Lock, Micro Jaws, Tip Only
4-03741 Kershner One-Pinch Capsulorhexis Forceps, Micro Jaws, Cystotome Tips, 23 Ga, with Lock, Tip Only
4-03742 Lesieur Capsulorhexis Forceps with Internal Ruler, 23 Ga, 7 Engravings, Reduced Length, Gentle
Curved Tube, Micro Jaws, Tip Only

4-0375 Capsulorhexis Forceps with Internal Ruler, 23 Ga, 6 Engravings, with Lock, Micro Jaws, Tip Only
4-03751 Fine-lkeda Capsulorhexis Forceps, Micro Jaws, Cystotome Tips, 23 Ga, with Lock, Tip Only

4-03752 - ICL Loading Forceps, hole on upper jaw, 20Ga, Tip Only

4-03761 lkeda Micro Capsulorhexis Forceps, 23 Ga, Cystotome Tips, Tip Only

END OF PRODUCT LIST:
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