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Certificate No. 11347-6-2019

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
(Eight 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,

ooz i

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 July 09, 2019 to July 08, 2021.
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Name of Owner Operator

Brownmed
LAKE BUSINESS PARK
1300 LUNDBERG DR. WEST
Spirit Lake, 1A USA 51360

Name of Manufacturer

Brownmed
LAKES BUSINESS PARK
1300 LUNDBERG DR. WEST

Spirit Lake, 1A USA 51360

--—END OF MANUFACTURER/DISTRIBUTCOR LIST~--
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Name of Owner Operator

Brownmed

LAKE BUSINESS PARK

1300 LUNDBERG DR. WEST

Spirit Lake, 1A USA 51360

Name of Manufacturer
Brownmed

LAKES BUSINESS PARK
1300 LUNDBERG DR. WEST
Spirit Lake, IA USA 51360

Name of Product(s)

IMAK Comp-Compression-Asthritis Gloves (pair)-A20173-Xsmall - Each
IMAK Comp-Compression-Arthuitis Gloves (pair)-A20170-Small -Each
IMAK Comp-Compression-Arthritis Gloves (pair)-A20171-Medium-Each
IMAK Comp-Compression-Arthiritis Glaves (pair)-A20172-Large-Each
IMAK Comp-Compression-Arthritis Gloves (pair)-A20174-X-Large-Each
IMAK Comp-Compression-Active Gloves (pair)-A20185-Small-Each
IMAK Comp-Compression-Active Gloves (pair)-A20186-Medium-Each
IMAK Comp-Compression-Active Gloves (pair)-A20187-Large-Each
IMAK Comp-Compression-Arthrilis Sock-A20190-Small-Pair

IMAK Comp-Compression-Arthritis Sock-A20191-Medium-Pair

IMAK Comp-Compression-Arthrilis Sock-A20192-Large-Pair

IMAK Comp-Compression-Arthritis Knee Sleeve-A20149-Xsmalleach
IMAK Comp-Compression-Arthritis Knee Sleeve-A20150-Small-each
IMAK Comp-Compression-Arthritis Knee Sleeve-A20151-Med-each
IMAK Comp-Compression-Arthritis Knee Sleeve-A2(152-Large-each
MAK Comp-Compression-Arthritis Knee Sleeve-A20153-XLarge-each
IMAK Comp-Compressicn-Arthritis Elbow Sleeve-A20155-Small-each
IMAK Comp-Compression-Arthritis Elbow Sleeve-A20156-Med-each
IMAK Comp-Compression-Arthritis Elbow Sleeve-A20157-Large-each
IMAK Comp-Compression-Arthritis Wrist Sleeve-A20130-Small-each
IMAK Comp-Compression-Arthritis Wrist Sleeve-A20131-Small-each
IMAK Comp-Compression-Arthritis Wrist Sleeve-A20132-Small-each
IMAK Comp-Compression-Arthritis Thumb-A20178-Smak-Each

IMAK Comp-Compression-Arthritis Thumb-A20179-Medium-Each
IMAK Comp-Compression-Arthritis Thumb-A20180-Large-Each

IMAK Comp-Compression-Eye Pillow - Pain Relief Mask-A30131-Retail - Box-Each
IMAK Comp-Compression-Shin Sleeve -51054-Small-Each

IMAK Comp-Compression-Shin Sleeve -51055-Medium-Each

IMAK Comp-Compression-Shin Sleeve -51056-Large-Each

IMAK Comp-Compression-Shin Sleeve -51057-XLarge-Each

IMAK Ergo-Ergo-Back Cushion-A30122-Back Cushion-Each

IMAK Ergo-Ergo-Glider-A20215-Glider Mouse Cushion-Each

IMAK Ergo-Ergo-HappiNeck-A301 11-Universal - Beige -Each

IMAX Ergo-Ergo-HappiNeck-A301 12-Universal - Blue-Each

IMAK Erge-Ergo-Mouse Cushion-A10165-Black-Each

tMAK Ergo-Ergo-Mouse Cushion-A10166-Heather Gray-Each

IMAK Ergo-Ergo-Mouse Cushion-A10174-Black - Non Skid-Each

IMAK Ergo-Ergo-Mouse Cushion-A10123-Le Petit - Blue-Each

IMAK Ergo-Ergo-Mouse Cushion-A20212-Le Petit - Black-Each

IMAK Ergo-Ergo-Keyboard Wrist Cushion-A10160-Black-Each

IMAK Ergo-Ergo-Keyboard Wrist Cushion-A10161-Heather Gray-Each
IMAK Ergo-Ergo-Keyboard Wrist Cushion-A10173-Black - Non Skid-Each
IMAK Ergo-Ergo-Stress Balls-A10129-Blue-Each

IMAK Ergo-Ergo-Stress Balls-A10130-Black-Each

IMAK Ergo-Ergo-Stress Balls-A10156-Heather Gray-Each
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IMAK RSI-RSI-Smart Glove-A2011 1-X-Small-Each

IMAK RSI-RSI-Smart Glove-A201125-Small-Each

IMAK RSI-RSI-Smart Glove-A20126-Medium-Each

IMAK RSI-RS1-Smart Glove-A20127-Large-Each

IMAK RSI-RSI-Smart Glove wiThumb-A20165-X-Smali-Each

IMAK RSI-RSI-Smart Glove w/Thumb-A20161-Small-Each

MAK RSI-RSE-Smart Glove w/Thumb-A20162-Medium-Each

IMAK RSI-RSI-Smart Glove wiThumb-A20163-Large-Each

IMAK RSI-RSI-Smart Glove PM-A10111-Universal-Each

IMAK RS81-RSI-Computer Glove-A20128-Universal-Each

IMAK RSI-RSI-WrisTimer®-60000-Small - To 6.5 -Each

IMAK RS-RSI|-Wiris Timer®-60010-Medium - 6.5"-7.5"-Each

IMAK RSI-RS|-Wris Timer®-60020-Large - Over 7.5" -Each

IMAK RSI-RSI-WrisTimer PM®-80500-Universal-Each

IMAK RSI-RSI-Pil-O-Splint-A10112-Adjustable-Each

IMAK RSI-RSI-Pil-O-Splint-A10312-Universal-Each

IMAK RSI-RS|-Elbow Band-A10301-Universal-Each

IMAK RSI-RSI-Eibow Support-A10110-X-Large-Each

IMAK RSI-RSi-Eibow Support-A10113-Universal-Each

IMAK RSI-RSI-Elbow Support PM-A10172-Universal-Each

IMAK RSI-RSI-Arm Sling-A30140-Universal-Each

IMAK RSI-RSI-Arm Sling-A30141-Universal w/ Immobilizer-Each

IMAK RSI-RSI-Knee Strap-A30137-Universal-Each

Intellinetix-Multi-Use Products-Knee / Elbow Sleeve-0i7200-Universal-Each
Intellinetix-Fool/Leg Products-Shin / Calf Steeve-07220-Universal-Each
Inteflinetix-HandMrist Products-Vibrating Glove-07230-Small-Each
Intellinetix-HandMirist Products-Vibrating Glove-07231-Medium-Each
Intellinetix-Hand/Mirist Products-Vibrating Glove-07232-Large-Each
Intellinetix-Knee/Elbow Sleeve-Vibrating Sleeve-07235-Universal-Each
Intellinetix-Head/Neck Products-Vibrating Pain Relief Mask-07236-Universal-Each
Intellinetix-Cal#Shin Therapy Wrap + Hub-Vibrating-07237-Universal-Each
intellinetix-Head Ache Band-Vibrating Head Band-07238-Universal-Each
Intellinetix-Back Wrap + Hub-Vibrating07239-Universal-Each

Intellinetix-Universal Therapy Wrap + Hub-Vibrating 07240-Universal-Each
Intellinetix-Quad/Thigh Therapy Wrap -Vibrating 07241-Universal-Each
Intellinetix-Foot/Ankle Therapy Wrap -Vibrating 07242-Universal-Each

Joslin Ultimate Arm Sling (Clam Sheli}-J50004CS-Child/Xsmall- Each

Joslin Ultimalte Arm Sling (Zip Lock)-J50001ZL-Child/Xsmall- Each

Jostin Ultimate Arm Sling (Clam Shell)-J50101CS-Child/Small- Each

Jashin Ultimate Arm Sling (Zip Lock)-J50101ZL-Child/Small- Each

Joslin Ultimate Arm Sling {Clam Shell)-J50201CS-Adult- Each

Joslin Ultimate Arm Sling (Zip Lock}-J50201ZL-Adult- Each

Joshin Ultimate Arm Siing (Clam Shell)-J50301CS-Pro3XL- Each

Joslin Ultirmate Arm Sling (Zip Lock)-J503012L-Pro3XL- Each

Joslin Ultimate Arm Sling (Clam Shell)-J50401CS-Goliath- Each

Joslin Ultimate Arm Sling (Clam Shell)-J50401CS-Goliath- Each

Joslin Swathe (Clam Shell)-J50801CS-Adult-Each

Joslin Swathe (Zip Lock)-J50501ZL-Adult-Each

Joslin Swathe (Zip L.ock)-J50601ZL-Child-Each

Joslin Swathe (Zip Lock)-J50701ZL-Goliath-Each

Joslin Pillow Sling Combo-J00711-Regular-Each

Joslin Pillow Shing Combo-J00712-Large-Each

Nice Siretch-Plantar Fasciitis Product-Nice Stretch® Original-51000-Small-Each
Nice Stretch-Plantar Fasciitis Product-Nice Stretch® Original-51001-Medium-Each
Nice Stretch-Plantar Fasciitis Product-Nice Stretch® Qriginal-51002-Large-Each
Nice Stretch-Plantar Fasciilis Product-Nice Stretch® Original-51003-X-Large-Each
Nice Stretch-Plantar Fasciitis Product-Nice Stretch® Original-51010-Small wio ice-Each
Nice Stretch-Plantar Fasciitis Product-Nice Stretch® Original-51004-Medium w/o ice-Each
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Nice Stretch-Plantar Fasciitis Product-Nice Stretch® Original-51005-Large w/o ice-Each
Nice Stretch-Plantar Fasciitis Product-Nice Stretch® Original-51006-X-Large w/o ice-Each
Nice Stretch-Plantar Fasciitis -Mice Stretch® Ice Packs-51007-Sealed lce Pack S / M-Each
Nice Stretch-Plantar Fasciitis -Nice Stretch® Ice Packs-51008-Sealed Ice Pack L / XL-Each
Nice Stretch-Plantar Fasciitis Products-Nice Stretch® X-51020-Small-Each

Nice Stretch-Plantar Fasciitis Products-Nice Stretch® X-51021-Medium-Each

Nice Stretch-Plantar Fasciitis Products-Nice Stretch® X-51022-Large-Each

Nice Stretch-Plantar Fasciitis Products-Nice Strelch® X-51023-X-Large-Each

Nice Stretch-Plantar Fasciitis Products-Nice Stretch® X-51030-Small w/Retail Box-Each
Nice Stretch-Plantar Fasciitis Products-Nice Stretch® X-51031-Medium w/Retail Box-Each
Nice Stretch-Plantar Fasciitis Products-Nice Stretch® X-51032-Large w/Retail Box-Each
Nice Stretch-Plantar Fasciitis Products-Nice Stretch® X-51033-X-Large wiRetail Box-Each
Nice Stretch-Plantar Fasciitis Products-Nice Stretch® X Lite-50320-Universal-Each

Nice Stretch-Plantar Fasciitis Products-Nice Stretch® 90-50311-Medium-Each

Nice Stretch-Plantar Fasciits Products-Nice Stretch® 90-50312-Large-Each

Nice Stretch-Plantar Fasciitis Products-Nice Stretch® 90 liner wlice-50315-Each

Nice Stretch-Plantar Fasciitis Products-Nice Stretch® Dorsal-52060-Small / Medium-Each
Nice Stretch-Plantar Fasciitis Products-Nice Stretch® Dorsal-52061-Large I X-Large-Each
Nice Stretch-Plantar Fasciitis-Nice Stretch® Sleeve-53100-SmiMed-Each

Nice Stretch-Plantar Fasciitis -Nice Stretch® Sleeve-53101-L/XL-Each

Nice Stretch-Plantar Fasciitis -Nice Stretch® PF Kit-53104-SMM-Each

Nice Stretch-Plantar Fasciitis -Nice Stretch® PF Kit-53105-L/XL-Each

N{iRoo Multi-use Cover-Black/Cream Stripe-08101-Universal-Each

NiiRoo Multi-use Cover-Heather Gray-08103-Universal-Each

NiRoo Pocket Short Sleeve-Black-08005-Xsmall/Small

NURoo Pocket Short Sleeve-Black-08006-Medium

NuRoo Pocket Short Sieeve-Black-08007-Large/X-large

NuRoo Pocket Short Sleeve-Black-08008-2XL

NERoo Nursing Scarf-indigo Diamond-08102-Universal

NORoo Nursing Scarf-Coral Ombre-08105-Universal

NiiRoo Nursing Scarf-Floral Dot-08106-Universal

NiRco Nursing Scarf-lvory/Black Herringbone-08115-Universal

Ni(Roo Nursing Scarf-Gray Stripe-08120-Universal

NiRoo Nursing Scarf-Heather Gray-08135-Universal

N{Roo Swaddle-Deep Space-08225-Universal

NuRoo Swaddle--Goodnight Stars-08281-Universal

NiiRoo Swaddle--Aqua Scallop-08282-Universal

Plastalume®-Flastalume® Kits-Plastalume® Kits-10008-No, 27 Digitat Kit -Each
Plastalume®-Plastalume® Kits-Plastalume® Kils-10003-No. 40 Digital Kit -Each
Plastalume®-Plastalume® Kits-Plastalume® Kits-10004-No. 54 Digital Kit -Each
Plastalume®-Plastalume® Kits-Plastalume® Kits-10030-No. 45 Specialty Kit-Each
Plastalume®-Plastalume® Kits-Plastalume® Kits-10020-No. 30 Stax-Mallet Kit-Flesh-Each
Plastalume®-Plastalume® Kits-Plastalume® Kits-10021-No. 30 Stax-Mallet Kit-Clear-Each
Plastalume®-Finger Splints-Baseballs-11111-Small Blue Foam-Dozen
Plastalume®-Finger Splints-Baseballs-11121-Medium Blue Foam-Dozen
Plastalume®-Finger Splints-Baseballs-11131-Large Blue Foam-Dozen
Plastalume®-Finger Splints-Cots-10901-X Small Blue Foam -Dozen

Plastalume®-Finger Splints-Cots-10911-Small Blue Foam-Dozen

Plastalume®-Finger Splints-Cots-10921-Medium Blue Foam-Dozen

Plastalume®-Finger Splints-Cots-10931-Large Blue Foam-Dozen

Plastalume®-Finger Splints-Frogs-10801-Small Biue Foam-Dozen

Plastalume®-Finger Splints-Frogs-10811-Medium Blue Foam-Dozen

Pilastalume®-Finger Splints-Frogs-10821-Large Blue Foam-Dozen

Plastalume®-Finger Splints-Protectors-10501-Small Blue Foam-Dozen
Plastalume®-Finger Splints-Protectors-10511-Medium Blue Foam-Dozen
Plastalume®-Finger Splints-Protectors-10521-Large Blue Foam-Dozen
Plastalume®-Finger Splints-Spoons-11011-Small Blue Foam-Dozen

Plastalume®-Finger Splints-Spoons-11021-Medium Blue Foam-Dozen
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Plastalume®-Finger Splints-Spoons-11031-Large Blue Foam-Dozen
Plastalume®-Finger Splints-Stax-Mallets-10701-Stax 1 - Flesh- 6/Pkg
Plastalume®-Finger Splints-Stax-Mallets-10702-Stax 2 - Flesh- 5/Pkg
Plastalume®-Finger Splints-Stax-Mallets-10703-Stax 3 - Flesh- 6/Pkg
Plastaiume®-Finger Splints-Stax-Mallets-10704-Stax 4 - Flesh- 6/Pkg
Plastalume®-Finger Splints-Stax-Mallets-10705-Stax 5 - Flesh- 6/Pkg
Plastalume®-Finger Splints-Stax-Mallets-10706-Stax 5.5 - Flesh- 6/Pkg
Plastalume®-Finger Splints-Stax-Mallets-10707-Stax 6 - Flesh- 6/Pkg
Plastalume®-Finger Splints-Stax-Mallets-10708-Stax 7 - Flesh- 6/Pkg
Plastalume®-Finger Splints-Stax-Mal'ets-10730-Stax 1 - Clear- 6/Pkg
Plastalume®-Finger Splints-Stax-Mallets-10731-Stax 2 - Clear- 6/Pkg
Plastalume®-Finger Splints-Stax-Mallets-10732-Stax 3 - Clear- 6/Pkg
Plastalume®-Finger Spfints-Stax-Mallets-10733-Stax 4 - Clear- 6/Pkg
Plastalume®-Finger Splints-Stax-Mallets-10734-Stax & - Clear- 6/Pkg
Plastalume®-Finger Splints-Stax-Mallets-10735-Stax 5.5 - Clear- 6/Pkg
Plastalume®-Finger Splints-Stax-Mallets-10736-5tax 6 - Clear- 6/Pkg
Plastalume®-Finger Splints-Stax-Mallets-10737-Stax 7 - Clear- 6/Pkg
Plastalume®-Finger Splints-Digitals-10101-A-1  1-1/4" (33mm)-Dozen
Plastalume®-Finger Splints-Digitals-10102-A-2  2-1/4" (58mm)-Dozen
Plastalume®-Finger Splints-Digitals-10103-A-3  3-1/4" (83mm)-Dozen
Plastalume®-Finger Spiints-Digitals-10104-A-4  4-1/8" (106mm)-Dozen
Plastalume®-Finger Splints-Digitals-10105-AB-4 3-1/4" (83mm)-Dozen
Ptastalume®-Finger Splints-Digitals-10106-AB-5 4-1/4" {110mm)-Dozen
Plastalume®-Finger Splints-Digitals-10107-AB-6 5-1/4" {134mm)-Dozen
Plastalume®-Finger Splints-Digitals-10108-AB-7 6-1/4" (160mm)-Dozen
Plastalume®-Finger Splints-Digitals-10109-AB-8 7-1/4" {186mm)-Dozen
Plastalume®-Finger Splints-Digritals-10110-AB-9  8-5/8" (220mm)-Dozen
Plastalume®-Finger Splints-DigiWWrap™-10321-Size 1-Each
Plastalume®-Finger Splints-DigiWrap™-10322-Size 2-Each
Plastalume®-Finger Splints-DigiWrap™.-10323-Size 3-Each
Plastalume®-Finger Splints-DigiVWrap™-10324-Size 4-Each
Plastalume®-Finger Splints-DigiVWrap™-10325-Size 5-Each
Plastalume®-Finger Splints-DigiVWrap™-10326-Size 6-Each
Plastalume®-Finger Splints-DigiWrap™-10327-Mulli-pack -All-6/Pkg
Plastalume®-Finger Splints-DigiWrap Too™-10331-Size 1-Each
Plastalume®-Finger Splints-DigiWrap Too™-10332-Size 2-Each
Piastalume®-Finger Splints-DigiWrap Too™-10333-Size 3-Each
Plastalume®-Finger Splints-DigiWrap Too™-10334-Size 4-Each
Plastalume®-Finger Splints-DigiWrap Too™-10335-Size 5-Each
Plastalume®-Finger Splints-DigiWrap Too™-10336-Size 6-Each
Plastalume®-Finger Splints-DigiWWrap Too™-10337-Multi-pack -All-6/Pkg
Plastalume®-Finger Splints-Strips-10601-1/2" x 18" Blue Foam-Dozen
Piastalume®-Finger Splints-Strips-10611-3/4" x 18" Blue Foam-Dozen
Plastalume®-Finger Splints-Strips-10621-1~ x 18" Blue Foam-Dozen
Plastalume®-Finger Splints-Strips-10623-1.18" X 18" Blue Foam-Dozen
Plastalume®-Finger Splints-Strips-10625-1.57" x 18" Blue Foam-Dozen
Plastalume®-Finger Splints-Strips-10631-2" x 16" Blue Foam-3 Pack
Plastalume®-Finger Splints-Strips-10641-3" x 16" Blue Foam-3 Pack
Plastalume®-Finger Splints-Sirips-10651-4" x 16" Blue Foam-3 Pack
Plastalume®-Finger Splints-Strips-10661-1/2" x 9" Blue Foam-24 Pack
Plastalume®-Finger Splints-Strips-10671-3/4" x 9" Blue Foam-24 Pack
Plastalume®-Finger Splints-Strips-10681-1" x 9" Blue Foam-24 Pack
Plastalume®-Finger Splints-Strips-10602-1/2" x 18" White Foam-Dozen
Plastalume®-Finger Splints-Strips-10612-3/4" x 18" White Foam-Dozen
Plastalume®-Finger Splints-Strips-10622-1" x 18” White Foam-Dozen
Plastalume®-Finger Splints-Strips-10624-1,18" x 18" White Foam-Dozen
Plastalume®-Finger Splints-Strips-10626-1.57" x 18* White Foam-Dozen
Plastalume®-Finger Splints-Strips-10632-2" x 16" White Foam-3 Pack
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Ptastalume®-Finger Splints-Strips-10642-3" x 16" White Foam-3 Pack

Plastalume®-Finger Splints-Strips-10652-4" x 16" White Foam-3 pack

Plastalume®-Finger Splints-Strips-10662-1/2" x 9" White Foam-24 Pack
Plastalume®-Finger Splints-Stnps-10672-3/4" x 9" White Foam-24 Pack
Plastalume®-Finger Splints-Strips-10682-1" x 9" White Foam-24 Pack

Plastalume®-Arm & Leg Splints-Armboards-SP10410-25-2-1/4" x 3/4"-25/Pkg
Plastalume®-Arm & Leg Splints-Armboards-SP10415-25-3-1/4" x 3/4"-25/Pkg
Plastalume®-Arm & Leg Splints-Armboards-SP10411-25-4" x 1" -25/Pkg

Plastalume®-Arm & Leg Splints-Armboards-SP10412-25-4-1/8" x .75"-25/Pkg
Plastalume®-Arm & Leg Splints-Armboards-SP10414-25-4-1/2" x 1-1/2"-25/Pkg
Piastalume®-Arm & Leg Sphnts-Armboards-SP10416-25-6" x 1-1/2"-256/Pkg
Plastalume®-Arm & Leg Splints-Armboards-SP10417-25-8" x 2-1/8"-25/Pkg
Plastalume®-Arm & Leg Splints-Armboards-SP10418-25-10" x 2-1/4"-25/Pkg
Plastalume®-Arm & Leg Splints-Armboards w/Stockinette -SP10431-25-4" x 1" -256/Pkg
Plastalume®-Arm & Leg Sphnts-Armboards w/Stockinetie-SP10434-25-4-1/2" x 1-1/2"-25/Pkg
Plastalume®-Arm & Leg Sphints-Armboards w/Stockinette -SP10436-25-6" x 1-1/2"-25/Pkg
Plastalume®-Arm & Leg Splints-Armboards wiStackinette -SP10437-25-8" x 2-1/8"-25/Pkg
Plastalume®-Arm & Leg Splints-Armboards wiStockinette -SP10438-25-10" x 2-1/4"-25/Pkg
Plastalume®-ArmiLeg Splints-PETG Armboards wiStockinette-SP10441-25-4" x 1"-25/Pkg
Plastalume®-ArmiLeg Splints-PETG Armboards w/Stockinette-SP10444-25-4-1/2"x1-1/2"-25/Pkg
Plastalume®-Armil.eg Splints-PETG Armboards w/Stockinetie-SP10446-25-6"x1-1/2"-25/Pkg
Plastalume®-Arm/Leg Splints-PETG Armboards w/Stockinette-SP10447-25-8"x 2-1/8"-25/Pkg
Plastalume®-Arm/Leg Splints-PETG Armboards w/Stockinetle -SP10448-25-10" x 2-1/4"-25/Pkg
Plastalume®-Arm/Leg Splints-Classic Forearm Splint-12111-Small Right Pad-Each
Plastalume®-Arm & Leg Splints-Classic Forearm Splint-12113-Small Left Pad-Each
Plastalume®-Arm & Leg Splints-Classic Forearm Splint-12121-Medium Right Pad-Each
Plastalume®-Arm & Leg Splints-Classic Forearm Splint-12123-Medium Left Pad-Each
Plastalume®-Arm & Leg Splints-Classic Forearm Splint-12131-Large Right Pad-Each
Plastalume®-Arm & Leg Splints-Classic Forearm Splint-12133-Large Left Pad-Each
Plastalume®-Arm & Leg Splints-Colles Splint-12011-Small Right Pad-Each
Plastalume®-Arm & Leg Splints-Colles Splint-12021-Medium Right Pad-Each
Plastatume®-Arm & Leg Splints-Colles Splint-12031-Large Right Pad-Each
Plastalume®-Arm & Leg Splints-Colles Splint-12013-Small Left Pad-Each

Plastalume®-Arm & Leg Splints-Colles Splint-12023-Medium Left Pad-Each
Plastalume®-Arm & Leg Splints-Colles Splint-12033-Large Left Pad-Each
Plastalume®-Arm & Leg Splints-Metacarpal Splint-12411-Small Right Pad-Each
Plastalume®-Arm & Leg Splints-Metacarpal Spiint-12421-Medium Right Pad-Each
Plastalume®-Arm & Leg Splints-Metacarpal Splint-12431-Large Right Pad-Each
Plastalume®-Am & Leg Splints-Metacarpal Splint-12413-Small Left Pad-Each
Plastalume®-Arm & Leg Splints-Metacarpal Splint-12423-Medium Left Pad-Each
Plastalume®-Arm & Leg Splints-Metacarpal Splint-12433-Large Left Pad-Each
Plastalume®-Arm & Leg Splints-Palm Metacarpal Splint-12511-Small Right Pad-Each
Plastalume®-Arm & Leg Splints-Palm Metacarpal Splint-12521-Medium Right Pad-Each
Plastalume®-Arm & Leg Splints-Palm Metacarpal Splint-125631-Large Right Pad-Each
Plastalume®-Arm & Leg Splints-Palm Metacarpal Splint-12513-Small Left Pad-Each
Plastalume®-Arm & Leg Splints-Palm Metacarpal Splint-12523-Medium Left Pad-Each
Plastalume®-Arm & Leg Splints-Palm Metacarpal Splint-12533-Large Left Pad-Each
Plastalume®-Arm & Leg Splints-Posterior Elbow Splint-13410-Small UnPad-Each
Plastalume®-Arm & Leg Splints-Posterior Elbow Splint-13120-Medium UnPad-Each
Plastalume®-Arm & Leg Splints-Posterior Elbow Splint-13130-Large UnPad-Each
Plastalume®-Arm & Leg Splints-Posterior Elbow Splint-13111-Small Pad-Each
Plastalume®-Arm & Leg Splints-Posterior Elbow Splint-13121-Medium Pad-Each
Plastalume®-Arm & Leg Splints-Posterior Elbow Splint-13131-Large Pad-Each
Plastalume®-Arm/fLeg Splints-Posterior TibiafFibula Splint-15011-Small 12" Pad W/Foot-Ea
Plastalume®-Arm/Leg Splints-Posterior TibiafFibula Splint-15021-Med 14” Pad WiFoot-Ea
Plastalume®-Arm/Leg Splints-Posterior Tibia/Fibula Splint-15031-Large 16" Pad WiFoot-Ea
Plastalume®-Arm & Leg Splints-Posterior Femur Splint-15211-Small 20" Pad W/Foot-Ea
Plastalume®-Arm & Leg Splints-Posterior Femur Splint-15221-Med 25" Pad WiFool-Each

U.8. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
www.ida.gov
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Plastalume®-Arm & Leg Splints-Posterior Femur Splint-15231-Large 31" Pad W/Foot-Each
Polar ce-Cold Therapy Products-Potar lce®-30100-Shoulder/Hip Wrap-Each

Polar lce-Cold Therapy Products-Polar lce®-30101-Wrist/Elbow Wrap-Each

Polar lce-Cold Therapy Products-Polar lce®-30102-CPM Knee Wrap-Each

Polar lce-Cold Therapy Products-Polar Ice®-30103-Standard Knee Wrap-Each
Polar Ice-Cold Therapy Products-Polar lce®-30104-Large Knee Wrap-Each

Polar lce-Cold Therapy Products-Polar Ice®-30105-Foot/Ankle Wrap-Each

Polar lce-Cold Therapy Products-Polar Ice®-30107-Quick Wrap 9" x 11*-Each

Polar Ice-Cold Therapy Products-Palar Ice®-30108-Back Wrap-Each

Polar |ce-Cold Therapy Products-Polar [ce®-30109-TMJ Wrap-Each

Polar |ce-Cold Therapy Products-Shin Wrap-30011-Small - Black-Each

Polar |ce-Cold Therapy Products-Shin Wrap-30012-Medium - Black-Each

Polar Ice-Cold Therapy Products-Shin Wrap-30013-Large - Black-Each

Pofar Ice-Cold Therapy Products-Shin Wrap-30014-X-Large - Black-Each

Polar lce-Cold Therapy Products-Shin Wrap-30036-Universal - -Each

Polar Ice-Hand/MWrist Products-Finger Sleeve -A10303-Small-2/Pkg

Polar lce-Hand/Wrist Products-Finger Sleeve -A10304-Medium-2/Pkg

Polar {ce-HandMirist Products-Finger Sleeve -A10305-Large-2/Pkg

SEAL-TIGHT® -Moisture Protection- Original-20100-Adult Hand-Each
SEAL-TIGHT® -Moisture Protection - Original-20101-Adult Short Arm-Each
SEAL-TIGHT® -Moisture Protection - Original-20102-Adult Long Arm-Each
SEAL-TIGHT®-Moisture Protection - Original-20103-Adult Short Leg-Each
SEAL-TIGHT®-Moisture Protection - Original-20104-Adult Long Leg-Each
SEAL-TIGHT®-Motsture Protection - Original-20105-Foot/Ankle-Each
SEAL-TIGHT®-Moisture Protection - Original-20106-Adult Short Leg Wide-Each
SEAL-TIGHT®-Moisture Protection - Original-20107-Adult Short Arm Wide-Each
SEAL-TIGHT®-Moisture Protection - Original-20200-Pediatric Small Arm-Each
SEAL-TIGHT®-Moisture Protection - Original-20201-Pediatric Medium Arm-Each
SEAL-TIGHT®-Moisture Protection - Original-20202-Pediatric Large Arm-Each
SEAL-TIGHT@-Moisture Protectian - Original-20203-Pediatric Small Leg-Each
SEAL-TIGHT®-Moisture Protection - Original-20204-Pediatric Med Leg-Each
SEAL-TIGHT®-Moisture Protection - Original-20205-Pediatric Large Leg-Each
SEAL-TIGHT®-Moisture Protection - Original-20302-16 Piece Pre-pack-Each
SEAL-TIGHT®-Moisture Protection - Freedam-26500-Adult Arm-Each
SEAL-TIGHT®-Moisture Protection - Freedom-26501-Adult Leg-Each
SEAL-TIGHT®-Moisture Protection - Freedom-26502-Pediatric Arm-Each
SEAL-TIGHT®-Masture Profection - Freedom-26503-Pediatric Leg-Each
SEAL-TIGHT®-Moisture Protection - Freedom-28002-Universal - Adult-Each
SEAL-TIGHT®-Maisture Protection - Protectar {Mid-Arm)-20318-Small-Each
SEAL-TIGHT®-Moisture Protection - Protector (Mid-Arm)-20317-Medium-Each
SEAL-TIGHT®-Maisture Protection - Protector {Mid-Arm}-20319-Large-Each
SEAL-TIGHT®-Moisture Protection - Protector (Knee)-20324-Small-Each
SEAL-TIGHT®-Moisture Protection - Protector (Knee)-20325-Medium-Each
SEAL-TIGHT®-Moisture Protection - Protector (Knee)-20326-Large-Each
SEAL-TIGHT®-Moisture Protectizn - Shield {Shower Patch)-20435-5" x 8"-5/box
SEAL-TIGHT®-Moisture Protection- Sport(Active Seal)-20363-Pediatric Arm (2-10 yrs)-Each
SEAL-TIGHT®-Moisture Protection -Sport{Active Seal)-20362-Pediatric Leg (2-10 yrs)-Each
SEAL-TIGHT®-Moisture Protection-Sport (Active Seal)-20320-Adult Short Arm-Each
SEAL-TIGHT®-Moisture Protection-Sport {Active Seal)-20321-Adult Long Arm-Each
SEAL-TIGHT@-Moisture Protection-Sport {Active Seal)-20322-Adult Short Leg-Each
SEAL-TIGHT®-Moisture Protection-Sport (Active Seal)-20323-Adult Long Leg-Each
SEAL-TIGHT®-Moisture Protection-Seal Band-28075-Arm Dispenser Box-Casel50
SEAL-TIGHT® - Moisture Protection-Seal Band-28076-Leg Dispenser Box-Case/50
Soft Stride-Heel Products-Bone Spur Pad-71301-Small-Pair

Soft Stride-Heel Products-Bone Spur Pad-71302-Medium-Pair

Soft Stride-Heel Products-Bone Spur Pad-71303-Large-Pair

Soft Stride-Heel Products-Bone Spur Pad-71306-Small-Casef12

Soft Stride-Heel Products-Bone Spur Pad-71307-Medium-Casef12

U.5. Food & Druyg Administration
10803 New Harmpshire Avanye
Silver Spring, MD 20093
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Soft Stride-Heel Products-Bone Spur Pad-71308-Large-Case/12

Soft Stride-Heel Products-Extended Heel Cushion-71311-Small-Pair

Soft Stride-Heel Products-Extended Heel Cushion-71312-Medium-Pair

Soft Stride-Heel Products-Extended Heel Cushion-71313-Large-Pair

Soft Stride-Heel Products-Heet Wedge-71341-Small-Pair

Soft Stride-Heel Products-Heel Wedge-71342-Medium-Par

Soft Stride-Heel Products-Heet Wedge-71343-Large-Pair

Soft Stride-Arch Products-Longitudinal Arch Support - Plain-71351-Small -Pair

Soft Stride-Arch Products-Longitudinal Arch Support - Plain-71352-Medium-Pair

Soft Stride-Arch Products-Longitudinal Arch Support - Plain-71353-Large-Pair

Soft Stride-Arch Products-Longitudinal Arch Support - with Top Cover-71356-Small -Pair
Soft Stride-Arch Products-Longitudinal Arch Support - with Top Cover-71357-Medium-Pair
Soft Stride-Arch Products-Lengitudinal Arch Support - with Top Cover-71358-Large-Pair
Soft Stride-Front Foot Products-Metatarsal Pad - Plain-71361-Smali -Pawr

Soft Stride-Front Foot Products-Metatarsal Pad - Plain-71362-Medium-Pair

Soft Stride-Front Foot Products-Metatarsal Pad - Plain-71363-Large-Pair

Soft Stride-Front Foot Products-Metatarsal Pad - with Top Cover-71366-Small-Pair

Soft Stride-Front Foot Products-Metatarsal Pad - with Top Cover-71367-Medium-Pair

Soft Stride-Front Foot Products-Metatarsal Pad - with Top Cover-71368-Large-Pair

Soft Stride-Hee! Products-MultiPad with Posting Wedge-7 1371-Small -Pair

Soft Stride-Heel Products-MultiPad with Posting Wedge-71372-Medium-Pair

Soft Stride-Heel Products-MultiPad with Posting Wedge-71373-Large-Pair

Soft Stride-Heel Products-MultiPad with Posting Wedge-71376-Small-Casef12

Soft Stride-Heel Products-MultiPad with Posting Wedge-71377-Medium-Case/12

Soft Stride-Heel Products-MultiPad with Posting Wedge-71378-Large-Case/12

Soft Stride-Hee! Products-Posting Wedge-71381-Small-6/Pkg

Soft Stride-Front Foot Products-Tenderfoot Pad-71411-Small-Pair

Soft Stride-Front Foot Products-Tenderfoot Pad-7 1412-Medium-Parr

Soft Stride-Front Foot Products-Tenderfoot Pad-71413-Large-Pair

Soft Stride-Bulk Products-Sheet - with Top Cover-71406-1/4" Diamond-Each

Soft Stride-Full Foot Products-Thin Insole with Top Cover-71421-Size A-Pair

Soft Stride-Full Foet Products-Thin Insole with Top Cover-71422-Size B-Pair

Soft Stride-Full Foot Products-Thin Insole with Top Cover-71423-Size C-Pair

Soft Stride-Full Foot Products-Thin Insole with Top Cover-71424-Size D-Pair

Soft Stride-Full Foot Praducts-Thin Insole with Top Cover-71425-Size E-Pair

Soft Stride-Full Foot Products-Underliner -7 1430-Size A-Pair

Soft Stride-Full Foot Praducts-Underliner -7 1431-Size B-Pair

Soft Stride-Full Foot Products-Underliner -71432-5ize C-Pair

Soft Stride-Full Foot Products-Underliner -71433-Size D-Pair

Soft Stride-Full Foot Praducts-Underiner -71434-Size E-Pair

Soft Stride-Full Foot Products-Underliner -7 1435-Size F-Pair

Soft Stride-Full Foot Products-Underliner -7 1436-Size G-Pair

Soft Stride-Full Foot Products-Underliner -71437-Size H-Pair

Soft Stride-Full Foot Products-Underliner -71438-Size |-Pair

Soft Stride-Fult Foot Products-Underliner -71439-Size J-Pair

Steady Step®-Lower Extremity Orthoses-Steady Step® Toehold®-50201-Sm/Med Right-Ea
Steady Step®-Lower Extremity Orthoses-Steady Step® Toehold®-50202-SmMed Left-Ea
Steady Step®-Lower Extremity Orthoses-Steady Step® Toehold®-50203-Med/L Right-Ea
Steady Step®-Lower Extremity Orthoses- Toehold®-50204-Med/L Left-Ea

Steady Step®-Lower Extremity Orthoses- Heel Hugger®-50071-Sm w/Gel-Ea

Steady Step®-Lower Extremity Orthoses-Heel Hugger®-50072-Med wiGel-Ea

Steady Step®-Lower Extremity Orthoses- Heel Hugger®-50073-L w/Gel-Ea

Steady Step®-Lower Extremity Orthoses- Heel Hugger®-50074-X1 w/Gel-Ea

Steady Step® Low Extremity Orthoses-Heel Hugger® wimagnets-50161-Small-Gel wiMagnets-Ea
Steady Step®-Low Extremity Orthoses-Heel Hugger® with magnets-50162-Med-Gel & Magnets-Ea
Steady Step®-Low Extremity Orthoses- Heel Hugger® wimagnets-50163-Large-Gel & Magnets-Ea
Steady Step®-Low Extremity Orthoses- Heel Hugger® wimagnets-50164-XL-Gel & Magnets-Ea
Steady Step®-Lower Extremity Orthoses- Sol Step™.-50040-Small-Each
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Steady Step®-Lower Extremity Orthoses- Sol Step™ -50041-Medium-Each

Steady Step®-Lower Extremity Orthoses- Sol Step™ -50042-Large-Each

Steady Step®-Lower Extremity Orthoses- Sol Step™ -50043-X-Large-Each

Steady Step®-Lower Extremity Orthoses- Satin Heels®-50140-Universal in Bx-Pair

Steady Step®-Lower Extremity Orthoses- Satin Heels®-50145-Universal in Bag-Pair

Steady Step®-Lower Extremity Orthoses- Perform 8 ™-50051-Sm Universal-Ea

Steady Step®-Lower Extremity Orthoses- Perform 8™-50052-Med Universal-Ea

Steady Step®-Lower Extremity Orthoses- Perform 8™-50053-Lrg Universal-Ea

Steady Step®-Lower Extremity Orthoses- Perform 8™-50054-XLrg Universal-Ea

Steady Step®-WOUND CARE-Herbst Cradle™-04020-Small-Each

Steady Step®-WOUND CARE-Herbst Cradle™-04021-Medium-Each

Steady Step®-WOUND CARE-Herbst Cradle™-04022-Large-Each

Spark Kinetic Knee - 40410 - Small - Each

Spark Kinetic Knee - 40411 - Medium - Each

Spark Kinetic Knee - 40412 - Large - Each

Spark Kinetic Elbow - 40416 - Small - Each

Spark Kinetic Elbow - 40417 - Medium - Each

Spark Kinetic Elbow - 40418 - Large - Each

Spark Kinetic Calf - 40420 - Small - Each

Spark Kinatic Calf - 40421 - Medium - Each

Spark Kinetic Calf - 40422 - Large - Each

Spark Kinetic Ankle - 40426 - Small - Each

Spark Kinetic Ankle - 40427 - Medium - Each

Spark Kinetic Ankle - 40428 - Large - Each

Body Furnace-Personal Heating- 06200 - Universal - Each

END OF PRODUCT LIST
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