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‘ Food and Drug Administration
2 10903 New Hampshire Ave.
Havasa Silver Spring, MD 20993

Certificate No. 3808-7-2011

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 Address
See Aftached List Brown Medical Industries, Inc.
(2 Pages) 1300 Lundberg Drive West

Spirit Lake, lowa 51360

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

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

Jennifer Medicus

Chief, Regulatory Policy and Systems Branch
Division of Risk Management Operations
Office of Compliance

This certificate expires 24 months
from the date notarized.

COUNTY OF MONTGOMERY
STATE OF MARYLAND

Subscribed and sworn to before me this § day of &(‘5 month 2011 year.
g . o
C,Oﬁa’ijs ﬂ/ s

_ CATHRYN N, MORRIS
NOTARY PUBLIC STATE OF MARYLANL
County of Montgomery
My Commission Fxpires lanuary 4, 2013




CERTIFICATE TO FOREIGN GOVERNMENT - ATTACHMENT (PAGE 1 of 2)

Name of Products Name of Manufacturer, Address
Bio-Dynamix™ Line Brown Medical Industries, Inc.
Compression Supports 1300 Lundberg Drive West
Plastalume® Splint Line Spirit Lake, lowa 51360
Armboards (and with stockinette)
Crevice Collar
Digital Splints
Specialty Splints (Baseballs, Cots, Frogs, Protectors, Spoons, Stax-Mallets)
Strip Splints
Hand, Arm and Leg Splints
DIGIwrap™ Finger Splints
DIGIwrap TOO™ Toe Splints
SEALED ICE® Line
Polar Ice™
Shin Ice™
SEAL-TIGHT® line
SEAL-TIGHT® Sport / Active SEAL®
SEAL-TIGHT® Protector — Knce / SEAL-TIGHT® Protector — Mid-Arm / Mid-Arm Protector
SEAL-TIGHT® Original
SEAL-TIGHT® Freedom
SEAL-TIGHT® Shield / Shower Patch™
Surgical Boot
Soft Stride™ Line
Shoe Inserts
Sheets
Steady Grip™ Line
Flex 8™
Tennis Elbow Strap
WrisTimer® & WrisTimer PM®
Nice Stretch® Plantar Fasciitis Products
Nice Stretch® X Lite
Nice Stretch® 90
N'ice Stretch® Original
Nice Stretch® Dorsal
Nice Stretch® Sport
Nice Stretch® X
Steady Step® Line
Heel Hugger® (and with magnets)
Perform 87T
PF Convertible Splint™
ProGel™ Ankle Stirrups
Satin Heels®
Shin Sleeve™
Sol Step™
Steady Step® Walker (and Low Top)
Steady Strider™ {
ToeHold®
Surgical Supplies and Instruments Line
Joint Distractor
TDS™ — Tourniquet Dressing Sleeve
Wound Care Line
Herbst Cradle™

“End of page”




CERTIFICATE TO FOREIGN GOVERNMENT - ATTACHMENT (PAGE 2 of 2)

Name of Products
IMAK® Pain Relief Line
Elbow Band
Elbow Support
Elbow Support PM
Arthritis Glove
Pil-O-Splint®
Smart Glove®
Smart Glove® w/ Thumb
Smart Glove® PM
Smart Thumb™
Wrist Wrap
HappiNeck®
Neck Support
Eye Pillow — Pain Relief Mask
"Knee Strap
Plantar Fasciitis Night Splint
Back Cushion
Computer Glove
Hot/Cold Therapy Wrap
Mouse Cushion
Le Petit
Mouse Pad & Cushion
Shoulder Saver®
Stress Balls
Motivational Spirit Balls®
Wrist Cushion

“End of Product List”

Name of Manufacturer, Address
Brown Medical Industries, Inc.

1300 Lundberg Drive West

Spirit Lake, lowa 51360




