DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville, Maryland 20850

Certificate No. 3809-6-2008

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 Distributor Address
See Attached Mydent International

(5 pages) , 80 Suffolk Court

Hauppauge, N.Y. 11788

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. )

Theresa McDonald

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

Center for Devices and Radiological Health

This certificate expires 24 months
from the date notarized.

COUNTY OF MONTGOMERY
STATE OF MARYLAND

Subscribed and sworn to before me this /7 day of 7% S%/ 4 month 2008 year.

CATHRYN N. MORRIS
NOTARY PUBLIC STATE OF MARYLAND
County of Montgomery
My Commission Expires January 1, 2009




CERTIFICATE TO FOREIGN GOVERNMENT ATTACHMENT
MYDENT INTERNATIONAL/DEFEND
NAME OF PRODUCTS

ltem Code
AT-1014
AT-1015
AT-1016
AT-1017
AT-1018
AT-1018
AT-1020
AT-1021
BC-3500
BF-1000
BF-1500
BF-2000
BF-2500
BF-3000
BF-4000
BF-LS-500
BR-9001
BR-9002
BR-9003
BR-9004
BR-9005
BR-9009
BR-9010
CS-0100
CS-0101
CS-0200
CS-3000
CS-6000
GL-2015
GL-2016
GL-2017
GL-2018
GL-2019
GL-2020
HC-1001
HC-2001
HS-500
IN-7003
IN-7004
IN-7005
IN-7006
IN-7007
LG-1102
LG-1103
LG-1104
LG-1105

Description 1
2" DUAL CLEAR TUBING

3" DUAL CLEAR TUBING

4" DUAL CLEAR TUBING

6" DUAL CLEAR TUBING

2" DUAL INDICATOR TUBING

3" DUAL INDICATOR TUBING

4" DUAL INDICATOR TUBING

6" DUAL INDICATOR TUBING
BOUFFANT CAP-21"

BARRIER FILM CLEAR

BARRIER FILM CLEAR NON STICK
BARRIER FILM BLUE

BARRIER FILM BLUE NON STICK
SYRINGE SLEEVE COVER

X-RAY COVER BOX OF 250

9" x 1.3" HANDPIECE SLEEVES
H.P.BITE REGISTRATION REG SET
BITE REGISTRATION FAST SET CAR
BITE REG SUPER FST HP

BITE REG FAST HP MINT CHOC
BITE REG SUPER FST HP MINT
BLU-BITE HP RIGID FAST

HP HARD BITE REG FAST SET

2X2 NON-STERILE COTTON SPONGES
2X2 STERILE COTTON SPONGES
COTTON ROLLS

DEFEND 3" COTTON TIP

DEFEND 6" COTTON TIP

RAYBLOC PROTECTIVE GLASSES-
RAYBLOC GLASSES-SIDE PROTECTOR
RAYBLOC PROTECTIVE GLASSES -
PROTECTIVE GLASSES

CLEAR WRAP AROUND SAFTEY
RAYBLOC GLASSES WRAP AROUND
HEADREST COVER WHITE 10"X 13"
HEADREST COVER WHITE 10"X 10"
UNIVERSAL HANDPIECE SLEEVE
INTRODUCTORY KIT - MIRRORLITE
MIRROR REFILLS

MIRRORLITE AND 3 BATTERIES
DISPOSABLE BARRIER SLEEVES
MIRROR LITE BATTERY 3 EACH
PROFESSIONAL LATEX GLOVE -
PROFESSIONAL LATEX GLOVE -
PROFESSIONAL LATEX GLOVE -
PROFESSIONAL LATEX GLOVE -
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Name of Distributor, Address
MYDENT INTERNATIONAL

80 SUFFOLK COURT
HAUPPAUGE, N.Y. 11788




CERTIFICATE TO FOREIGN GOVERNMENT ATTACHMENT
MYDENT INTERNATIONAL/DEFEND
NAME OF PRODUCTS

ltem Code
LG-1145
LG-2102
L.G-2103
LG-2104
LG-2105
LG-2106
L.G-8002
LG-8003
LG-8004
LG-8005
LG-8006
LS-500
MK-1000
MK-1000-50
MK-1001
MK-1001-50
MK-1006
MK-1007
MK-1008
MK-1009
MK-1010
MK-1011
MK-1016
MK-1036
MK-1046
MK-1056
MK-1066
MK-1076
MK-1077
MK-1078
MK-1106
MK-1146
MK-1176
MK-1206
MK-1216
MK-1246
MK-1256
MK-1266
MK-2000
MK-2000-50
MK-2001
MK-2001-50
MK-2007
MK-2008
MK-2009
MK-2010
MK-2104

Description 1

PROFESSIONAL LATEX GLOVE
POWDER FREED LATEX GLOVE -
POWDER FREED LATEX GLOVE -
POWDER FREED LATEX GLOVE -
POWDER FREED LATEX GLOVE -
POWDER FREED LATEX GLOVE -
BLACK LATEX GLOVE X-S

BLACK LATEX GLOVE SMALL

BLACK LATEX GLOVE MEDIUM
BLACK LATEX GLOVE LARGE

BLACK LATEX GLOVE X-LARGE
UNIVERSAL HANDPIECE SLEEVE
ECONOMY MOLDED MASKS 100/BX -
ECONOMY MOLDED MASK 50 PER
ECONOMY MOLED MASKS 100/BX -
ECONOMY MOLDED MASKS 50/BG -
MOLDED CONE FACE MASK - BLUE
ECONOMY CONE FACE MASK BLUE
ECOMONY CONE FACE MASK - PINK
CONE FACE MASK - WHITE
SHEILDED FACE MASKS BLUE
PLEATED.EAR-LOOP MASK W/
MOLDED CONE FACE MASK - PINK
MOLDED CONE FACE MASK - BLUE
PLEATED EAR-LOOP ANTI-FOG MASK
PLEATED EAR-LOOP MASK ANTI-FOG
MOLDED CONE EARLOOP MASK -
TIE-ON FACE MASK - BLUE

TIE-ON FACE MASK - GREEN

TIE-ON FACE MASK - WHITE

BLUE CONE MASK STANDARD

BLUE PLEATED EARLOOP STANDARD
TIE ON MASKS

FORM FIT FACE MASK - BLUE

FORM FIT FACE MASK - PINK

BLUE PLEATED EARLOOP VALUELINE
PINK PLEATED EARLOOP VALUELINE
GREEN PLEATED EARLOOP VALUELIN
ECONOMY EAR-LOOP MASK 100/BX -
ECONOMY EARLOOP MASK 50/BG -
ECONOMY EAR-LOOP MASK 100/BX -
ECONOMY EARLOOP MASK 50/BG -
ECONOMY EARLOOP MASKS 50/BX -
ECONOMY EARLOOP FACE MASK -
ECONOMY EARLLOP FACE MASK -
ECONOMY EARLOOP FACE MASK -
MARVY MASQUE BOX OF 50 - DOG
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Name of Distributor, Address
MYDENT INTERNATIONAL
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HAUPPAUGE, N.Y. 11788




CERTIFICATE TO FOREIGN GOVERNMENT ATTACHMENT PAGE 30OF 5
MYDENT INTERNATIONAL/DEFEND '

NAME OF PRODUCTS Name of Distributor, Address
ltem Code Description 1 - . MYDENT INTERNATIONAL
80 SUFFOLK COURT
MK-2222 MARVY MASK ASSORTED HAUPPAUGE, N.Y. 11788
MK-2500 MARVY MASQUE BOX OF 50 -
MK-3000 FULL SHIELD FACE SHIELDS
MK-3001 HALF SHEILD FACE MASKS
MK-5285 MARVY MASQUE BOX OF 50 - CAT
MK-96390 MARVY MASQUE BOX OF 50 - CLOWN
MT-9000 MICRO TORCH
NG-2003 BLUE NITRILE GLOVES - SMALL
NG-2004 BLUE NITRILE GLOVES - MEDIUM
NG-2005 BLUE NITRILE GLOVES- LARGE
NG-2006 X-LARGE BLUE NITRILE GLOVES
NW-0200 NON WOVEN 2X2 SPONGES NON
NW-0300 NON WOVEN 3X3 SPONGES NON
NW-0400 NON WOVEN 4X4 SPONGES NON
PB-6000 3 PLY BIBS WHITE
PB-6001 3 PLY BIBS BLUE
PB-6002 3 PLY BIBS MAUVE
PB-6003 3 PLY BIBS GREEN
PB-6004 3 PLY BIBS LAVENDER
PB-7000 DISPOSABLE BIBS WHT 3-PLY
PB-7001 DISPOSABLE BiBS BLUE 3-PLY
PB-7002 DISPOSABLE BIBS PINK 3-PLY
PD-250 MIXING TIP GENERIC YELLOW
PD-255 MIXING TIP GENERIC GREEN
PN-1227 LINER-TIPS 18 GAUGE, PINK,
PN-1228 FLOW-SEALANT,20 GAUGE,YELLOW
PN-1229 FLOW-TIPS, 20 GAUGE, BLACK
PN-1230 SEAL CEMENT TIP 22GAUGE GREY
PN-1231 ETCH TIP, 25 GAUGE, BLUE
SE-7000 STANDARD SALIVA EJECTOR WHITE
SE-7001 STANDARD SALIVA EJECTOR CLEAR
se-7002 STANDARD SALIVA EJECTOR
SG-1000 DISPOSABLE GOWNS - MEDIUM
SG-1001 DISPOSABLE GOWN - LARGE
SG-2000 ISOLATION GOWN
SG-9003 DISPOSABLE LAB COAT - SMALL
SG-9004 DISPOSABLE LAB COAT - MEDIUM
SG-9005 DISPOSABLE LAB COAT **LARGE**
SG-9006 DISPOSABLE LAB COAT - X-LARGE
SP-0100 SELF SEALING POUCHES 2 1/4" X
SP-0200 SELF SEALING POUCHES 2 1/4 X 2
SP-0300 SELF SEALING POUCHES 2 X 7 3/4
SP-0500 SELF SEALING POUCHES 2 3/4" X
SP-1000 SELF SEALING POUCHES 3 1/2"x 5
SP-2000 SELF SEALING POUCHES 3 1/2" x

SP-2100 VALUE PAK SELF SEAL POUCH 3




CERTIFICATE TO FOREIGN GOVERNMENT ATTACHMENT
MYDENT INTERNATIONAL/DEFEND
NAME OF PRODUCTS

ftem Code

SP-3000
SP-4000
SP-5000
SP-5500
SP-6000
SP-7000
SP-9000
5S-500
ST-1021
ST-1023
TD-8000
UT-1000
VE-1121
VG-3003
VG-3004
VG-3005
VG-3006
VG-4003
VG-4004
VG-4005
V(G-4006
VP-1000
VP-7005
VP-7007
VP-8002
VP-8003
VP-8004
VP-8005
VP-8006
VP-8007
VP-8008
VP-8100
VP-8101
VP-8101SM
VP-8102
VP-8103
VP-8104
VP-8105
VP-8106
VP-8107
VP-8108
VP-8109
VP-8110
VP-8111
VP-8120
VP-8122

Description 1

SELF SEALING POUCHES 5 1/4" x
SELF SEALING POUCHES 7 1/2" x
SELF SEALING POUCHES 10" X 15"
SELF SEALING POUCHES

SELF SEALING POUCHES 12 X 15"
SELF SEALING POUCHES 5 1/4 X
SELF SEALING POUCHES 12X18
SYRINGE SLEEVE,PRE-CUT CLEAR
SURGICAL ASPIRATOR TIPS WHITE
SURGICAL ASPIRATOR TIPS GREEN
DEFEND TONGUE DEPRESSOR
ENZYMATIC TABLETS 6BX/CS
VENTED ORAL EVACUTORS WHITE
VINYL GLOVE SIZE SMALL

VINYL EXAM GLOVE - MEDIUM
VINYL EXAM GLOVES - LARGE
VINYL EXAM GLOVES - X-LARGE
POWDER FREE VINYL GLOVES SMALL
POWDER FREE VINYL GLOVES
POWDER FREE VINYL GLOVES -
POWDER-FREE VINYL GLOVES
DEFEND CONDENSATION PUTTY
AUTOMIX SYSTEM MONOPHASE KIT
AUTOMIX SYSTEM HEAVYBODY KIT
INTRA ORAL TIPS CLEAR LARGE
VPS LIGHT BODY CARTRIDGE

VPS MEDIUM BODY CARTRIDGE
MONOPHASE CARTRIDGE

VPS PUTTY

VPS HEAVY BODY CARTRIDGE
FAST SET PUTTY

MIXING TIPS 48/PKG

DO NOT USE-USE VP-8002

INTRA ORAL TIPS

RIBBON TIPS 24/BAG

INTRA ORAL TIPS 100/BAG -
MIXING TIPS 48/PKG GREEN
MIXING TIP 48/ PKG - YELLOW
MIXING TIPS HIGH PERFORMANCE
HP PURPLE 7.5 TIPS 48/BAG

10:1 C&B MAT MIX TIP 25/PK
DYNAMIC MIXER - PENTA SYSTEM
MIXING TIPS PK 100

1:1 C&B MAT MIX TIP 25/PK
MONOPHASE MIXING TIPS PURPLE
MONOPHASE MIXING TIPS PURPLE
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Name of Distributor, Address
MYDENT INTERNATIONAL

80 SUFFOLK COURT
HAUPPAUGE, N.Y. 11788




CERTIFICATE TO FOREIGN GOVERNMENT ATTACHMENT
MYDENT INTERNATIONAL/DEFEND
NAME OF PRODUCTS

ltem Code

VP-8130
VP-8140
VP-8145
VP-8200
VP-8201
VP-8202
VP-8203
VP-8222
VP-8300
VP-8300-100
VP-8300-50
VP-3000
VP-9003
VP-9004
VP-9005
VP-8007
VP-9008
VP-9009
VP-9010
VP-3011

Description 1

BLUE DYNAMIC MIXING TIP 50/BAG
MIXING TIPS BROWN CEMENT
MIXING TIPS BROWN CEMENT
DISPENSING GUN

DEFEND CART DISPENSER PLUNGE4R
DISPENSING GUN - HIGH

PLUNGER FOR HP DISPENSER GUN
DISPENSING GUN VALUELINE

VPS TRAY ADHESIVE

VPS TRAY ADHESIVE 100 BTL

VPS TRAY ADHESIVE 50 BTL
PLASTIC IMPRESSION TRAYS
LIGHT BODY REG/SET HP CART 4
MEDIUM BODY CARTRIDGE HP
MONOPHASE CARTRIDGE HP
HEAVY BODY REG/SET HP CART 4
LIGHT BODY FAST SET

MEDIUM BODY FAST SET
MONOPHASE FAST SET

HEAVY BODY FAST SET

END OF PRODUCT LIST

PAGE 50F 5

Name of Distributor, Address
MYDENT INTERNATIONAL

80 SUFFOLK COURT
HAUPPAUGE, N.Y. 11788




