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Colgate-Palmolive Company

FDA Request for Data and Information: Triclosan

Oral Health Care Drug Products for Over-the-Counter Human Use;
Antigingivitis/Antiplague Drug Products

Attachment 3

Tables 1 and 4 from Ciba Specialty Chemicals Corporation’s Time and Extent
Application dated November 25, 2003
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Table 1. Counties Where Triclosan Sold or Marketed for Five Continuous Years or

More
P .-';;- sy P MlNlMUM OF § CONT!NQUS ’ Voo R
. R COUNTRY‘ L ) YE.ARS? HOW MARKEYED?
ARGENTINA o OTC/Cosmetic
[AUSTRALIA Vis "OTC/Cosmetic -~
BANGLADESH OTC/Cosmetic
BELARUS 7 BELORUSSIA OTC/Cosmet
BELGIUM - OTC/Casmetic
. BRAZIL YES . . OTC/Casmetic
BULGARIA ?
CANADA _VES
RE . . - YES -
-CHINA T _¥ES -
COLUMBIA YES
CROATIA
EGYPT OTC/Cosmetic
ESTONIA . OTC/Cosmetic
Fed. Republic of Yugosiavia (obsalete) — OTC/Cosmetic
""Fm - YES OTC/Cosmetic. .
*GERMANY -, YES . _OIC/Cosmetic
GHANA OTC/Cosmetic
GREECE OTC/Cosmetic
~GUATEMALA YES “OTC/Cosmetic
| _HONDURAS QTC/Cosmetic
INDIA: - _YES OTC/Cosmetic -
INDONESIA OTC/Cosmetic
TTRAN OTC/Cosmetic
IRELAND OTC/Cosmetic
ISRAEL OTC/Casmetic
[ ITALY VES OTC/Cosmetic
VORY COAST OTC/Cosmetic
KAZAKHSTAN _OIC/Cosmetic
KOREA 50UTH QIC/Cosmetic
MALAYSIA OTC/Cosmetic
| _MAURITIUS OTC/Cosmetic
MEXICO YES OTC/Cosmetic
MOROCCO OTC/Cosmetic
NEPAL OTC/Cosmetic
NETHERLANDIS — OTC/Cosmetic
| NEW. ZEALAND VES OTC/Cosmietic
NIGERIA OTC/Cosmetic
NORWAY OTC/Cosmetic
PAKISTAN OTC/Cosmetic’
PERU OTC/Cosmetic
PHILIPPINES OTC/Cosrnetic
POLAND OTC/Cosmetic
PORTUGAL OTC/Cosmetic
ROMANIA OTC/Cosmetic
"RUSSIA__ OTC/Cosrnetic
SAUDI-ARABIA OTC/Cosmetic
SINCAPORE OTC /Cosmetic
SLOVAKIA OTC/Cosmetic
SLOVENIA e OTC/Cosmetic
SOUTH AFRICA YES O¥C/Cosmelic
SPAIN OTC/Cosmetic
SRI LANKA OTC/Cosmetic
SWAYZERLAND! OTC/Cosmetic
| THAILAND OTC/Cosmetic
TUNISIA - O“lF_CjCosmlic
TURKEY . OTC/Coumetic
UNITED KINGDOM (UK) YES OTC Medicinat lication
[ UNITED STATES OF AMERICA (USA) YES. OTC NDA Ng. 020231
VENEZUELA > OTC/Cosmetlic
VIETNAM OTC/Cosmetic
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Table 4. £xamples of Products and Labeling Claims in Selected Countries

!ountry

Product(s) Active Ingredient(s) Example of Clailms
Australia 1. GSK Macleans™ Active Toothpaste 1. TYriclosan, sodium fluoride 1. Fights cavities, plaque & gum problems
2 ColgateTotal™ (many varations, inc. 2. Triclosan, sodium fluoride 2. fights cavilies, protets gums, removes
rinse) 3. Triclosan, sodium flyoride plaque, prevents tartar
3. Dua Protection Sensodyne™ 4. Triciosan, sodium Ruoride 3. Protects against gum probiems, reduces
4.  Cedei™ Whitening Toothpaste : plaque; kills germs.
4. Reduces tartar, fights plaque and
cavities
Brazil 1. BBP Commércio e Distribuidor Uitra 1. Triclosan, sodium fHluoride 1. Antiplaque; fights bad breath; prevents
Action Total™ Toothpaste . cavithes
2. laboratdric Duadt Oliveira 2. Triclosan, sodium fluoride 2. Whitens teeth, provides anti-cavity
Malvatricin™ Whitening Mouthwash , protection, and kills germs
China 1. Crest™ tes fresh toothpaste 1. Triclosan; Yed Extract; 1. Antigingivitis; Bactriostat; prevents
fFlouristat cavities and unfavorable smel
2. Crest™ many-in-one toothpaste 2 Trclosan; Chinese herbs 2. Anitgingivitis;bacteriostat
3. Colgate Total™ Fresh Strip 3, Triclosan; sodium fluoride 3. Longdasting antibacterial protection;
antigingivitis; fights cavities; gum
problems; plague; calculus build-up:
bad breath and tarter
4. Same as 3 plus whitening
4. Colgate Fotat™ Plus Whitening 4. Triclosan; sodium fluoride
Toothpaste
France 1. Colgate Total™ toothpaste 1. Triciosan, sodium fluoride 1. Antibacterial; prevents cavities
2. Kisby Bucco™ Natural toothpaste 2. Triclosan, sodium flouride 2. Antiplaque; prevents Cavities
3. Carrefour™ 2-in.1 mouthwash 3. Triclosan, sodium fluoride 3. Antiplagque/antitartar; prevents cavities
. 4. Antibacterial; prevents cavities
4. Unilever Signal™ Integral . Triclosan, sodium fluoride |
Gerrmnany 1. Dr Schelter Durodont 5 Medical Fresh 1. Triclosan, sodium fluoride 1. ¥reshens and whitens teeth
AT & White Toothpaste™ 2. Prevents cavities and bacteria; fights
& . 2 Procter & Gambie Blend-a-med™ 2 Triclosan,sodium fluoride tartar ane plaque; prevents the building
' complete-pluse of periodontosis; helps keep teeth
naturaily white; provides a fong-lasting
fresh breath
3, Colgate Total™ Fresh Stripe 3. Triclosan, sodium flucride 3. Antigingivitls; prevents cavities
4. Colgate Totai™ Plax™ Mouthrinse 4. Triclosan, sodiura Huoride 4. P;ote%:tlon against cavities, plaque,
" ginglvitis, tartar and bacteria causing
bad breath.
India 4. Church & Dwight Lever Home / 1. Triclosan, sodiurn fluoride, 1. Removes bad breath, reduces plagque
Mentadent™ Super 6 Complete Care vitarnin E buifd up, protects against cavities, and
Toothpaste protects the gums
2. Uder Pharmaceuticals Am Pm™ ) 2. Antiplague; prevents cavities
Mouthwash ‘ 2. Triclosan, sodium fHuoride
italy 1. Unilever Mentadent™ ¢ 1. Triclosan; Zinc citrate; 1. Antiplaque; Antigingivitis
’ sodium flouride
2. Colgate Tota™ 2. Triclosan, sodlum fluoride 2. Antiplagque; antigingivitis; prevents
cavities
3 Glaxo Smith Kline lodasan 3. Triclosan,sodium fluoride 3. Antiplaque; prevents cavities
™Protezione Ciobale :
Mexico 1.  Colgate Total™ 1. Triclosan; sodium flucride 1. Fights tartar, plague, gum problems
and cavities
2 Crest™ MULTI PROTECCION 2. Triclosan; sodium flucride 2. Antiplague; prevents cavities; fights bad
MENTA FRESCA ' - breath
S. Africa 1. Colgate Total™ 1. Triclosan; sodium fiuoride 1. Antiplaque; antigingivitis; antitartar;
pravents cavities; fights bad breath
. 2. Fights plaque; protects against gum
2. Colgate Total™ Plax™ Mouthrinse 2. Triclosan problems; keeps breath fresher
UK 1. Colgate Total™ (many variations) 1. Triclosan; sedium fluoride 1. Fights cavities; prevents ginlvitis;
reduces plaque; controf tarter build-up;
tights bad breath
2. Aquafresh™ 2. Triclosan; sodium Huoride 2. similar
3. Signal® Integral™ 3. Triclosan; sodium fluoride 3. simifar
. 4.  Fresh Breath Dentyl pH Mouthrinse™ 4. Triclosan; sodium fluoride 4, Fights bad breath
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