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Thursday Plantation
Laboratories Limited

May 16, 2001 ABN 17002 833 141

Food and Drug Administration
5630 Fishers Lane Rm. 1061
Rockville, MD 20852

Dear Sir/Madam:

We would like to inquire regarding our label exemption application dated
March 23, 2001, for the following over-the-counter drug product:

Thursday Plantation 100% Pure Tea Tree Oil
Sizes: 1/3floz and 2 fl oz

Should you have any questions or need more information, please contact me at
559-346-0233.

Your kind consideration and immediate action are greatly appreciated.

Sincerely Yours,

THURSDAY PLANTATION LABORATORIES, LTD

Norma Daliva-Banks é

Regulatory Affairs

Attachment: copies of March 23, 2001 correspondence

£

S

&

w

=
P

>
=
®

E

(=3

FIN~O33 T LET,

Danifia Ll L..._. ™ 0. PP,



»

ursday
Plantation
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Thursday Plantation
Laserataries Limited
ACN 007 813 14!

Food and Drug Administration
5830 Fishers Lane r. 1061
Rockville, MD 20852

USA

Dear Sir/Madam,

Re.: Thursday Plantation Laboratories Ltd.
Thursday Plantation 100% Pure Tea Tree Oll
Size: 1/3 fl.oz

Wo would like to request exemption from your requirement of 21CFR201.66 based
on the following clreumstances presented. it is impracticable due to;
1. The label sizo is too small to fit bar lines and all the wording in the font
size required.

Plaase find cnclosed our proposed label artwork for this product,

Should you have any questions and need more information, please contact our
regulatory consultant, Mrs Norma Daliva-Banks at 559-345-0233, California, USA.

Your kind consideration and immediate action are greatly appreciated.

Thankirg you,

Yours sincerely
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Robert Ried}
Technical Managar
Roegulatory Affairs

Pacific Highway Ballina NSW 2478 Australia
Telephona: (02) 6606 7273 Facsimila: (02) 6686 7485  International Max +61 2 6606 7485
www.thursdayplantatron.com  email: textrea{@thursdayplantation,.com
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Thursday Mantation
Laboratories Limited
ACN 002 833 141

Food and Drug Administration
5630 Fishers Lane rm. 1061
Rockville, MD 20852

Usa

Dear Sir/Madam,

Re.: Thursday Plantation Laboratorios Ltd.
Thursday Plantation 100% Pure Tea Tree Ol
Size: 2.0z

‘We would like to request exemption from your requirement of 21CFR201.66 based
on the fallowing circumstances presented. it is impracticable due to:
1. The label size is toc smal! to fit bar lines and all the wording in the font
size required;
2. Should the font size be decreased, the leltters bleed slightly which may
cause deterioration of the text legibility.

Please find enclosed our propased label artwork for this product,

Should you have any guestions and need more information, please contact our
regulatory consultant, Mrs Norma Daliva-Banks at 559-346-0233, California, USA.

Your kind consideration and immediate action are greatly appraciatad.
Thanking you,

Yours sincerely
\
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e
Robert Ried!
Tachnical Manager
Regulatory Affairs
Pacific Highway Ballina NSW 2478 Australia En?é‘é'gg
Tolaphona; (02) 6686 7273 Facsimile: (02) 6686 7483 Inmrnationa Fax +61 7 6686 7405 Company
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www.thursdayplantation.com  amail: teatrsedthuredayplantaton.com um-.“ﬁrzs




NORMA D. DALIVA-BANKS
C/O GENERITECH CORP.
4967 E. LANSING WAY
FRESNO, CA 93727

FOOD AND DRUG ADMINISTRATION
5630 FISHERS LANE RM. 1061
ROCKVILLE, MD 20852
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