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Thursday Plantation
Laboratories Limited
ABN 17 002 833 141

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

Dear Sir/Madam,

Re.: Thursday Plantation Laboratories Ltd _
Thursday Plantation Tea Tree Ointment and Vitamin E
Size: 1.76 oz (50 g)

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

Please find enclosed our proposed label artwork for this product.

Should you vhave any questions and need more information, pléaée contact our ‘
regulatory consultant, Mrs Norma Daliva-Banks at 559-346-0233, California, USA.

Your kind consideration of this matter and immediate action are greatly appreciated.

Thanking you.

Yours sincerely

Robert Riedl
Technical Manager
Regulatory Affairs

cc. Norma Daliva-Banks
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o Drug Facts

Actlve ingredient (per gram)TeaTree (Melalouca Altemiola} OUS0mg._______ _ 5¢ Antiseptic
T? a Tree Uses proteats cuts, abr:ssmns),C gmel m,gh cracked dry skin, ¢! appgg}:gs and other mingr mds st
j o'ntment invasian by infection, Warnings for external g\mdmavu contact with eyes.
- N . Hmmmn,mﬂwghlywki\wer& mhskadocter . puncture wouhds
and Vltamm E or serious burns @ If redness, irritation or pain or hcreases or I infection occurs. Keep aut of reach
' of children.f swallowed, get nedhlhebormmzpommmicmv@tmbkewomwma
¥ NetW L T6 o1 {50g) ently over infected skin area two or three times store at room
- The Orivinal R £ . 097467064454 mcﬂvegngmmmn Ce:tenry)AlcoholSodlum Laur;dSuEate.Tompbery Acelate N:mmmE),

tation Laboratories Ltd. Ballina Austrafa
Product Na 6445 LUST34 Distributed in the USA by: Natural Organics Inc. Melfle NY 11747




N ' Drug Facts '
Active Ingredient {per gram):Tea Tree (Melileuca Alterniiolia) O SOmg _______ Purpose Antiseptic
Te a Tr ee Uses protects cuts, abrasions, gravel rash, cyacked dry skin, chapped fips and other minor wounds against

H irvasion by infoction. Warmings for external use only. When using this product avoid cantact with
o i n.tm € ’.]t ! i contmyoccuu. rinsa thoroughly with water: Stop a?:d atka dﬁc?or .K‘ casa of deﬁpunctum wom
and Vltamln E : or serlous burns @ if redness, irritation or pain persists or increases or i infection occurs. Keep out of mach
of children. If swallowed, get medical help or contact a poison control center right away, Ditrections spread
ﬁnﬂy over inkoted skin area two or thres times . Other Information store at coom tefmpersture,

active Ingredients Sarrafl, Ceatearyl Acohl, Sodkm Lauryl Sufae,Tocopberyl Acette (Viami £).
097467064454 | s puruin ibormores Lo biia Al osthiradpimtiontom Austabin oy
Froduct No 6495 TUST34 Distrbined n the USA by: Neturs Orgarics e Meble NY 1 747
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NDC 66141 6445 5 [ ' Drug Facts
# Active Ingredient (per gram):Tea Tree (Melaleuca Altemifolia) O 50mg _________ Purpose Antiseptic
T?a Tree Uses protects cuts, abrasions, gravel rash, cracked dry skin, chapped lips and other minor wounds against
M invasion by infection. Wamings for extemal use only.When using this product avoid contact with eyes.
imntmen Y/ £
. . If contact accurs, rinse thoroughly with water. Stop and ask a doctor e in case of deelgepuncture wounds
Thursday andVitamin E or serious burns @ if redness, irritation or pain persists or increases or if infection occurs, Keep out of reach

of children. If swallowed, get medical help or contact a poison control center right away, Directions spread
ently over infected skin area two or three times per day. Other Information store at room temperature,

Plantation NetWt 1.76 0z (50g) Net » f ; :
The ()I'igill[l[ “Australian Oil Melaleuca Alternifolia 0 9 74 6 70 6 4 4 5 4 nactive '"g"ed'ems Parraffin, Ceaﬁearyl Alcohol, Sodium Lauryl SU'fate,TOCOPhef)d Acetate (Vitamin E)

Guaranteed Activity - Tea Tree O active Thursday Plantation Laboratories Ltd. Ballina Australia www.thursdayplantation.com Australian Made
contains minimum 36% Terpinen-4-ol Product No. 6445 LUS134 Distributed in the USA by: Natural Organics Inc. Melville NY 11747




i
'th frdants

iday itation
atoriimited
N 002141

*acific bay
NSW Australia

ione: ((86 7273

nie (036 7485

ial Fax:2 6686 7485
e@thuplantation.com
wrsdaytion.com

POSTAGE
] PAID
’ AUSTRALIA
w305 -
Food and Drug Administration
5630 Fishers Lane r. 1061
Rockville, MD 20852
USA
POATTTENOOL }salsmxnfuhzlzt;lm“%*uﬁzxs”usmﬁu”sﬁwxbz“




