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.UMITED STATES·ElMROMMEtlTAL PIOnC1'lOH AG!IICY 

. SEP2S,., 

Judith II. Babo 
Barre-Hational Inc. 
7205 W1ndaor Blvd. : 
Baltillore, lID 21207 

DGar 1Ir. &abo: 

Subject: Label Allendlient (Update Labeling Plus Collbination Package 
Label) 
Pyrinyl II Liquid 
EPA Registration Ho. 56387-1 
Pyrinyl II Lice Control Spray 
EPA Registration Ho. 56387-6 
Your Letter Dated May 14, 1991 

The labeling referred to above, subaitted in connection with 
registration under the Federal Insecticide, FUngicide, and 
Rodenticide Act, as ~ ... nded, is acceptable, provided that you aake 
the labeling changes listed below before you release the product 
for ship .. nt bearing the a_ndad J.abf':l: 

Unless otherwise noted the foll.)wing label co_ents pertain to 
Pyrinyl II Liquid. 

~ 

1. "Crab" lice a"st be prefaced with pubic anywhere it 
appears on the label as follows: 

"For the treataent of head, pubic (crab), and body lice." 

2. The following are required state.ents: 

'- .11' 

Head Lice: Head lice live on thr scalp and lay saall 
white eggs (nits, on the hair sha£~ close to the scalp. 
The nits are most easily found on the nape of the neck or 
behind the ears. All personal headgear, scarfs, coats, 
and bed linen should be disinfected by aachine washing in 
hot water and dryinq, usinq the hot cycle of a dryer for 
at least 20 ainutes. Personal articles of clothing or 
bedding that cannot be washed aay be dry cleaned, sealed 
in a plastic bag for a period of about 2 weeks, or 
sprayed with a product specifically designed for this 
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purpose. Personal combs and brushes may be disinfected 
by soaking in hot water (above 130 .• ') for 5 to 10 
.inutes. Thorough vacuuaing of rooms inhabi ted by 
infected patients is reco ... nded. 

Pubic (Crab) Lice: Pubic lice .ay be tran •• itted by 
sexual contact, therefore, sexual partners should be 
treated simultaneously to avoid reinfestation. The lice 
are very omall and look almost like brown or grey dots on 
the skin. Pubic lice usualll" cause intense itching and 
ley s.all white eggs (nits) on the hair shaft generally 
close to the skin surface. In hairy individuals, pubic 
lice may be present on the short hairs of the thighs and 
trunk, underarms, and occasionally on the beard and 
mustache. Underwear should be disinfected by machine 
washing in hot water: then drying, using the hot cycle 
for at least 20 minutes. 

Body Lice: Body lice and their eggs are generally found 
in the seams of clothing, particularly in the waistline 
and armpit area. They .ove to the skin to feed, then 
return to the seams of the clothing where they lay their 
eggs. Clothing worn and not laundered before treatment 
should be disinfected by the same procedure as described 
for head lice, except that sealing clothing in a plastic 
bag is not recommended for body lice because their nits 
(eg9S) from these lice can remain dormant Lor d per~od 01 

up to 30 days. 

(Note: Comments 1 and 2 are taken from the Federal Register 
Notice issued April 3, 1989 (21 CFR Part 358) on "Pediculicide 
Drug Products for OVer-the-Counter Human Use." Reter to the 
FR Notice for further information on data and labeling 
requirements). 

3. Under IF SWALLOWED in the Statement of Practical 
Treatment add "Repeat until vomit is clear." after 

4. 

" ••• throat with finger." 

Delete "Elimination" 
which imply total 
acceptable. 

fro. the name of your kit. Claims 
eradication of pests are not 

We do not object to the packaging of your product in a kit. 
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Sub.it five copies of your final printed labeling before you 
release the product for ship.ent. 

A sta.pad copy of the label ing is enclosed for your records. 

Enclosure 
cc: Dick Montfort 

. PM-10 

Sincerely, 

Georqe T. LaRocca 
Product Manager 13 
Insecticide-Rodenticide Branch 
Registration Division (H7505C) 
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DIRECTIONS FOR US,E 

It II a violation of Feder-' Law 10 ... 1liiie pIOductI in a manner 
irIconIIsaInI with their labelillg. 
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lIQUID 

'10 COMB 
.. _ .. _ ... , . '_bod\' ... .. --._bo __ · 
... ..... ct' , • of ........... ,. 
_E WELL 1PEF0IIE_. 
AjIp?r .. ____ 10 _ • 

..",., .... - ........ - pIOCIoCI .. ....... on ...... 10 ...... buI no 1ongIr. ----_ .... _-_ .. _.A .... __ _ bo.- ....... __ ..... _ 
_' .... __ .A __ _bo_ .. 7 ... 0 ........ .. '-' __ .UOO ... __ _ _1n24_ 
.. . ... .. 11. biIingueI ~ tor 
s.: "'~""n ...... 

_rcCPOIIES EN UMitoL 
ADNNTAS. 

PYRIIYl II 
LICE CONTROL 
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