CENTER FOR DRUG EVALUATION AND
RESEARCH

APPLICATION NUMBER:
21-043

FINAL PRINTED LABELING




PMAXIMUM STRENGTH “Drug Facts

Drug Facts (conlinued)

Active ingredienls
{ulcumod withoul propaliant)

mlv ant 10 0.33% pyrathing)

Directions
. Impuhnl. Read warninge beloss waing

n:?l buloxide {4%), Pyrelheum entracl®  + shake well balo

. Ihe can upal'zodm

Purpose lice iresimant

moo to dry hals w cthe lﬂoclod
umu all the hale hﬂwmqlNy
mwﬂhp ucl. For besl resuits spaing

Uses yrests hond, pubic {cvab), andbody ice  hasd lics, san commplets Directions i the

Censums! lnfumalon Inaerl

Warnings + aow product 1o femain on the hals tos
« For external use only 10 minules bui no longe? :
»Flammable: Koep sviay Irom e or Hame » wash aen thoruphly with waum water and
Oa nal use noar the eyes ' mWnb ot @ spscial licwnlt

Ask s doclor befose ues if you have
an allorgy o ragwesd

remoning comb may b uud ioha mnovo
dead line of thels sgps{nils)bom

* & gecond Yeelman! must du»&n to 10

» s4n inktation ot infecian Is presant o devels,
+ infestation of eyshrows or':;duhn ocw;r Visit us u8 hitpdAviw.licerid,com

¥ihen using this produnt
» Xnep ouloino“ o8 when rinsing halr dayslo ki3 any newly haiched
» clase ‘Ll and do not open syes Oiher inforpation
unid pioduct |s finsed oud + slore a1 20°-25°C (B -77°F)
* prolacy -ru wl!h washcloth, lowstorolhm donol sum atlamparalJre above
sulable metho 43'C F,
'}: m 3;!; ¥“° tha syes, immedislsly o mphm ghece out ol the sun
. do nol use Inside the nose, moulh, of Inaclive ingredients cetearyl aicohal
. letitation enay ocour, imbngane, PEG2D siearale, propans, pwpylono
. doml inhsle; vae b & wall ventisted arve plycol, p! urified wale, quaternium-52,
» do nol punctuss ot incinerate, Contenta SO Ncohd 3-C (26.5% wiw)
andet piessure.
Stop use and sk a doclos if ‘quioco!.f%!‘t.f‘g;&oo-ﬂlb LicE

*50% exsact (not USP)

Xesp oul of reach of ehiidsan.
1 swatlowed, gt madicathalp or conlact &
Polsen Control Cenles right awey.

U4 Pal, 6,782,202 &M 251 20001P

NETWE.5.502(156 @

) =
LaT

ENLARGED FOR PRQOFREADING

Tdlach

Yesk ¢




l 128 CODE l =

esteue

\

MAXIMUM
STRENGTH

MOUSSE

Drug Facts
mmmmwwuwmomwmvmm
m::wad"tWDmm tyine)_____fice .:
USCE beats twad puisc frab). snd bady Sou

Womings
 For axrernal wrag enly

« Flamwnable: Keep sy kom firu or tame
Do not Ues Nedr Y syes
Ml‘m“&lﬂhﬂﬁ“ﬂbw
Wt-n thin

-mewnnwl
« e el puncture o Fcreral, Ccmud-rmm

Stop use ana suk 8 docsar i
-Mnmu‘utm:pmum

» jnfextation of eyelrows of eyctavies ocars

Ksep mnt of reach of M ldren. ¥ sualowes, gat Meaica! helo o
2ontac 8 Polson Conbol Cuer sight awey.

Directions
wummm

mummmwmm ayHer
“Wm ::..Mbmq% -h
Pwﬂlt !’-!ﬂﬂﬁﬂﬂﬂﬂ Iucﬂuiﬂ b‘jﬂ‘
5 The Cansumer informanan insent.

 allow procuct o rerain on e had for 10 minuzes but no longer

= wash el orougrly vl waiw wiler ard soap oF sharpod

«3 e bothwd comb or § $peciel fanh oomb may be
used © holp remove dead S of Bt egos from halr
-;mmmumn7hiombuww

s
“Noti

— R P'eﬂsu
Other .
* e 225 (88-77F)
-ammammc«: {1a°F)
»keep In & cocd place as of
PRZER INC, NEW YORK NY 10017
paubind lnactive ingy ‘mdm”” prinar """'“, gt o US.PeLS783.202  SM 40120005P
s Rloohed 3G (26.5% wivw) putied *50% extract (not USP)
P A A
Quostions ? call 1-800-RID LICE &p
{1-800-743-5423) o

- P Y L L
PP P Y P e T L T o Ty v P T Y P R R PR LR R L et Rl Rl o b S indadadad

- - W W TR o e T S 0 P e o s A T oy B P D M RS AT A e SR e R =

de ..

U
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TREATING LICE INFESTATION WITH
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PEDICUUCIDE (UCE TREATMENT)
KILLS LICE
This insert wifl tell you about human lice 30d bow Lo Lrest infastation
affectively with RID® Mousse. Lice are parasitic insects the sise of § sceame
socd. They caw inlest people at all social evels; 0o one 8 immuoe.

Lice are casily transmisted from person to ﬁcno- by shared persoual articics
soch s hats. bair ribbous, combe, towels sad beddnp nd by

costact [alestation of lice cas bo M"Lmnu today. “Jld)‘g o%’o

Mouse, with its “‘pc‘(:‘mec comb, s » mmﬂe .
reat and cemove AT rapidly au ectivel c
sctive jagredisat of RID® Ma::.‘: L pyfrzlhrum exuacy, dmm

species of chrysantbermur flower.)

THERE ARE 3 TYPES OF LICE WHICH INFEST HUMANS
Head lLice:
[ ] ﬁl‘ﬂl live og the scalp and lay mnall white cggs (0its) oo the bair shait
o the
@ tbe uits are m(clﬂlylwndume of the ueck or bebind the ears
w all parsonal beadgaar, scarfs, costs, and bed linen sbould be Jsialecied by
machipe washing ia bot wawer and drying. using the bot cycle of & dryer
for at least 20 miautas be wasbed be d
lpuwulmsusdd o1 bedding that canact be w ma
cloaved, sealed ia 3 uh:‘bq!w?‘pemduwwnmb.orymy?d

permoest st ek braracs mey be diaicnsd

be ¢ hot watar
SI'C(\XTF)lorito 15':.'“«-: by tosking io hot wa
# Gorough vecuwuming of roomys inhabited by afecicd people is recommended
Pubic (Crab) Lice:
[ ] p'bte be- my b‘ vnmmw by mnl mlac!. therefore, sexual partoers

[ ] :k lu e 'ez', ll aad look nlmou like brown or grey dots oe the skia
causc Intenss liching aud Iny wmall white eggs (nits) o0

the hair shalk gencrally doss to e skia surtsce
® in Bairy mdmdluk. pubic foe may be preseat on the short bairs of the
w wd trenk, underaens, aod occasionally ou the beard and

[ ] ndcmu should be dusinfected by macdine washing in bot water. thea
using the bot cycie for 81 beast 20 misutes
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'C’ y ¥ ams of clothing.
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the sacs mdm-‘ucl‘dhrbudhewp(uuulhu
'.'Lse bag & 9ot recoumncadod for body kice nits
(ogps) Imulﬂmh‘omwn(loupenodol'pto”&ys

TREATMENT OF LICE INFESTATION
DIRECTIONS:
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® Allow the product (0 remait o0 the arcs foc 10 munutes but Do looger.
Tea mioutes is the time oeeded Cor the rodm 10 clfectively treat bee.
Leaving it on loager bas sot beecn demounsirated 1o lacreass its
eflecyvenam.

u Wash arcs thoroughly with warm walee and soap ar shampoo.

@ A fine-toothed comb or a spocial eeluit re corob may be wed to
help remove doad lice or their cggs (o) from hale. A paunud RID® wit
{cga) removal comb is included ia this package.

COMB HAIR PROPERLY

Yos ot Woroughly comb owt the pils in order 10 prevest reislatalion.

mmkumtbjtuumm To ellectively remove nits with

unymv\dedﬂlb'ut follow these ix casy neps below:

1.While hair is stilt damp, comb baiz with your regular comb to romove
snaris sud tangles. Part hair lato four sectiont, 30d pick ove section at &
time to work oa.

ISunutbewpulheumo(muwyunupned With ooe band,
40 ¢ smal smount of bair —about ouc-hall inch wide.

3. Take the provided RID* comb, aad comd with 8 firm cveo motion away
from tbe scalp/skin 1o the eod of e bakr.

4. Make sure 1he tecth of the comb sre at deep Iato the hair as they

0 go s04d touching the wcalp/skin.
.ﬁ‘»‘ﬁ %0 aved ebeaion, Unlog boAbY pou ¢ dhre pa bk ach
8 1o avoid o

tuft of hair aler you have combed ot the aits. pas . P

& Ropest sieps 2 Wrough S Jor We remalaiag seaions of halr. §( hair
drics duriog combing. dumpen slightly with waker. Afer you bave combed
he catire haad/allocicd arcs, finae oroughly with warm waler.

M A 3ccopd treatmeat must be douc in 7 1o 10 days to kill any sewly
$atched lice.

PREVENT REINFESTATION
Lioe can lurvwe {or up to u day off e bumap scalp. oa perscasl femy,
iled d surfaces, doumif a8d bed jucns. may sbo
d from p Wp Withowt killiag ese Yioe, reinfestation 3o
eccur. Here are steps you caa take to prevents uuuahuu.

w Family members and other closo d also bo laspectnd for Lice.
1t infestation oooury, treatmeat should be initisted as described sbove.

w Soak all combs and brusbes in hot water—at least 54°C (130°F) for
10 miautes. Always inspect and rinsc thoroughty before using.

u Wask clothing and linen io bot water sed then place in » bot dryer for
?m"uiu be d d. place In

® For iteux that bed or dry-ch & tightly sealed

bag for 14 days thes open " outdoors sod M':ﬁvuomsly
8 Persooal articles o(duh.luube“n; Iillmlalhwhdm be

dry-clesned, sealed io » planic mooubonu-ezu.or
sprayed with s product specifically uud lor this purpase.
» Vacuum evesywhere. Vacuum al) carpets. mattromes, furpiture

sad car scats that may bave bec used by infested bouschold members.
@ Tall chlidren 5ot to use any borrowsd combs or brusbes. or 1o wear anyode
else’s clothes.
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