MATA PIOJOS A PEDICULICIDE LOW FOAMING- pyrethrum extract, piperonyl
butoxide shampoo
Apex International Mfg

Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may be marketed if they
comply with applicable regulations and policies. FDA has not evaluated whether this product complies.

Drug Facts
Drug Facts

Active Ingredients Purpose
Pyrethrins 0.33%
Piperonyl Butoxide 4%........ Pedicullicide

Uses
For the treatment of Head, Body, Pubic (Crab) Lice.

Warnings
For external use only.

Allergy alert:
Use with caution on persons allergic to ragweed.

Do notuse
® near eyes or permit contact with mucous membranes, such as inside the nose, mouth, or vagina.

Ask a doctor before use if you have
e Skinirritation or infection
¢ Infected eyebrows or eyelashes

Keep out of reach of children.
In case of overdose, get medical help or contact a Poison Control Center immediately.

Directions

SHAKE WELL BEFORE USE

Use on DRY hair.

Apply to affected area until all hair is thoroughly wet with product
Allow product to remain on for 10 minutes but no longer.



100%

Drug Facts (e PROO F
=== MATA
yrethrins 0.33% » Add sutficiert vnwnmrmhm-
";:mm"' Lot Podlniiite IR o THIS PROOF IS TO CHECK FOR ACCURACY
For e trestment of Head, Body, Publ (ra) Lice e Iy o domot Please review and approve: C lling, copy place-
Warnicgs v, PIO]OS ﬂ:;%mmﬁ%‘:% m:‘r;l, size, shape, col pﬂ)rs, unvgljl:n);f ?lfd d%llnewABI‘?oTI
| Alloryy alart: Usa with caution allrgl maleril, or by asimlar mathod, I 1Z¢ fure accepts responsibility for accuracy of al
n.n.a'!m::; ® e ﬁ'““"m""""’"" '"‘""""'" cg y:g)'r:r l:‘reak an%tsartwgrllj( LofrgllLagel Ipcdl)s' not li-
% AT oy or pat comtact wth mucous mem- i mm ‘conb may be u ,m able for any discrepancies sul sequentyl entifie
T mm......n,..h:n e Kl o L s unans it DG, By | fom naldm:;m"::":’(":ﬁ) If proof is correct, check "O.K. AS IS", sign and return
8 mmmﬂﬂmﬁ;:um“ Lon bt s L G P .“s‘;‘nggmmdlw'ﬂ':‘m,‘"_p;ﬁ proof to expedne order. If corrections are necessary,
Aerapsl) check "Revised Proof Needed".
Kasp oal of rsach of children. In case of overdose, | For the treatment of Head, Body, Publc (Crat) Lke. bﬂ!’l
immeoly. :,,g,"m!"'“":::"‘:‘mm 10030% prtee E’" Pzt Sonn s ot WE CAN NOT PROCESS THIS ORDER WITHOUT
 SHAKE WELL BEFORE UsE (ﬂrﬂmn(wmmlnmmm ater i 055, mslﬁ:rz?s" i S ANAUTHORIZED SIGNATURE
":) pm: vl s it Sormp C1OKASIS
R G s | OSSR |||||||||| |||||"||| ] REVISED PROOF NEEDED
lﬁhuhﬂ By
wgaio T I o El Oz, (59 mL) i Signed
Date

Please Return To: Trish

LOFTON LABEL, INC.
(651)457-8118 « FAX (651) 457-3709

150% 6290 Claude Way E., Inver Grove Hts., MN 55076
7~ N o8+ 50498  pae_2/2/0%
Drug Facts D PacE L of 1
rug Facts (continuad) = ] ]
Actve Ingredients Purpose =
A rethri::slao.aa%& o P 2 Img,zli suﬁigie'rllt warm water t(i forma s Ize . 2 - 5 X 4 - 5 RCR
iperonyl Butoxide 4%. . .........F iculici Jather and shampoo as usual. iali a
= * Rinsa thoraughiy. Adulsand hi- Dieline does not print.
. P ren: Close eyes tightly and do nof
For e "I;e’atmentofHead. Body, Publc (Gt Lice. PIOJ OS g 3{“1.'4%‘;'5 y and " Unwind ®
so, protect children's eyes wil .
For external use only. waihqltl!th, tg;lel, or _(I!ther esiltllih:!blﬁ nwin) 5;5 -$ / ROF-LO
. i - T material, or by a similar method. -
gl:;gx;:ﬂ. Use with caution on persons allergic A PEDICULICIDE ﬁm %ucttg ois mm ayes, Immediaiely RBV #1 § o«
ush with water.
[Do not use ) i LOW FOAMING SHAMPOO  Afine tooth comb or special lice/nit
* near eyes or permit contact with mucous mem-| removing comb may be used 1o help Colors:
branes, such as inside the nose, mouth, or vagina. remove dead lice and their eggs (nits) b
Ask a doctor before use if you have Kills Head Lice (Padiculus humanus capitis DeG.), Body from hair. s Black
| Skin irritation or mfechon Lice (Pediculus humanus humanus L, and Grab or Pubic * A second treatment must ba done in
aned Lics (Phitirus pubis L) ﬁct:m days to kill any newly hatched 2 - PMS 356 Green
Keep out of reach of clnldren In casg of overdose, i i -
get medical help or contact a Poison Control Ganter| For the treatment of Head, Body, Pubic (Crab) Lice. Inactive Ingradients 3 - Process Yellow
ACTIVE INGREDIENTS: Watsr, PEG-80 Sorbitan | aurats, Cocamido-
Pyrethrum Extract equivalent to 0.33% Pyrethrins Beﬂlne, M ‘Sodium Tride-
Fsuﬂs B i BEFDREE Piperonyl Butoxide 4% squivalent to min. 3.2% ﬁ",,,"}g e, Sodiam Lasroamphoacetats, So-
« Use on DRY hair, (butylcarbityl)(6-propylpiperonyl) ether and 0.8% dium Lauleth-13 mm” Citric Ackd, Tet-
i ﬁt\pply t[ﬁ aﬂegﬁedtﬁrea Hntll all hair is related compounds. |msodumEDTA |
joroughly wet with produ
0 A\Ilowq pr{)dum o ré’mam on for 10 minutes IMPORTANT: READ CONSUMER PRODUCT INSERT FOR
but no longer. » COMPLETE DIRECTIONS, WARNINGS AND INFORMATION.
glsmdb I:It%js?y Co. Inc., Glendale, CA 91204-2707
randall Dist. Co. Inc., Glendale,
\wwwurandallco 2 Fl. Oz. (59 mL) 0""48201"01420"" 4

ACTIVE INGREDIENTS:
Pyrethrum Extract equivalent to 0.33% Pyrethrins
Piperonyl Butoxide 4% equivalent to min. 3.2%

(butylcarbityl)(6-propylpiperonyl) ether and 0.8% related compounds.

MATA PIOJOS A PEDICULICIDE LOW FOAMING

pyrethrum extract, piperonyl butoxide shampoo

Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:57501-865

Route of Administration TOPICAL

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength  Strength



Pyrethrum Extract (UNI: ZUMO6L90GV) (Pyrethrum Extract - UNI:ZUMO6L90GV) Pyrethrum Extract 12g in60 g
Piperonyl Butoxide (UNIL: LWK9 1TU9 AH) (Piperonyl Butoxide - UNI:LWK9 1TU9 AH) Piperonyl Butoxide 24¢g in60 g

Inactive Ingredients

Ingredient Name Strength
Water (UNI: 059 QFOKOOR) 39.78 g in60 g
COCAMIDOPROPYL BETAINE (UNII: 50CF3011KX) 142g in60 g
POLYSORBATE 80 (UNI: 60ZP39ZG8H) 358 in60 g
Packaging
# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:57501-865-02 60 gin 1 BOTTLE, PLASTIC

Marketing Information

Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
OTC monograph final part358G 04/23/2010

Labeler - Apex International Mfg (015226132)

Registrant - Apex International Mfg (015226132)
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