
Mr. Frank P. Bisceglie 
Director, Drug Regulatory Affaire 
Norcliff Thayer, Inc., Revlon Health Care Group 
303 South Broadway 
Tarrytown, NY 10591 

Dear Mr. Bisceglie. 

Sutdect. Amendment - Formulation and Labeling Revisions 
A-200 Pyrinate Liquid Pediculicide Shampoo 
EPA Registration No. 39159-2 
Your Applications Dated August 27, 1985, January 30 and 

February 18, 1986 

The labeling referred to above, sublllitted in connection with registration 
under the Federal Insecticide, Fungicide, and Rodenticide Act, as BIIended, 
is acceptable provided that you make the labeling changes listed below 
before you release the product for shipment bearing the amended labeling: 

1. Delete the colon after the signal word and place "For external 
use only" elsewh.re on the front panel or beneath the word 
·Warning.-

2. Add the following Statement of Practical Treatment to the front 
panel: 

Statement of Practical Treatment 

If in Eyes. 

If SWallowed. 

. ' 

Flush with plenty of water. Get aedical 
attention. 

Call a physician or Poison Control Center. 
Drink 1 or 2 glasses of water and induce 
vomiting by touching the back of throat 
with finger. Do not induce vomiting or give 
anything by mouth to an unconscious person • 

3. Add the following referral statement to tlle front panel: 

Refer to back panel for additional precautionary statementa. 
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4. Revise your precautionary para~raph on back panel to read 
as follows. 

PRECAUTIONARY STATEMENTS 

HAZards to Humans and Domestic Animals 

warnin... Kay cause eye injury. Do not get in eyes 
or permit contact with .ucous .eabranes. Haraful if 
svallowed. Wash thoroughly after handlin... Do not 
leave children unattended with product on their heads. 
NOT TO BE USED BY PERSONS ALLERGIC TO RAGWEED. If 
skin irritation or intection is present or develops 
discontinue use and consult a physician. 

5. The Ingredient Statement .ust eppear on the front panel. 

'~' .. 

6. Refer to coament 3a of our January 15, 1985 letter and delete 
the phrase "Maxiau. Strength Formula." Note our comment about 
the use of the word -new.-

7. Add the heading "Storage and Disposal' above your storage and 
disposal instructions. 

8. The names of the inert ingredients are not required to be given 
in the Ingredient Statement, however, if they are given then all 
must be listed. 

9. Delete the distributor number 37677. The Registration Number 
as registered by the basic registrant is 39159-2. You may add 
distributor numbers after the labeling for the basic registrant 
is accepted. 

10. Immediately above the Directions for Use add the .isuse statement, 
'It is a violation of Federal law to use this product in a manner 
inconsistsnt with its labelin ... • 

Please note that the above comments apply both to the carton and 
container labels. 

. ,-. 

In re .. ard to the inforllllltion pamphlet, chBlY"e the warnin .. instructions 
to retlect the revisions indicated in comment 4 Jove. Also, delete the 
word 'safe" as ststed in comment 3b of our January 15, 1985 letter. 

For your information, the additional toxicity data submitted with your 
Auqust 27, 1985 letter were assi .. ned EPA Accession Number 259167. 
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Submit five (5) copies of your final printed labeling before you 
release the product for ship.ent. 

A stamped copy of the labelin~ is enclosed for your records. 

Enclosure 

Sincerely yours, 

George '1'. LaRocca 
Product Manager (15) 
Insecticide-Rodenticide Branch 
Registration Division (TS-767C) 

-""-
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LABELING COpy FOR Z FL. OZ. AND 4. FL. OZ. IS IDEl-ITICAL 

NEW JJ.IPROVED 

FOLDING CARmN 

FRONT PANEL 

MAXIMUM S1RENGlH FORHULA 

• 
KILLS 
HEAD. BODY & CRAB 
LICE 
AND 1lIEIR EGGS 

Speclal tol'ffi 
& INFORMA.TION PAI.fl'HLET INSIDE 

KEEP our OF REAm OF mILDREN. 

FOR EXTERNAL USE ONLY. 

A-ZOO 
PYRINATE ® 

PEDICULICIDE 
SHAMPOO 

rING: 

4 FL. OZ. INSTRUCCIONES EN ESPA~OL ~'TAS 
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LABELING COPY FOR Z FL. OZ. AND 4. FL. OZ. IS IDENTICAL 

FOLDING CARTON 

BACK PANEL 

DIRECfIONS FOR USE: 1. Apply A-ZOO Pyrinate Shampoo to dry 
hair and scalp or any other infested areas. Use enough product to 
completely wet area being treated. Massage in to allow for total 
contact of product with infested area. (For head lice, avoid 
getting product into eyes. Helpful hint: When shampooing a 
child's head, place towel across forehead.) Z. Allow product 
to remain for 10 minutes, but no longer. 3. Rinse treated area 
throroughly with warm water. Towel dry. 4. Use special 
fine-tooth comb provided to remove dead lice and eggs. (See left 
side panel for combing suggestions.) S. Repeat treatment in 
7-10 days. Repeat earlier if examination discloses reinfestation 
has occurred. Do not use more than two applications of A-ZOO 
Pyrinate shampoo in Z4 hours. !</hen used on children, adult 
supervision is recommeded. 

ADDITIONAL <XlNTROL MEASURES: At time of shampoo treatment, all 
infested clothing, bed linen and other articles should be 
laundered in hot water or dry cleaned. Carpets, upholstery and 

. mattresses should be vacuumed thoroughly. Combs and brushes 
should be soaked in hot water (above l30Of) for 5 to 10 minutes. 

WARNING: NOT TO BE USED BY PERSONS ALLERGIC TO RAGWEED. DO NOT 
USE NEAR EYES OR POOIIT <XlNTACf WIlli MUCOUS Ma4BRANES. IF PRODUCf 
SHOULD GET INTO EYES, DO NOT RUB AND JJ.MEDIATELY FLUSH WIlli PLENTY 
OF CLEAR WATEl.. <XlNTACf WIlli EYES MAY CAUSE 'fH.IPORARY IRRITATION. 
DO NOT LEAVE CHILDREN UNATTENDED WIlli PRODUCf ON 1HEIR HElIDS. 
HARMFUL IF SWALLOWED. DO NOT INHALE. IF SKIN IRRITATION OR 
INFECfrON IS PRESENT OR DEVELOPS, DISCONTINUE USE AND <XlNSULT A 
DOCTOR. 

Store at room temperature. Do not reuse empty bottle. Wrap and 
put in trash. See bottom of carton for lot number and expiry date. ;', 

ACfIVE INGREDIENTS: Pyrethrins 0.33%, Piperonyl butoxide 
technical 4%". 

INERT INGREDIENTS: Benzyl Alcohol, Butyl Stearate, Fragrance, 
Octoxynol-9, Oleic Acid, Oleoresin Parsley Seed, Petroleum 
Distillate, Water. 
"Equivalent to 3.2% (butylcarbityl)(6 propy~i£eronyl) ether and 
0.8\ related compounds. - .- . 
EPA REG. NO. 39159-2-37677 EPA EST. 39lS9-PR-l 

~lanufactured by USV (P.R.) Development Corp., Hanati, P.R. 00701 
Distributed by NORCLIFF mAYER INC., Tarrytown, NY 10591 
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LABELING COPY FOR 2 FL. OZ. AND 4. FL. OZ. IS ID~~ICAL 

FOLDING CARTON 

LEFf SIDE PANEL 

A-200 
PYRINATE 

EFFECTIVE IffiK)VAL 
OF LICE EGGS FROM HAIR: 

1. After shampooing ~ith 
A-200 Pyrinate, towel dry 
hair. 

2. Use regUlar comb to 
remove tangles. 

3. Using special, preclslon 
comb enclosed in this package, 
comb small sections of hair at 
a time. Use repeated strokes 
to remove all nits. 

4. To clean comb, use a 
small brus~ under forceful 
stream of hot water. 

S. As added sanitary aid, 
soak combs and brushes 
in hot water (above 130°F) 
for 5 to 10 minutes. 
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LABELING COPY FOR Z FL. OZ. AND 4. FL. OZ. IS IDENTICAL 

A-ZOO 

FOLDING CARTON 

RIGHT SIDE PANEL 

P Y R I NAT E 
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LABaING COpy FOR 2 FL. OZ. AND 4. FL. OZ. IS IDENTICAL 

IMHEDIATE CONTAINER LABEL - FRONT 

A-ZOO 
PYRINATE @ 

PEDIaJLICIDE 
SHAMPOO 

KILLS HEAD, BODY AND CRAB LICE 
AND 1lIEIR EGGS 

~ OF REAOf OF OfILDREN 
~I~ FOR EXTERNAL USE ONLY 

4 FL. OZ. 
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LABELING COPY FOR 2 FL. OZ. AND 4. FL. OZ. IS IDENTICAL 

lM."IEDIATE CONTAINffi LABEL - BACK 

DIRECfIONS FOR USE: 1. Apply A-200 Pyrinate Shampoo to dry 
hair and scalp (or other infested areas) to completely wet area 
being treated. ~Iassage in. (For head Ike, avoid getting product 
into eyes. Helpful hint: When shampooing a child's head, place 
towel acrOss forehead.) 2. Allow product to remain for 10 
minutes, but no longer. 3. Rinse treated area thoroughl" wi th 
warm water. Towel dry. 4. Comb hai r wi th fine-tooth co... to 
remove dead lice and eggs. 5. Repeat treatment in 7-10 days. 
Repeat earlier if examination discloses reinfestation has 
occurred. Do no use more than 2 applications of A-200 Pyrinate 
Shampoo in 24 hours. When used on children, adult supervision is 
recommended. 

WARNING: NOT TO BE USED "'Y PERSONS ALI.mGIC TO M<>WEED. DO NOT 
USE NEAR EYFS OR PERMIT CONTACf WIlli MUCOUS MEMBRANES. IF PRODUCf 
SHOULD GET INTO EYFS, DO NOT RUB AND lli4EDIATELY FLUSH WIlli PLENTY 
OF CLEAR WATER. CONTACf WIlli EYES MAY CAUSE Ta.IPORARY IRRITATION. 
DO NOT LEAVE OIILDREN UNATTENDED WIlli. PRODUCf ON THEIR HEADS. 
HARMFUL IF SWALLOWED. DO NOT INHALE. IF SKIN IRRITATION OR 
INFECfION IS PRESENT OR DEVELOPS, DISCONTINUE USE AND CONSULT A 
DOcrOR. 

Store at room temperature. Do not reuse empty bottle. Wrap and 
put in trash. See bottom of carton for lot number and e~~iry date. 

ACfIVE INGRElIENTS: Pyrethrins 0.33%, Piperon},l butoxide 
technical 4%". 

INERT INGRElIENTS: Benzyl Alcohol, Butyl Stearate, Fragrance, 
Octoxynol-9, Oleic ACid, Oleoresin Parsley Seed, Petroleum 
Distillate, Water. 
"Equivalent to 3.2% (butylcarbityl)(6 propylpiperonyl) ether and 
0.8% related compounds. 
EPA REG. NO. 39159-2-37677 
EPA EST. 39l59-PR-l 

Manufactured by USV (P.R.) Development Corp., Manati, P.R. 00701 
Distributed by NORCLIFF mAYER INC., Tarrytown, NY 10591 
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La SOIUClon 
al problema 
de los piojos 

con eluso de 

A·200 
PYRINATE® 

chilmpu pediculicida 

Mata a los piojos 
ysus huevos 

Lt., "n·.'!llildt. de' /d.\ '",'illm sc 
lHillliri .... Slil pnr pic:ll"'" en d 
puhis. Algunas \"t,.:'l.'l'S ~\! nolitll 
marcus azuladas de picuuunis cn 
csliiS miSIlH1S paries dd cucrpn. 
J.a/,re.wlldt, '/(' I,;o;m' ./e/ 
("II("I'U s\,.' manifi .... sla III tr la pil'a-
1~1II il1lcn~a en cI cllcrpo.la~ 
picrnas u los hrazns lie la per­
suml inrestm.la. A mCl1udt t. 
I'CqllCI1:tS Ilmrcns rtljizas lil: I,iell­
Zlll1 en Ius homhru!\, clll .. c c~lus 
"alreded", del ",lie, 

COMOTRATAR 
'I'ODOS LOS TRES 
Tipos DE PIO.JOS 
CON EL USO DEL 
CIIAMPU A·200 
PYIUNATE. 
1 .. 1 climinm."ilin sin riC'!\J11111C' Ius 
I,illj,,, M! l'tlU\iguc cl,n 1IIII'itlilillil'niti 

tic IU lIIinulus loun cI dlillnpf, A·2IN) 
i'n ;1I.IIr. I~\IC ')flll-h,l'lt, milia Itl~ 

111'\..,- IJ1~ "l\JJVL"'l 

QUE .. -IFESJI\N A 
LOS SERES 
HUMANOS 
1:"1 !,iuju dc'la cub":,, cs d li(1t1 
dc pilli" m;'ls "."olllilli. (jl'ncral­
l1h .. 'l1h,· St' \.'l1l'ucnha clilos l'ahc­
lIos lillo, de la l."ilhcza yell cl 
l:'ul'nll"IIll'lluli,), MilhlllCS de 
nUns de cdml cscular sc cun­
wgian dc piojos lodus Ius ilI10S. 

No hay por que nvcrgonzarsc ni 
lurharsc, Lus 11illjPS de III cllhclII 
nu SOli sciial «. c ralta de limpic­
z:t de Sli hijo ni de su l';:(sa. La 
inrCSIiU:iill1 plledc ¢liminursc 
r.kihncnlc \.'011 cI chmnpil A-11K} 
1~1"I";"tll{': 1111 dcclivo y scguru 
Iralalniclll,) dc c1wnlplt. 
l.m-/u,/i/ltn!)c POSi.IIl ell cI puhis. 
EI,Jiujo ell'! (,lIel1m 51! cncucn· 
Ira gCllcralntcnlc en hiS cosluras 
dc Iii ropa. 

CON'JI\GJO 
1.o.\"/,;oj(1.\" (/e I" ('(I/1(';U sc cun-, , 2 

Instrun'inncs l);Im cI 1ISU: 

I. Apli'IUl'SC cl \:ltillupll A·2IK} 
/'y,-;"",., illl· .. hdln y cll"Uern 
"'lIlx:lhu..lu (. (uillllllier tUms pilr1es 
infcsladil:-O "'Uill1llt. c:-Oliin !'-Cl'as, Usc 
sulideilic (tI"lillinl ~Iel pnxluctn p.m, 
1I1t •. iilr(t'lllldclillncnl~ 1,lllmalrolliulil, 
AtI~nl;i, tlhlCllh .. 'nlitl "·tllll,,,,·It, "'tIlU­
pk'in ,11..'1 prmhll'lu (un Iii luna 
infcslOltlilll!.lr IIlcdin dc lUiI:-O.YCS. 
(P.IW ,.iuju!'- de Iill'ilhclil eyilc 
""lntill'lt. del prndUl'ln ,,'un Ins njus. 
Cun~cjtl '1Iil: ilpikillltiu ~I Chmll()'1 a 
Iii "'illX:/iI dc UII niill1 p(lU~illc una 
h.illlal'llI/imtit ~ I .. f''''llll'.) 

2, Dc:je 'Ille c1l'h:UIIJlII pCnl1illle~l'a 
1l!.lr 10 lIIillllltl~ l'lIilllltllllii .... 

~'.I!lljllil!!e "'uitlill!t'Stlll1eIUc l'un 
ill!lIi1l'illicnll'I;llllll:l Ililimlil. Sttlll\:~ 
(UII UI"I IUillla. thc un I...:illc COIII'III 
riUa dl'Sl'IIrl',lilr l'Il'ill)Clltl, 

4. U~l' cll)cllll' tic PIl'l'isilm e~l...:d .. 1 
~lIl11ini~11 inln, l'lCimtlttln ~cl'l'iulles 
llelllll'ili",:iula \',,'/.. Repilillils 
piisildil'tll'IIX'illl.'IJ;lIilll'IIItIYCf 
Inc.lu~ In~ hlll'VII,\, I,impie c1 peine 
l'(l1I1I1I "cpillllllCtlllL'llt1 hitiO uml 

." ....... ~ . , ~ .... 
laclo nsit.'o entrc I' :.:rsonas 0 
pilI" Ct 1II1i1,,'lt~ nlll {II'JCloS de liSt. 
pcr~ollallc(lmo dcdr pcincs. : •• 
l.'cPllll'~"!Iot 1I111'fCI"l'S, Ilufandas:· 
H'p;llle ",;llllO. y (allizattt' tic Il)S •• 
IHllel.les) (I lie Ilatll'slatil) ,,'II 
l.'olllach. elm lIua persuna 
illfcslada, • . . 

.. ..... I 

l.'ahl.'za. pica,..,)] 
Ilclllleilas lIlilre.: 

: t:1.l cJ ~Olcru:l"i!.! 
: it's i!:\.!J!lll!.'i ~"!'!11 
·l'S IInl.'r} l)I"ol'al 
·IHlc~la-\'cr a~sin 

1.,1\ 11111;110.\ gl.'lIl"I.lhucntc sc con' •• 
lagian pur relaciullcs scxuall!s y: •• 
a vcees pur la rupa dc cama () 

l.ndlal)lc 'Iue II 
1U~ ... t~S, ~IIIC !'-: II 

"Ut.t,'io-S t,vi.lat.iI 
griuiu'i de ':;l.lll.' 
surci.;s dc li)s Ci 

melitIS de un ,,'4 
cuero cubcllll~ 

pur cI asicllio del inotluro, 

1,rJ.\'/'i(Jjm cle/ C'lIe'1lO se CllOIU' 
gian pur COlllaclt' entre Ullit pcr~ 
sona y olra n IlUr cunlUclo con 
~l'ra pCrSllllil u mpa de Chma 
Illrcsladas. 

COMO 
DESCUBRIR LOS 
PIOJOSQUE 
INFESTAN A LOS 
SERES HUMANOS 
I.fll".,>·wllcitl de /m I'iojm eli/tl 
cube:" sc ll1anHicsla gencral~ 3 

"'tUricnIC lIc iI~Uil "·illicnlc. rCIlIt.je cl 
I~inl..' en il~Uil "',,Iicllic hlc lims dc 
l.ll1"F u 54 "r'C) tic 5 it 10lllimuos 

5, Hepil .. cllralamienlu en 7 a 10 
tliil"'. 

Nn u~e Im'I'i. de du:-o ITitliUHiL'IlIUS dc 
dl;UUPll A·!lkl/\IlIIf1/c'l'n 24 hum!'-. 
t'u.nulll es lI!'1ittin pur niillls la Mlper· 
\'i~it'nl dl..' 1111 iulullt. C~ i1"·tlll~cj,,hlc, 

Mcdidns udiciullUll'S dc conlrol: 
C"uillttln d':s(uhrt! pinjns en un 
mielllhrn tic hillunilia, Ius nlrns 
micmhrns dc Iii fiunili •• deben 
l').,illiliniu!>c illllll.'lliillillllCIIIC, Y [I,:(i· 
hi,lmt:tllIicllln "i cs IIcl'csilriu. 
1 )lIlilnle c1lri1litlllit:nlt) hJC.las lils Yes· 
lilllL'IIIi1:-O, IUpil~ ,Ie l'mUOI Y (lims 
mlil'llltl!'- ~'rMm;llcs tl~I"':11 lilYilP.\C 
1.'11 ill!11i1 cilliclIl,,' (.lln'lx,illliltlillllcntc 
IJn",,'u 54,4°('1 n lilllJlimlns a secn, 
AIIi)llIhtil~. lilpi/:tI"I~ )' "'(lldu)lICS 
tldlen liIIIPlill!>\!' I,ienl'tlll Ullil 
iI!<.l~irillllllill'll'l·lric..·iI. Piuillos pit1jns 
llc l'al1C:IiI, l~iIlC!> Y l'l'pillt)~ ,lel"':l1 
l'njllill~;use ell "gila "'idicIIIC (ilprux,i­
lIIilllill1Il"lIl1: I.lO" F II S'I"I<'LI tic 5 il 
III IIlinultls, 

lIue.'os de pioj 
suhre Ins cnhl'l 
... n u Im .. ~sdc 
pun los de polo 

Au Vl'rtencia: 
Nn tldl!.! scr USill 
illl'r~il'''s "llltllcl 
Alllhrn!\iil. 

Miullengil csle p 
;lkimfC tic Ins ni 
tic Ius ojns, ccjil 
p:nnila l'UIUaclt 
mUCl)SilS. 

Irriladbn lelllp)1 
cl (lruc.lut:ln pent 
MI,,'ctle ,inmetlia 
I1IlIl'hit i1~Ui1 I'm 
IriI~;'I, Nn!'>4.! dd 
il ril.ldnncs til! I, 
dc inli:l'dtlll ("Ill 

nlm IIsn ex,lcrtll 
((iuilltk'!\C illill 
mcLlit) amhienlt 
SIIl';~iil t,rip.illitl. 


