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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

Ms. Pat Bieler 
Hartz Mountain Corp 
400 Plaza Drive 
Secaucus. NJ 07094 

Dear /l.ls. Bieler: 

WASHINGTON. D.C. 20460 

Be:st Avu:(,,~IL ·IVUCt1t.. 

OFFICE Of 
PREVENTION. PESTICIDES AND 

TOXIC SUBSTANCES 

Subject: Proposed Label Amendments Under PRN 96-6 for the Following Products: 

EPA Reg. ]\"0. Product Name Submission Date 

~596-+9 Hartz 2 in I Collar for Cats I April 1998 

2596-50 Hartz 2 in I Collar for Dogs I April 1998 

2596-6~ Hartz 2 in I Flea & Tick Collar for Dogs 25 March 1998 

2596-63 Hartz 2 in I Flea & Tick Collar for Cats 25 March 1998 

~596-78 Hartz 2 in I Flea & Tick Powder for Cats 10 April 1998 

2596-79 Hartz 2 in I Flea & Tick Powder for Dogs 10 April 1998 

2596-83 Hartz 2 in 1 Plus Seven Month Collar for Cats 1 April 1998 

2596-84 Hartz 2 in I Plus Seven Month Collar for Dogs I April 1998 

2596-119 Hartz Rabon Flea & Tick Dip for Dogs & Cats 29 May 1998 

2596-122 Hartz 2 in I Fast Acting Flea & Tick Spray for Dogs III 29 May 1998 

2596-123 Hartz 2 in I Fast Acting Flea & Tick Spray for Cats III 29 May 1998 

2596-125 Hartz 2 in I Flea & Tick Pump for Dogs II 29 May 1998 

2596-126 Hartz 2 in 1 Flea & Tick PunlP for Cats II 29 May 1998 

2596-136 Hartz 2 in I Flea & Tick Spray for Cats & Dogs 3 June 1998 

The labeling referred to above, submitted in connection with registration under the 
Federal Insecticide, Fungicide and Rodenticide Act, as amended. is acceptable provided you 
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make the revisions indicated below before release fer shii;pment of any product bearing amended 
labeling. 

Technical re\'iew of your submission datedluly Hi, 1998. responding to EPA' s June 16. 
1998, objection to your request to deviate from the requiilrements of PR Notice 96-6, has been 
completed and supports your request to make some. but lIlot all, of the deviations requested for 
the above·mentioned products. 

Hartz 2 in 1 Collar for Cats, EPA Reg, "0, 25%-=!!: 

a. Revise the first sentence of the first full pat'3!Ppfu under DIRECTIONS FOR USE to read 
as follows: "Do not use on kittens tmder 12 weeks 0f age." Although the data you cited support 
use of collars on dogs younger than 12 weeks, th05e aaracannot be used for products that are 
applied to cats. The statement must be consistent v.itiJ the definitiw wording presented in PR.'\ 
96-6. 

b. Revise the statement concerring debilitated- a,;ed.. and medicated animals to read as 
follows: "Consult a \eterinarian befcre \l5iog this Fnuuct on debilitated, aged, medicated. 
pregnant or nursing animals." 

c. Add the following statemem rega:ding chc<inesce:rase inhibitors: "00 not use this product 
on animals simultaneously or within 30 days befor~ ar a.,,'ter treatment with or exposure to 
cholinesterase inhibiting drugs, pesticides. or chemicrls. However. flea and tick collars may be 
immediately replaced." The technical review ofth'" Qal2 ::vou cited does not support omitting this 
statement from this product label. 

Hartz 2 in 1 Collar for Dogs, EPA Reg. ,,"0. 25%-:;1: 

tJ,t' 
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a. Revise the first sentence of the fim full par..;pncQ ilIllder DIRECTIONS FOR CSE to read 
as follows: "00 not use on puppies under 6 weeks of ~e. ~ Although the statement, "It is not 
advisable to use this collar on puppies less than 6 1A'efkS Q!f age," had been previously approved 
by the Agency, the statement musl now be revised Ie r,e consistent with the definitive wording 
presented in PRN 96-6 to clearly indicate the minim= ~e of animals. 

b. After the statement. "Consult a veterinarian ooore using the product on debilitated, aged, 
or medicated animals," insert the following statemern "If lUSed on pregnant or nursing dogs, do 
not replace collar until the puppies are at least 6 wee~ {lId." 

c. Add the following statement: -Do not use t:fu.i., product on animals simultaneously or 
within 30 days before or after treaunent with or el'F'-'Slre t!O cholinesterase inhibiting drugs. 
pesticides, or chemicals. However. flea and tick coli= =y be immediately replaced." The 
technical review of the data you cited does not sup!='xt mniining this statement from this product 
label. 
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Hartz 2 in J Fica & Tick Collar for Dogs. EJ>A Reg. No. 2596-62: 

a. Revise the first sentence in the paragrarb. that follows the list of pests controllcl to reK! 
as follows: "Do not use on puppies under 6 weeks of age." Although the statement. "it: is Dot 
advisable to use this collar on puppies less than 6 weeks of age," had been previously JPprowd 
by the Agency, the statement must now be re\i;ed to be consistent with the definiti\'e worcffing 
presented in PRN 96-6 to clearly indicate the minimnnn age of animals. 

"":K'\':/ 

b. After the statement, "Consult a \'eteri!1rian before using the product on debilinted.. aged, 
or medicated animals." insert the following staremem: "If used on pregnant or nursing dogs.. do 
not replace collar until the puppies are at least 6 weeks old." 

c. Include the company or Animal Poison Control Center telephone number 00 de label 50 

consumers can call for the purpose of recei~ing infonnation concerning proper use 0: ':!!e pnx!uct 
and specific actions to take in case of emergencies. 

d. Add the follo\\ing statement: "Do nOI u.-e this product on animals sirr:ultanec'u<ly C'C 

within 30 days before or after treatment \\ith or oxpc.sure to cholinesterase idlibiting crug,_ 
pesticides, or chemicals. Howe"er, flea and tid: collars may be immediately replaced" The 
technical review of the data you cited does Dot Slppc>rt omining this statemen: from tbis pn=-:!uct 
label. 

Hartz 2 in 1 Flea & Tick Collar for Cats. EP:\ Reog-. No. 2596-63: 

a. Revise the first sentence of the first full paragraph under DIRECTIO"S FOR USE ':0 read 
as follows: "Do not use on kinens under 12 w~ of age." Although the data you ciarl sU~;;:>r1 
use of collars on dogs younger than 12 weeks. d:ose data cannot be used for pcoduC1s ilia! 2::'0 

applied to cats. The statement must be consiste!!t \vith the definiti"e wording ~resem",d in p~, 
96-6. 

b. Revise the statement concerning debili~d, 3ged, and medicated a,·ur.,3Is 10 re~d as 
follows: "Consult a veterinarian before using t!lJ5 pre>duct on debilitated, age<!. medic3.l=d. 
pregnant or nursing animals." 

c. Add the following statement regarding cbolirnesterase inhibitors: "00 not LL~ -his product 
on animals simultaneously or within 30 days before or after treatment with or expOSln to 
cholinesterase inhibiting drugs. pesticides, or ch::mic.als. However. flea and lick coli::rr: ma:- be 
immediately replaced. ,. The technical review of the data you cited does nO! support 0tI:Iinimg this 
statement from this product label. 

d. Include the company or Animal Poison Control Center telephone nurnoer on tte lab.::1 so 
consumers can call for the purpose of receiving information concerning proper use ~'f lte pn:.xluct 
and specific actions to take in case of emergenc'.cs. 
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Hartz 2 in J Fica & Tick Powder for Cats. EPA Reg. No. 2596-78: 

a. Revise the fifth sentence in the paragraph under PRECAUTIONARY STATEMENTS to 
read as follows: "Do not use on kittens under 12 weeks of age." Although the data you cited 
support use on dogs younger than 12 weeks, those data cannot be used for products that are 
applied to cats. The statement must be consistent with the definitive wording presented in PRN 
96-6. 

b. Revise the statement concerning debilitated, aged, and medicated animals to read as 
follows: "Consult a veterinarian before using this product on debilitated, aged, medicated, 
pregnant or nursing animals." 

c. Add the following statement regarding cholinesterase inhibitors to the 
PRECAUTIONARY STATEMENTS: "Do not use this product on animals simultaneously or 
.... ;thin 30 days before or after treatment with or exposure to cholinesterase inhibiting drugs, 
pesticides, or chemicals. However, flea and tick collars may be immediately replaced." The 
technical review of the data you cited does not support omitting this statement from this product 
label. 

Hartz 2 in 1 Flea & Tick Powder for Dogs. EPA Reg. No. 2596-79: 

a. Revise the fifth sentence in the paragraph that follows "CAUTION" to read as follows: 
"Do not use on puppies under 6 weeks of age." Although the statement, "It is not advisable to 
use this collar on puppies less than 6 weeks of age," had been previously approyed by the 
Agency, the statement must now be revised to be consistent with the definitive wording 
presented in PRN 96-6 to clearly indicate the minimum age of animals. 

b. After the statement, "Consult a veterinarian before using the product on debilitated, aged, 
or medicated animals," insert the following statement: "If used on pregnant or nursing dogs, do 
not retreat until the puppies are at least 6 weeks old." 

c. In the precautionary paragraph, add the following statement: "Do not use this product on 
animals simultaneously or within 30 days before or after treatment with or exposure to 
cholinesterase inhibiting drugs, pesticides. or chemicals. However, flea and tick collars may be 
immediately replaced." The technical review of the data you cited does not support omitting this 
statement from this product label. 

Hartz 2 in 1 Plus Seven Month Collar for Cats. EPA Reg. No. 2596-83: 

a. Revise the first sentence in the first full paragraph under DIRECTIONS FOR USE to read 
as follows: "Do not use on kittens under 12 weeks of age." Although the data you cited support 
use on dogs younger than 12 weeks, those data cannot be used for products that are applied to 
cats. The statement must be consistent with the definitive wording presented in PRN 96-6. 
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h. R<!vise the statement concerning debilitated. aged. and medicated animals to read as 
follows: "Consult a veterinarian befon: using this product on debilitated, aged, medicated. 
pregnant or nursing animals." 

c. Add the following statement regarding cholinesterase inhibitors: "Do not use this product 
on animals simultaneously or \\;thin 30 days before or after treatment with or exposure to 
cholinesterase inhibiting drugs. pesticides, or chemicals. However, flea and tick collars may be 
immediately replaced." The technical review of the data you cited does not support omitting this 
statement from this product label. 

d. Delete the phrase: " ... or augment its activity with another product registered for this use, 
such as Hartz 2 in I Flea and Tick Powder or Spray." from the sentence which begins. "Under 
conditions where cats are exposed to s.!vere flea and tick infestations ... ". This phrase 
contradicts the required statement in Cilmment c above. 

Hartz 2 in 1 Plus Seven Month Collar for Dogs. EPA Reg. No. 2596-84: 

a. Revise the first sentence in the paragraph under DIRECTIONS FOR USE to read as 
follows: "Do not use on puppies under 6 weeks of age." Although the statement, "It is not 
ad\isable to use this collar on puppies less than 6 weeks of age," bad been previously approved 
by the Agency. the statement must n0W be re\ised to be consistent \\ith the definitive wording 
presented in PR."-: 96-6 to clearly indi.:;;te the minimum age 0f animals. 

b. After the statement, "Consult a veterinarian before using the product on debilitated, aged, 
or medicated animals:' insert the fo1l0wing statement: "If used on pregnant or nursing dogs. do 
not replace collar until the puppies are at least 6 weeks old" 

c. Add the follo\\ing statement: -Do not use this product on animals simultaneously or 
\\ithin 30 days before or after treatmenr \\ith or exposure to cholinesterase inhibiting drugs, 
pesticides, or chemicals. However. tlea and tick collars may be immediately replaced." The 
technical review of the data you cited does not support ornining this statement from this product 
label. 

d. In several places on the label. the word "cat" appears where it should say "dog". Since 
this product is for use only on dogs. replace every instance of the word "cat" with the word 
··dog". 

Hartz Rabon Flea & Tick Dill for Dogs & Cats. EPA Reg. No_ 2596-119: 

a. Replace the retreatment inten'al with a specific time inter\'al. "Repeat as needed for 
control" does not meet the PR Notice 96-6 criteria for product specific statements. You need to 
provide a specific number of days or weeks in the reapplication limitation statement. taking into 
consideration efficacy and domestic animal safety data, to meet the requirement of PR Notice 96-
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6, Section IV. No, 3. 

b. Revise the last sentence in the paragraph unier DIRECTIONS FOR USE to read as 
follows: "Do not use on kittens under 12 weeks of age, or puppies under 6 weeks of age." 
Although the data you cited support use on dogs yoonger than 12 weeks. those data cannot be 
used for products that are applied to cats. The state=nt must be consistent with the definitive 
wording presented in PRN 96-6. 

c. Revise the third sentence under PRECAUnONAR Y STATEMENTS to read as follows: 
"Do not use on kittens under 12 weeks of age, or pcppies under 6 weeks of age." 

d. Revise the statement concerning debilitated aged.. and medicated animals to read as 
follows: "Consult a veterinarian before using this p:uduc1l on debilitated. aged, or medicated dogs 
or cats, or pregnant or nursing cats. If used on prefJ!ilIlt or nursing dogs. do not retreat until the 
puppies are at least 6 weeks old." 

e. Add the following statement regarding cholit,este:-ase inhibitors to the 
PRECAUTI ONAR Y STATEMENTS: "Do not use L'1is product on animals simultaneously or 
within 30 days before or after treatment with or eXf(sure 10 cholinesterase inhibiting drugs, 
pesticides. or chemicals. However. flea and tick collars may be immediately replaced." The 
technical review of the data you cited does not SUp;~T1 oITlini:Jg this statement from this product 
label. 

Hartz Fast Acting Flea and Tick Spray for Dogs. EPA R~. No. 2596-122: 

a. Replace the reapplication limitations with a 5;leci6c time interval. "Every few days," and 
"as needed." do not meet the PR Notice 96-6 criteh, for r-roduct specific statements. You need 
to provide a specific number of days or weeks in tht reapplication limitation statement, taking 
into consideration efficacy and domestic animal safe:y da:w. 10 meet the requirement of PR 
Notice 96-6, Section IV, No.3. 

b. Revise the fifth sentence in the paragraph tim folk", 5 "CAUTION" to read as follows: 
"00 not use on puppies under 6 weeks of age." Altl:.ough the statement, "It is not advisable to 
use this collar on puppies less than 6 weeks of age,- had been previously approved by the 
Agency, the statement must now be revised to be cocsistemt "ith the definitive wording 
presented in PRN 96-6 to clearly indicate the minimlffi age of animals. 

c. After the statement, "Consult a veterinarian tefoTe using the product on debilitated, aged, 
or medicated animals:' insert the following statement: "If used on pregnant or nursing dogs, do 
not retreat until the puppies are at least 6 weeks old.-

d. In the directions for use, add the following sutement: "00 not use this product on animals 
simultaneously or within 30 days before or after trea:mem with or exposure to cholinesterase 
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inhibiting drugs. pesticides, or chemicals. However, flea and tick collars may be immediately 
replaced." The technical review of the data you cited does not support omitting this statement 
from this product label. 

Hartz 2 in 1 fast Acting flea & Tick Spray for Cats III. EPA Reg. No. 2596-123: 

a. Replace the reapplication limitations with a specific time interval. "Every few days." and 
"as needed," do not meet the PR Notice 96-6 criteria for product specific statements. You need 
to provide a specific number of days or weeks in the reapplication limitation statement, taking 
into consideration efficacy and domestic animal safety data, to meet the requirement of PR 
Notice 96-6. Section IV, No.3. 

b. Revise the fourth sentence in the paragraph under PRECAUTIONARY STATEMENTS 
to read as follows: "Do not use on kittens under 12 weeks of age." Although the data you cited 
support use on dogs younger than 12 weeks, those data cannot be used for products that are 
applied to cats. The statement must be consistent with the definitive wording presented in PRN 
96-6. 

c. Revise the statement concerning debilitated, aged, and medicated animals to read as 
follows: "Consult a veterinarian before using this product on debilitated. aged, medicated, 
pregnant or nursing animals." 

d. Add the following statement regarding cholinesterase inhibitors to the 
PRECAUTIONARY STATEMENTS: "Do not use this product on animals simultaneously or 
within 30 days before or after treatment with or exposure to cholinesterase inhibiting drugs, 
pesticides, or chemicals. However, flea and tick collars may be immediately replaced." The 
technical review of the data you cited does not support omitting this statement from this product 
label. 

Hartz 2 in 1 Flea & Tick Repellent for Dogs. EPA Reg. No. 2596-125: 

a. Below PRECAUTIONARY STATEMENTS, after the statement. "Consult a veterinarian 
before using the product on debilitated, aged, or medicated animals," insert the following 
statement: "If used on pregnant or nursing dogs, do not retreat until the puppies are at least 6 
weeks old." 

b. In the directions for use. add the following statement: "Do not use this product on animals 
simultaneously or within 30 days before or after treatment with or exposure to cholinesterase 
inhibiting drugs. pesticides, or chemicals. However, flea and tick collars may be immediately 
replaced." The technical review of the data you cited does not support omitting this statement 
from this product label. 

c. Since the active ingredient and concentration in this product is identical to EPA Reg. No. 
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2596-122, this product should also have a statement on the from pand ofthe label indicating tint 
it kills fleas and ticks. 

d. Under "Directions for Use" delete the statement. "Use 00. bedding and other areas as 
needed." No directions are given for spraying inal1iJn:ne object." 

Hartz 2 in 1 Flea & Tick Pump for Cats II (Flea aDd Tick Rtpellent for Cats). EPA Rq:. 
No. 2596-126: 

a. Revise the last sentence in the paragraph under PRECAFnO~.-\R Y STATEMENTS to 
read as follows: "Do not use on kittens under 12 weeks old_~ AlthotDgh the data you cited 
support use on dogs younger than 12 weeks, those data cannot h! used for products that are 
applied to cats. The statement must be consistent with ihe de1i.nitive ","or-iing presented in PRo',; 
96-6. 

b. Revise the statement concerning debiliuted, aged. antd =dicc:.iec animals to read as 
follows: "Consult a veterinarian before using L'lls prod:.:ct on d"blita,-=d. aged. medicated. 
pregnant or nursing animals." 

c. Add the following statement regarding cholm=rase i:iliibitoc-s to the 
PRECAUTIONARY STATEMENTS: "00 n0[ use rhi5 ?rod:u~t c·n ani!T,~ls simultaneously or 
within 30 days before or after treatment with 0: expos;rr" to cl}0IinesT=ra.S~ inbbiting drugs. 
pesticides, or chemicals. However, flea and tick coLUar-s may k L'nmcCi~tely replaced." The 
technical review of the data you cited does not suppor. omitting :his S'.2tement from this produe: 
label. 

d. Under "Directions for Use" delete the S"Ultemer:t. "Use (.Q bedding and other areas as 
needed." No directions are given for spraying inanirnc.!e objec:5 

e·. Please note that since the active ingredient and conc=rr-~on ill Litis product is identical co 
EPA Reg. No. 2596-123, this product should c.!so h2.YC a sta"",:::ent on JJ-", front panel of the label 
indicating that it kills fleas and ticks. 

Hartz 2 in 1 Flea & Tick Spray Cats & Dogs_ EPA Reg.l"o. 2596-13{i: 

a. Revise the last sentence under PRECAUTIO};,ARY STI'.TEM:INTS tl." read as follows: 
"Do not use on kittens under 12 weeks of age, or puppies under 6 weeks of age." Although the 
data you cited support use on dogs younger thl:n 12 weeks, tb05e data cannot be used for 
products that are applied to cats. The statement mUSlt be consiistcnt "lth me definitive wording 
presented in PRN 96-6. 

b. Revise the statement concerning debilitated. ag::d, amd c:edic31ed animals to read as 
follows: "Consult a veterinarian before using this prodl£t on -debilitat<:!a. aged. or medicated dogs 
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or cats. or pregnant or nursing cats. If used ~n pregllilllt or nursing dogs, do not retreat until the 
puppie;; are at least 6 weeks old." 

c. A.dd the following statement regarding cmolinesterase inhibitors to the 
PREC\UllONAR Y STATEMENTS: "00 flot U$e this product on animals simultaneoosly or 
within 30 days before or after treatment "in or =JX'Sure to cholinesterase inhibiting drugs, 
pesticides, or chemicals. However, Ilea and tick <coll;lfs may be immediately replaced." The 
techniCll review of the data you cited does rut slllPport omitting this statement from this product 
label. 

d. Under "Directions for Use" delete the stauement, ~Use on bedding and other are.1S as 
needed.- :-':0 directions are given for sprayin:; inanimate objects. 

Submit two copies of your fmal priIil:ed blbeling for each product before you ~leas.e the 
produc;.; for shipment. Stamped copies of tte laibeling are enclosed for your records. 

[f you haw any questions regarding this leTIe~. please contact John Leahy of m, team at 
(703) 305-6703. 

Enclost::'e 

<J'eorge T. LaRocca -
?rodruct 'vfaruger 13 
::lsecticide Branch 
:;',egi'5lr2.lion Division (7 SOSe) 
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~ FRdNTPANEL 

Kills Fleas, Kills Ticks 
Unaffected by Water 

ACTIVE INGREDIEl\"T: 

DIRECT TREATMENT 

HARTZ 
2 in 1 

FLEA & TICK 
POWDER FOR DOGS 

With Rabon" 

Terrachlorvinphos (CAS # 2248-79-9) ...... 3.3% 
OTHER INGREDIEl'iTS: .............. 96.7% 

TOTAL 100.0% 

Keep out of reach of children. 
CAUTION: See back panel for additional precautionary statements. 

")let WI. 4 oz 113 g 
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• BACK PANEL 

Kills fleas and ticks, Including the Deer Tick, which may caTTY LYME DISEASE 

• KILLS LICE WHEN A PROBLEM • CONTROLS SARCOPTIC MANGE 
• FAST ACTING • LASTS 7 DAYS • UNAFFECTED BY WATER 
• KILLS INSECTS WHICH CAUSE ITCHING AND SCRATCHING 

READ ENTIRE LABEL BEFORE EACH USE. 
USE ONLY ON DOGS. 

PRECAUTIONARY STATEMENTS 
Hazards to Humans & Domestic Animals 

CAUTION: Wash hands and exposed skin after use. Avoid co:::act ",ith eyes. In case of 
contact, flush with water. If irritation persists, seek medical ~rrention.. It is not advisable to use 
this or similar products on puppies less than six weeks of age. Conswt a veterinarian before 
using this product on debilitated, aged or medicated ar..imals. Sensiti-c'iries may occur after using 
ANY pesticide product for pets. If signs of sensiti"ity occur bahe YC'lli pet \\ith mild soap and 
rinse with large amounts of water. If signs continue, c.Jnsuit c. y~tericarian immediately. 

DIRECTIONS: It is a violation of Federal law to use !his prO>duct in 2c m2J1ner inconsistent \\ith 
its labeling. 

To kill fleas, ticks and lice, and to reduce itching and ;.:ratch;",,;: due La insect bites, dust entire 
dog beginning at head and working back. Make sure iliat the p"';iider gets dO\\TI to the skin. 
Take care to treat feet and legs. Dust dog's bedding :l.'cld living ~uarters. Repeat at weekly 
intervals if necessary. 

To control Sarcoptic Mange - a problem often encoumered iby dogs. Lesions which form are 
us.ually characterized by loss of hair, redness and possible open sores .. Hartz:2 in I Flea and Tick 
Powder will kill the mite which causes this problem. To Ire:=.! Ili~ dog. apply the powder as 
directed above making sure that all sores and lesions c.:e coverd. Repeat application weekly for 
at least 3 treatments. More advanced lesions may req~:re funher weekly treatments. The area 
will begin to heal immediately but complete healing, i:;eluding i:air !:,O\\tb, may take several 
weeks. If irritation persists, consult your veterinarian. 

Disposal: Do not re-use empty container 
Wrap container and put in trash collection 

FOR INFORMATION AND IN EMERGENCY CALL: 1-800·:':XX-:\'XXX 

EPA Reg. No. 2596-79 EPA Est. No. 2596-NJ-I 
Made in the U.S.A. 
© The Hartz Mountain Corporation 
Secaucus, NJ 07094 and St. Thomas, 
Ontario N5P 3W7 Canada 

'Rabon is the Hartz trademark for Tetrachlorvinphos. • . . .. .. . .. . 

. ..... · .. · . · ..... . . 
· .... · . ~ .. 


