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7. The ",r!mary demal irritation study is supplanentary because the 
granules were not moistened as called for in the Guidelines. 

8. The eye irritation study ill invalid because the report oontains 
conflictiny IItatEIIIP.nts about the ot:.ervations. The rellults in para­
graph on page 2 indicates that no iritis occurred. ~ver, Table 1 
on page 3 indicates that 2 rabbits had grade 1 iritis. Also, the 
method of opthalmic elUDination was not reported. 

9. 1bo inhalation toxicity IItudy is invalid becauee the tmrperature, 
relative hunidity, particle lIizes am actual ooncentrations in the 
breathing zone of the animals were not reported. Also, the duration 
of exposure was inadequate. 

10. It is noted that a skin sensitization study was not subnitted. 

The confirmation of the identity ot the source ot the active in.;jredient 
is noted. The typographical error on the b;>A JU;jistration I'UItler of the 
source material has been corrected. 

The revised finished labeling showiny the IIIIlSter formula declarations ot 
Calcil.lll, Magnesiun, and sulfur slbnlttcd in connection with rer;listration 
tRier the Federal Insecticide, t\Jn;jicide and JOienticide Act, as amended, is 
acceptable. A stJlluped copy of the label is enc:1O&ed for your records. 
At the next label printing please delete -Directions- that currently appears 
_.JOVe -~ 'IO USE-. 

The alternate fODDUla declaring differences in the amount of Calcil.lll, 
/'IagMSiID, and SUlfur i8 acceptable and has been adcIed to this product's 
C89istt1ltion tile. 

The draft laboling showing the alternate formula declarations of 
Calcil.lll, MafJn8silR, and SUlfur l5ub111itted in connact.ioo with registration 
under the P8deral Insecticide, P\mgicide and Rodenticide Act, as _oded, is 
acceptable provided you sutJnit five copies of finished labeling incorporating 
the revised doclaration and delete -Directions- that currently appears above 
-Wi9/ 'IO USE- prior to release for shipnent under the aueuded labeling. 
A s~ copy of the label is encl~ for your recorda. 

Sincerely yours, 

Geol\)e T. J.aJa:ca 
Product Manager (15) 
Insecticide-~nticide Branch 
Rogistratioo Diviaioo (TS-767) 

P.S. Please note that the results of the acute oral toxicity test qualifies 
this formulation as a Restricted Use product. This should receive yol.:c 
inrnediate attention. Also refer to the Disulfoton Registration Standard 
issued January 18, 1985 for nore information in this regard. 
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f" "Ilw OA"~r~ <»o.J ln 1t~t1on study ill ~l--'Ulry !IN:-_ the 
,jranu~ __ re not IWlll1t~ u c.lled toe 1n the (Atidelirwa. 

tI. nw eJ"ll lIT1Ultlon IIUd)' 1a lnvahe! bwcAo_ the repoct oonUlirw 
uontlictlnu a~t nu IiDOut the ClI»Hvat1ona. nw ~lta in para­
CJC.pt on ~ 2 1ndi~ thIIt no lritia occurr.d. ~r, Tllble 1 
on pIIgI8 ) lndlc:.~ thIIt 2 r.tlblta ~ or~ 1 iritill. Aleo, c.ha 
.. .Ithod of. apthalaic euainllt.ion _ not r~. 

9. n. irWwllAtion t.caicit.y atucty is illYaHd ~._ the t.miperat.ure, 
r.~1v. hua1<!ity, Pl'rt.lcle lIi_ MY1 actulll oalilc."trationa 1n the 
b~thillQ .:lne ot the an !.a 1 II _nt not tepatted. AI.:>, the duration 
at eX{XW'nt _ ir"-'y,te. 

10. It is noted that. sKin -.itiz.ation study _II not slDnitted. 

The oonfiDMItion at the identity of the IIOUrOO at the active illQre<!ient 
ill n...--t.ed. The typ;lOraphical error on the EPJ\ Aoglstrat1on PUlber of the 
IIOUrOI! IMt.erial has been corrected. 

The revised finished labelino showiny the .aster tlXllll.la declarations at 
Calch ... , HlW,Jnesh.lll, and SUlfur 1!IUI:n1tted in oonnection lIfith reoilltration 
trder the Federal Irl8eCticide, fun;Jicide and Ib:Ientlcide Act, as "ded, is 
acceptable. A s~ copy of the label i8 enclosed for your rocor:cls. 
At the next label printino ploase delete ·Directions· that currently swears 
above .\IffE}I 10 USE·. 

The alternate formula declarino differences in the amount of Calcium, 
Hag~itan, and SUlfur hI aCCXlptable and has been NY1ed to this product' 8 
reoistration file. 

The draft labolino llhawino the alternate foonula declaratione at 

• 

Calcil.lll, HlW,Jnesium, and SUlfur autmitted in connection with reoiatration 
urder the Federal Insectic ide, f"Ungicide and 1«Jdenticide Act, as _ndeC!, is 
acceptable provided you sul:mit five copies of finished labelino inoorporatino 
the revised declaration and <!elete "Directions" that currently appears above 
"\IHlH 10 USE· prior to release for shipaent under the _Ide<! labelino. 
A B~ copy of the label is eocloeod for }-'OUr recoroe. 

Sincerely youn, 

CleoI:\)e T. ~ 
Product Manager (lSi 
:rn-:ticide-I«x*lticidll 8I:anch 
Rogiatration Diviaion (TS-767) 

P.S. Please note that the results of the acute oral toxicity test qualifies 
this formulation as a Restricted Use product:. 1ttis should receive your 
i.nrnediate attention. Also refer to the Disulfoton Rec;jistration Standard 1 
issued January 18, 1985 far lIVre information in this rec}Ard. 
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