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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

December 15, 2003 

Georgia Anastasiou 
Lewis & Harrison _ 
122 C Street, NW 
Suite 740 
Washington, DC 20001 

Subject: Chemlink Laboratories, LLC 
Microstat 2 
EPA Registration No .. 70369-1 
Application Date: September 23,2003 
Receipt Date: September 24, 200~ 

Dear Ms. Anastasiou: 

The following amendment, submitted in connection with registration under the 
Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), as amended, is acceptable 
with the conditions listed below: 

Conditions 

1. Revise the Ingredient statement asfollows: 

Active Ingredients: 
Sodium Bromide l . . .-. . . . . . . . . . . . . . . . . . . . . . . . . 9.70% 
Sodium Dichlorisocyanurate Dihydrate2 

• ••....... 24.75% 
Other Ingredients . ................... ; . . . . .. . 66.55% 
Total. ...................................... 100.00% , 

'Tablet A contains 19.4% sodium bromide as the sale active ingredient. 
2Tablet B contains 49.5% sodium dichloroisocyanurate dihydrate as the 
sale active ingredient. 

2. Separate the signal word CAUTION from KEEP OUT OF REACH OF 
CHILDREN. 

CONCURRENCES 

SY"BOL '7SI0~ . 
SURNAME p;~' "',"':;~'.,::'4'~,." ....... ,~,~ .................................................................................................. . 
DATE ··~::.I?;aj· .... ~ ....................... : ............................... : ............................................................ . 
EPA F .... 1820-1A (1/10) "~ 

Printed on Recycled Paper 
OFFtCIAL FILE COpy 
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General Comments 

A stamped copy of the labeling accepted with conditions is enclosed. Submit a 
copy of your final printed labeling before distributing or selling the product bearing the 
revised labeling. 

Should you have any questions or comments concerning this letter, please contact 
Wanda Mitchell at (703) 308-6345. 

Sincerely, 

Robert S. Brennis 
Product Manager - Team 32 
Regulatory Management Branch II 

Antimicrobials Division (75 JOC) 



• 
Prtc8utlonary Statements 
HA7.ARDS n; HUMANS AND DOSMETI(; ANIMAI.s 
CAUTION: Wear rubber gloves and safety glasses or face shield when 
tmking up solution. Avoid direct contact with eyes. skin or clothing. If 
dinx:t contact with eyes occurs. rmy cause eye injury. Harmful if absorbed 
..... gh the oIdn. Wash thoroughly with soap and water _ hlndlinB. 

DIRECTIONS FOR USE: It is. violation of Federal law lo use this 
product in a manner inconsistent with its labeling. MICROSTAT 2 is 
dcaigned to provide effective disinfection orhard. nonporous, inanimate 
environmental surfaces in dental, medical. hospital and veterinary factlilics. 
This product has demonstrated the ability 10 be an effective bactericide in 
water up to 400 PPM hard ..... (as CaC03) In the _ or orpnic soil 
(S%bIood ..... m). 

TO PREPARE SOLUTION FOR USE: Fill the one quart spray bottle to 
the mort with room _lu~ (22"C172"F) water. Open the roil packet ror 
r.bkt A and drop tablet into the spray bottle. Corerully open the roil packet 
for Tablet 8 being certain not to touch the tablet with )'OUr fingers and drop 
the tablet into the sprayer bottle. If fingers come in contact with Tabl" 8. 
immediately wash hands with plenty of soap and water. When effervescing 
stops and tablets are completely dissolved (about 3 minutes), the 
disinfectant solution is ready for use and is effective against: 
Staphylococcus aureus, Pseudomonas aeru~ Salmonella choleraesius. 
Bordetella bronchisepica, Staphylococcus epldennidis, Streptococcus 
pyogenes, Candida albicans, Adenovirus Type IV, Canine parvovirus, 
Pseudorabies, Canine rubella. Canine distemper, Feline picomavirus. Feline 
leukemia. Feline panleukopenia. Porcine palVovinas, Infectious bovine 
rhinotracheitis,lnfcctious bronchitis (Avian mY). Mycobacterium 
tuberculosis vat. bovis·-, Trichophyton mcntagrophytcs (Pathogenic fungi), 
Escherichia coU, Herpes Simplex Virus Types I and 2-, Polio Virus Type I 

. and 2-, Coxsackie Virus·,Inf1uenza A2 (Hong Kong)-. and ~ 
bmu .. leflci,"cyVousType I (HIV-I)(AIOS Viru.)·. 
Once solution has been prepared, the product has an effective shelf-life for 
up to seven (7) days and rmy be used as a stock solution for up to seven 
days. The seven-day slock solution should be mixed in an opaque bottle and 
stored in a dark cabinet away from direct lighting between uses. 

FOR DISINFECTION: To disinfect floors. walls, tables, sinks. bathrooms, 
shower areas, dressing rooms, locker rooms., and other hard, nonporous, 
inanimate environmental surfaces, prepare MK"ROST AT 2 solution as 
directed above. R.ernoJe cxcess .. ~io: debris and thoroughly clean surface 
prior to application oCfoj!CRQ~ AT t Thoroughly spray surfaces to be 
disinfected, re-sprayil!B If!!; n~dsa~ end allow surfaces to remain wet for 5 
minutes. When conlacl~r~"'s c~luded. rinse surfaces with potable 
water or allow surfaces to air dry. Although MICROSTAT 2 htU IJ«n shown 

..,) MICROST AT 1''' 
(LABEL COPY /6 UNIT BOX) 

MICROSTAT 2"' 

\.; 

Ilospiial Surface rnsinfeclanl 

Tuberculocidal··, Bactericidal, Virucidal-, Fungicidal 

Active Ingredients: 
Sodium Bromide' 

••• Sodium Dichloroisocyanurate Dihydrate2 

Inert Ingredients 
Total 

9.70% 
24.75% 
~ 
100.00% 

'Tablet A contains 19.4% sodium bromide as the sole active ingredient 
2>tablet B contains 49.5% sodium dic::bkJroisocyanur1lte dihydrate IS the 
sole aclive ingredient 

• on hard, nonporous, inanimate SurflCeS 

.- in nve minutes@ room temperature (lOOC) 
"·13.7S% _Ia .. ilable chlorine (27.S% In Tablet B) 

COIItetrlS: 16 sela (Tablet AfTablet B) In foil packets 

KEEP otrr OF REACII OF CHILDREN CAlrrlON 

FIRST AID 
Ifill eyes: • Hold eye open and rinse slowly and patty with 

water for 15-20 minutes. 
• Remove contacllenses, if preICf1t. after the first 
5 minutes. then continue rinsing eye. 
• CaU a poison control center or doctor for 
treatment advice. 

If on sldn or • Take ofT contamitll_tcd ~Iothing. 
cloth1tll! • Rinse skin immediately with plenty of water for 

15-20 minutes. 
• Call a poison control center or doctor for 
treatment advice. 

If Iwallowed: • Call a poison control center or doctor 
immediately for treatment advice. 
• I lave a person sip _glass or water if able to 
swallow. 
• Do not induce vomiting unless told to do so by 
the poison control center or doctor. 
• 1)0 not give anything by mouth to an 
unconscious person. 

I lave the producl containcr or label with you when calling a poison 
contrul center or doctor or goi~Kfor treatment 

to destroy 1I1Y-I(Aids Virus) In 60 seconds colltact t;meJF~n 

sllfficien.,,! otln!r.. orga~s~. W{~"! reco,!,~'!.eJ ~hat. J}tW~~4~:1~'f:' hl'r~PA Reg. No. 70369-1 EPA Est. No. 69781-MN-Ol 
contact"~N;~~g,,!M:QI!.'8G~tr~~a~th ~~_'_ ~,:; __ " i ;-~~'3cJ: NetWeight: 97.6Irarns(3 . .uouBca) 
(Oirecti~'(or1.rs:continu&t~'tiBht ~I) - .. : Br": '~1""'~- .-- ChtmlIBklAboratorl~L~Ct.K~nnaw.GA30I" 

pa c. ~ For excluSive dlstributton by 

;:~h~{~;~!~t-

Ilte. \.. Septodon~ Inc. NewCastle, Dela~ 19720 
• ,~FOR TECHNICAL ASSISTANCE, CALL (BOO) 872-8305 

• 1.' , .. ,,":~dCl'-·1 -r l~"'_-" .- tas 
Un~n; +hl? • ~' _~ '., .!\~ 

.,." .• ',,'.' , _ '" ooJ.1 a-r ( fun •.. ···· ·:'·c·· ,'._'. '. 1 -JIPI ,\ "or' ..... ' _. "'"0. 
",,~;,';':' -" ,_. , l'j.\. l"\.eg·l.'\I 
g.o.. -. UI1UG.:. ~ ~ .. 
regU.~tmou . 

-~' :~~-.-

SPECiAl. INSTRUCTIONS FOR CLEANING AND 
DECONTAMINATION AGAINST HlV-1 ON PRECLEAN ED 
ENVIRONMENTAL SURFACES! OBJECI'S SOILED WITH 
DLOODI8ODY fLUIDS: In health care settings or other settings where 
there is an expected likelihood of soiling inanimate surfaccsl objects with 
blood or body fluid •• and where the surf..,.., objcctslikely to be soiled 
with btood or body nuids can be associated with the potenlial for 
transmission ofhurmn immunodeficiency virus Type 1 (HIV-l) (AIDS 
Virus) the rollowinB special proccd .... must be used. PERSONAL 
PROTECTION: When hIndIlng items soiled with blood or other body 
fluids .,..,. protecti .. equipment, including disposable latex or rubber 
Sloves. gowns. masks, and ~ coverinp. CLI!ANING PROCEDURE: 
Blood or other body fluids must be thoroughly cleoned from the soiled 
,un""", and obi",ts ber~ MICROSTAT 2 can be applied. CONTACT 
TIME: To till H1V-1 (AIDS Virus),. conlllCt ti"" ors minutes at room 
_ ..... DISPOSAL OF INFECTIOUS MATERIALS: Blood and other 
body fluids .hould be outoclaY<d and disposed or according to local 
"",lations ror Inr",tious ...... disposal. 

This product is not to be used as a terminal sterilanll hiab level disinfectanl 
on any surface or Insbument that (1) is introduced directly Into the blood 
stream or normally sterile areas of the body. or (2) contacts Intact mucous 
membranes but whicb does not ordinarily penetrate the blood barrier or 
otherwise enter nonm.ny sterile areas or the body. This product may be 
used to preclean or decontaminate critical or semi-critical medical devices : 
prior to sterilization ofbiah level disinfection. 

NON-POROUS IMPRESSION MATERIAlS - For the disinfection of 
non-porous dental impression materials such as vinyl poly siloxane, 
polysulflde. and silicon, upon removal of impression Iiom mouth, remove 
gross debris from impression by rinsing thoroughly with running water. 
Using a suitable container, irmnerse impression for 5 minutes in MicroStat 
2 solution (1 tablet A and t tablet B dissolved in one quart of water). 
Impression must be completely immersed in solution. After 5 minutes. 
remove impression and rinse thoroushly with running water. Change 
solution daily or when visibly soiled. 

INSTRUMENT SOAK - For soaking of instruments prior 10 cleaning and 
terminal sterilization, place instrumenla in suitable container filled with 
MicroStal2 solution (I tablet A and 1 tablet B dissolved in one quart of 
water). Instruments must be completely immersed in solution for 5 
minutes. Upon removal, rinse with running water and proceed with final 
cleaning and terminal sterilization procedures. Change solution daily or 
when visibly soiled. 

FOR USE WITH GENERAL PURPOSE ULTRASONIC CLEANING 
EQUIPMENT - For ultrasonic cleaning of items prior to terminal 
steri1ization, place items to be cleaned in ultrasonic bath containing 
MicroStat 2 solution (I tablet A and I tablet B dissolved in one quart of 
water), ensuring that items are fully immersed in solution. Run ultrasonic 
unit for 5 minutes. Remove items and rinse thoroughly under running 
water and proceed with tennina) sterilization procedures. Change solution 
daily or when visibly soiled. 

STORAGE AND DISPOSAL: Store in a cool, dry, wen 
ventilated area. Do not store at tempera~ above 
40OC/I04°F. 
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ACCEPTED 
with COMM8<llrS 
F1LeHe<-~: 

DEC 1 5 2003 
Unde::- th~ 
fu.T'l~1l":·;r 
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registwt;I./. ......!.-..l~: ..J~ i_ ...... -.:.:.:.; • .I.~\.l. 
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PI;:",'TICIIJlo: UISPOSAL: Do nol contaminate waler. rood or 
feed hy sttlfage or disp(l~ml. Wa .. lc!I; resulting from the U~ of 
this ftrndUl"1 may he disposed of on-site. in a toilet. or service sin\. served 
hy II sanitary sewer or an approved waste dh,posal facility for pesticides. 

CONTAINER nlsrosAL: Do not reuse empty packet. Wmp r~dct and 

place in normal trash. 
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