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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

Anuchina 
200 Orchard Ridge Drive 
suite 220 
Gaithersburg, HD 20878 

NOV , ~ . 0 

Attention: Adrian D. Ferguson 
Regulatory Affairs Manager 

Subject: Amuchina 
EPA Registration Number 65787-1 
Your Submission Dated October 15, 1997 

The labeling referred to above, submitted in connection with 
registration under the Federal Insecticide, Fungicide, and 
Rodenticide Act, as amended, is acceptable provided that you m~k~ 
the labeling change listed below before you release the product 
for shipment bearing the amended labeling. 

Revise the Dialysis "Use Directions" to reflect the 
available chlorine level at 600 ppm per the Sodium Hypochlorite 
Standard. It appears that a six percent solution should be 
indicated for this use. 

A stamped copy is enclosed for your records. 
copy of the final printed label before you release 
for shipment bearing the amended label. 

Submit one 
the pr0;iuct 

If you have any questions concerning this letter, please 
contact me at (703) 308-6264. 

Enclosure 

Sincerely, 

~ 
Robert S. Brennis 
Acting Product Manager (32) 
Regulatory Management Branch II 
Antimicrobials Division (7504C) 
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FRONT LABEL 

GENERAL PURPOSE 
HOSPITAL DISINFECTANT 

• pseudomonacidal • salmonellacidal 

• stapbylocidal • virucidal* 
~ , , 

• tuberculocidal ACCEPTE::J 

*Kills HIV (AIDS virus) and Herpes simplex on 
pre-cleaned enviromental surfaces 

with CO:.~.~~~'TS 
in r::PA Lc:t~r Dute . 

NOV I 3191 

EPA Reg, No, 65787-1 
Active Ingredient: 
Sodium Hypochlorite 
Inert Ingredients: 
TOTAL 

Keep Out of Reach of Children 
CAUTION 

Di!:itrubuted by: 
See back panel for complete precautions 

Arnuchina international Inc Manufactured by: Amucbina S.P.A. 
100 Orchanl Ridge Drive CaseU,,-Genov> 
Gaithersburg, MD 20878 ITALY 

Net Content: 170 oz. (5 liters) 
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BACKLWEL DIRECTIONS FOR USE 
It IS a \'toiauon of FeUern...l Law to usc this product in a manner inconsis{cnt with its labeling. 
This product is not to be used. J.S a tcnmnai stcnlantlhigh leve! tlisinfecmnt on ;my surface or instrument that (1) is inlrtxiuced directly Into the 
human body, eIther intO or In contact with the bloodstream or normally sterile areas of the body. or C~) contacts inlact mucous membrnnes but 
which uoes not ordinanly penetrate the blOlxi bamer or otherwise enEcr normally stcnle areas of the body. Tnis product may be used 10 pre-dean 
or d.econtaminate cnuc:il or semJ-t."riticai medica..l devices prior to sterilizatiun l)f high level disinfec!.lon. 
PREP.-I.RATIO:'< OF USE DlLL"fION - To Prepa.e Dilutions of Amuchins* 
Concenl.r;).oon 
~% 

3% 
5% 
lOS: 

mL of Amuchina 
2 
3 
5 
10 

mL of Deionized ur Distille-j \Vater 
98 
rn 
95 
90 

• lmao.! concentration oi ,\muchina is 1.02% or 10.006 pprri available chlorine 

DOn1 .. \ varIable Chlorine 
200 
300 
500 
1000 

SPECIAL INSTRUCI10NS FOR CLEANING AND DECONTAMINATION AGAINST mv ON SURFACES/OBJECTS SOlLED 
WITH BLOOD OR BODY FLUIDS 
"AMI.:CHINA Kills HIV on pre-cleaned environmental surfacesiobjects previously soiled with blood/body fluids in health = settings or mher 
semngs in which the sun'aces/objects likely to be soiied with blood or body fluids C3lI be associated with the potentialfor tqp;m,"!nn of_hUman 
1m\" >deficiency virus Type 1 (HIV-l) (associated with AIDS). . 
PEI.._JNAL PROTECTION: Specific barrier protection items to be used when handling items soiled with blood or body fluids ~ disposable 
latex gioves. gowns. masks or eye coverings. CLEANING PROCEDURE: Blood and other flUids should be thoroughly clC:J.ned from surf:lCes 
and objects before appiic::uion of the product. DISPOSAL OF II'IFECTIOUS \1ATERIALS: Blood and other fluids should be 3l1toc:a"ed a.~d 
uisposed oi acccrding to federal. state_ and local regulations for infectious waste disposal. CO:-'"fACT TIME: Leave surfaces Wet for 
30 s=nds. TIlls contru;! time wiII not control other types of bacteria. 
D1SI .... "FECTION: Amuchina can be used in hospitals. nursing homes. day= centers. schoois ami homes to disinfect instrulI!ents or device. 
prior to sreriliz.:u.ion.. floors, walls. medical equipment surfaces or other non-porous surfaces composed of glass. vinyl arid stainless stee!. teflon. 
piasucs and oilier marenais. Amuchina is a bactericidal germicide active against many pathogenic bacteria on inanimate non-porous surfaces that 
have been previously cI=ed. Blood and other body fluids must be thoroughly c!=ed from surfaces md objects before disW!"cction. Amuchina 
will destroy vegetative microorganisms including PseuJiomonas aeruginosa, SUlphylococcus aureus and Salmonefill choferaesuis on 
inanimate non-porous sUIfaces at 3% in 15 minutes. The 3% dilution is virucidal against Herpes simplex-l and Huma.o Immunodeficiency Virus 
(HIV-l) in 15 minutes. The 5% use dilution is fungicidal against Tricophvton menta.rophvtes in 15 minutes. When mberculocidal activity i, 
required. biood and other t1uids should be thoroughly cleaned from surfaces and objects before use the 10% diiution for 25 minutes at ~:s't ('lfF:). 
l:SE ON :-;Ol'i-POROlJS FOOD CONTACT StJRFACES: Amuchina may be used on pre·deaned food contru;t surtaces as a sanitizing rinse 
or as a disinfCC'.ant. A ~% solution of Amuchina is an e!Ictive sanitizing rinse against Salmonella !YPiJi.and Staphvlococcus aureus in one 
ml""'" at 20'C. A 5% solution of Amuchina is e!Iective against these organisms in 1 minute at 2O'C. The surfaces exposed to a 5% solution must 
b<! ed with potable water after use of Amuchina. A 3% solution of Amuc.hina may also be used as a disinfectant for Pre-cleaned food COnt:lCt 
surfaces if applied 10 the surface for 15 minutes at 2O'C. The surface must be rinsed with potable water after application of Amuchina. 3%. 
CLEANING: Surf= to be treated with Amuchina mUSt be thoroughly rinsed and cleaned prior to its use. For Food Contru;t Surfaces: all 

equipment should be clc:med 10 remoVe gross food panicles and soil using pre-flush. pre-scrape or pre-soak. if necessary. Surfaces or objects 
should be cleaned witb a detergent or cleaner followed by a potable water rinse before application of Amuchina. 
USE \ APPLlCA TION: Apply appropriate concentration with a thoroughly wet mop. cloth or sponge. Spread on surface and allow to remain 
wet for the indicated time. Remove excess t1uid with sponge or cloth. if necessary. before rinsing. 
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DIAL "SIS: Amucruna may be used undiluted for routine sanitlzallon or dialYSIS machines. FQllow the machine supplier's instruclion manuallO 
>anitize the machine. Usually Amuchina is automatically proportioned (diluted) to a 3% solution in the hemodialysis machine during the process. 
This product is recommended for decontaminating single and multi-patient hemodialysate delivery systems. This process requires a minimum 
:!O-minute contact lime for efficacy at room temperaLUre. After treatment. Amuchina must be rinsed from the machine, following the rinsing 
instructions included in the supplier's instruction manual. This product has been shown to be effective when tested by AOAC and EPA test 
methods. This product may not totally eliminate all vegetative microorganisms in hemodialysate delivery systems due to their construction 
~nd/or assembly. but can be reiied upon to reduce the number of microorganisms to acceptable lev';s when used a< directed. This proriuct should 
be used lD a treatment program which mcludes bacteriological monitoring of the hcmodiaiysate delivery system. This product is NOT 
recommended for use in hemodialysatc or reverse osmosIs (RO) membranes. 25ml of Amuchina introduced into the peritoneal dialysis sets. 
disinfects potentially contaminated peritoneal effluent before disposal. 

PRECAUTIONARY STATEMEl'<TS: 

STORAGE AND DISPOSAL 

I. Keep OUt of direct sunlight. 
2. Store upright in original closed container 
3. Stable for 5 years when stored in 

original container. 
4. T" ~ not reuse emp[\' container. 

( ;e and deposit in trash. 

Lot#: 
Expiration Date: 

CAL'TION. Hazardous to humans and domestic animals. 
Causes eye and skin irritation. Harmful if swallowed. 

STATE!l.lENT OF PRACTICAL TREATMDiT 

Eves: Rush with plenty of water 
and get medical attention. 
Ingestion: If swallowed. drink large 
quantities of water, De not g;.,e t 

vinegar or other acids. 
Do not induce vomiting. Get prompt' 
medical attention 


