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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

JAN 6 1995 

Gulfstream Medical Inc. 
550 Pleasant street 
winthrop, MA 02152 

Attention: Adolph E. D'Amico 

Subject: 

Vice President 

Diacide HD Disinfecting Solution 
EPA Registration No. 63720-1 
MOU Compliance Amendment dated october 4, 1994 

PCJ.--£f' 
, C) 

The amendment referred to above, submitted in connection 
with registration under the Federal Insecticide, Fungicide, and 
Rodenticide Act, as amended, is acceptable provided that you make 
the labeling changes listed below before you release the product 
for shipping bearing the amended label. 

1. Revise the following statement found on the right 
panel: "Diacide HD Solution may not totally eliminate 
all vegetable microorganisms .•. " to read, "Diacide HD 
Solution may not totally eliminate all vegetative 
microorganisms ••. " 

2. Delete the phrase "Restricted use Pesticide" from the 
center panel. 

A stamped copy of the labeling is enclosed for your records. 
Submit 5 copies of the final label prior to releasing the product 
for marketing. 

If you have any questions concerning this letter, please 
contact Wanda Mitchell at (703) 305-6141. 

Sincerely yours, 

walter C. Francis 
Acting Product Manager (31) 
Antimicrobial Program Branch 
Registration Division (7505C) 
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Re3tricted use Pesticide 

Concentrate Formula for Decontaminating 

Het10dialysate Delivery Systems 

Rapid-ActinS/Nonrusting/Nonstaining 

PSEludomonacidal 

ViI-ucidal* 

Rec.rder No. 

3500 

Bactericidal 

Fungicidal 

E.P.A. Reg.No. 63720-1-MA-OOl 

E.P.A. Est.No. 63720 

CONCENTRATE 

Di&cide HD . 
disinfecting solution 

Act!y, Insredient 
Glutiraldehyde •••..• 261 

Inert In,redlent8 •••• 1il 
Total ............ 100.001 

ROTi;This product 1s a toncentrate and 
IU&t be activated and diiutcd uledlJttl, 
prior to use. Activator luat be addod to 
fluid before tblo product il effective. 
See Directions for Actlvation dnd Dilution. 

Keep out of reach of children. 

DANGER: See right side pa.nel for precautions. 
*See directiona for disinfection. 

Control No. 2657 
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*** LEFT.. .. P..ANEL *-** 

Follow Bp.;ldfic equipment mamlfact\lrer's recommendation for cleansing and 
disinfecting the hemodialysate delivery aystem.DIACIDE HD Disinfecting 
Solution O)ncentrat'9 is formuhtcr! to be diluted 34: 1 for disinfection of 
heDlodialya.).te delivery systems in 15 minutes. 

DIRBCrIONS PaR ACrIVATXON AND DIurrION: 
Add contents of enclosr.~ vial to this container of DIACIDE HD Concentrate.Mix, 
activated DIACIDE HD Cc,Ylcentrat'! i8 ready to ufc .. Wb.en activated, solution 
changes col~r to blue.Uilute activ~te DIACIDE HD Concantrate immodiately 
after activation with 34 equivalent parts of softeD~d water. For proportioning type 
hemodialyaate delivery syatem3,place activated DIACIDE HD Concentrate into 
the hemodialysate delivery system and dilute activated DIACIDE HD 
Concentrate with 34 equivalent parts of softened water. 

NOTE: Use of ... n insufficient quantity of ac:tivated DIACIDE HD Concentrate 
tolill reault in inadequate t~.,atment of tht! hcmodialysate delivery system. Some 
systems will rec;,'.'ire a larger quantity of activated DIACIDE HD Concentrate than 
provined 1n this c,ntainer.Additional ~"antiti~3 of activated DIACIDE HD 
Concentrate are prelJared by mixing at 50.1 volume ratio,50 p.lrts of DIACIDE 
HD Concentl'ate with 1 part of 8.ctivator.Uoe activate,: OIACIDE HD Concentra1;e 
as deacrib()d in the Directions for Activation «.nd D' • .lution. 

DIREcr:rONS FOR DISINFIC::C'.l"I01'€:. 
It 1s a violation of federal law to us~ this product in a Dlanner inconeiate"'t wlth its 
labeling. FOt' tlse in hospitals,dialysis centex'n and t'3alth care institutions !t is 
recommonded that disinfection be carried out imrvadiately after W1d just prior to 
uae of the hemodialyaate delivery system. 

Flush equiIlIIIcnt thoroughly with water prior to filling the delivery system with 
DIACIDE HD Solution. After filling the :lelivery ayatt·m,hol.:! DIACIDE HD . 
Solution in the systeL! for a minil.urn of '5 lDintl.tca.Wlthln 15 minutes contact 
time at 20'C,DIACIDE HD Solution will destroy A Typical Water Mycobacteria 
<HYcobaterlua Fortuitum and MYcobacterium Chclou~~) vegetative pathogens including 
PDCudomona~ aeruglnooa and hydrophilic and lipophilic virlwes (PolIovirus 
Type 1; Coxaacklevirus B-1. Influenza Type A2 (Hong Kane), lier)?Cs 
simplex Tne 1) on inanimate Eur-faces.Priot' to m.lchines uee, drain DIACIDB 
HD Solution and thoroughlyrinsB with water.TO a$aur~ complete rinsing, test 
final rinse water using a glutaraldehyde residual test ampule. 
Thie is a single use prodUct. 

NOIE: DIACIDE HD Concentrate should not remain in hemodialysate delivery 
systems for more than 12 hours. 

This product is not 10 De uSeQ 15 a tenninrl Iterull1rJhigh 
level disinfp.ctant o~ on any surface or instiWiten,lthat (1) 
isintroduced directly into the humll1 body. t~h ... into or in 
contact willi lIle bloodstreun or lIonnally ~lqi,I~ ueas of 

1,; 

MANUFACTURED BY: 

GUr.aS"l:'RRAM MEDICAL ING_ 
550 Pleasant St. 

lhe body. or (2) contacts intact mucous membranes but ••••.• 
which does not ordinarily penetrate lIle blood burler or • .: 
otherwise cnter nonnally sterile areas of th t-cdy. This' 
product may be used to preclean or decontaWnate critical' ; •. ; 
or semi-critical medical devices prior to ~:rt·,;n'ion or .. 

Winthrop,MA 02152 
high level 1isinfection. 
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*** RIGHT .£ANKL, *** 
DIACIDE HD Solution is recommended for decontaminating single patient and 
OIulti-plJ.tiE,nt hemodlalyaate de.l1very eyatema.DIACIDE HD Solution has been 
shown to be an effective disinfectant(vlruclde , fungicide ,bactericide , 
poeudomonacide)when tested by AOAC and EPA test methods.DIACIDE HD 
Solution may not totally eliminate all vecatable microo~ganinms in 
hemodialysate delivery systems due to their construction and/or assembly,but 
oan be relied upon to reQuce the number of microorganislll& to acceptable levels 
wher. used a directed. This product should be used in a disinfection program 
which includes bacteriological monitoring of th~ h~~dialysate delivery system. 
DIACIDE HD'Solution is not recommended for use in hemodialyzers or reverse 
osmosis (RO) membranes. 

Consult the guidelines for beJllOdialysis f;ystelLS wM.ch are available from the 
Hepatitis Iaboratorieo,CDC,Atlanta, Georeia 30301 

PRECAU".rIONARY S".rATEMKN"rB = 

( JANGER: HA7...AR.D TO HUMANB 
FOLLOW ALL LoA.BEL DIRECTIONS 
Prevent contAct with skin or eyes by using eye pr'otection and rubber gloves 
with handling or pouring. 

Ryes - COl'ros1ve, cmlses eJ.'e d'W1<1ge. Do not get ill eyes. In case of contact, 
flush with water ln~ed1acelyand get medical attention. 

Ingeutlon - Hurmnll 1f 6wallo~ed. Avoid contamination of food. 

Inhalation - Avoid spillage. Use in a well von~i~dted area. 

Skin - Avoid I1ki.n cont<lct AS koaaibility of sCIlBitization exists.Can cause skin 
irritation. For skin contact, flush thorollChlyw:ith water. Get m~dical attention if 
irritation OCCUrs . 

. lTORAGE AND DISPOSAI .. = 
Keep in a cool place. Triple rinse empty container with water and dispose in an 
incinerator or landfill approved for pesticide containers. 

CONTENTS 32 FL OZ (0.95 LITERS) 
MADE IN U.S.A. 
OONTROL NUtlBER ON BOTTOM 

NOTE MTXS HIRR 
tllXING MTK _________ . ___ _ 

EXPlRATIOfI DI\l'B __ . __ . __ _ ._--------

GULFSTREAN 
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