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URITED STATES ENVIRONMENTAL PROTECTION AGENCY

;-17-7

Microgen, Inc.
PO Box 1281
West Caldwell, NJ 07008

Attenticon: Robert Prince
President

N

Subject: D-125
EPA Registration Number 61178-1
Your Submission September 6, 1996

The amendment referred to above, submitted in comnnection
with registration under the Federal Insectlclde, Funglcide, and
Rodenticide Act, as amended, to add additional organlsms to the
label is acceptable provided that you do the following:

On page 7 of the proposed label dated 95-6-96, under
additional panel for subject amendment, the microorganisms

Rhodococcus equi and Campylobacter jejuni should be repositiocon
and listed separately.

: A stamped copy of your labeling is enclosed for your
ﬁ) recordsa. Submit one (1} copy of the final printed label prlor to
release of the product for shipment.
If you have any questions concerning this letter, please
contact Velma Noble at (703) 305-7441. .

Product Manager (31}
Antimicxrobial Program Branch
Registraticon Division (7505C)

CONCURRENCES

EPA Form 1320-1A (1/90) Printed an Recycled Paper _ : OFFICIAL FILE COP'}',,
ﬁ‘ 1.5 GOVERNMENT PRINTING OFFICE 1995 319-457




CENTER PANEL

D-125

BROAD SPECTRUM DISINFECTANT
HOSPITAL CLEANS ASIT

DISINFECTANT DISINFECTS

oo

GERMICIDAL

T

CLEANER e DISINFECTANT ® DETERGENT & FUNGICIDE
. DECDORIZER e VIRUCIDE" ® MILDEWSTAT

ACTIVE INGREDIENTS: .
frAlkyl {(EQ%CTL, 30%C16, SHCIL SHCTA) dimethy! banzyl svmonium chlorics.......,...oevrene
neAlky] {BBRCIZ, 32KC T4} dimathyl athylbanzyl ammonium chioride. .....vveee oo ceremeseessiesenes 2264

INERT INGREDHENTS. " 95.50%
TOTAL 100.00%

KEEP OUT OF REACH OF CHILDREN
DANGER

SEE 3IDE PANEL FOR ADDITICNAL PRECAUTIONARY STATEMENT

Mitregen Ing,
PO Box 1281
West Caldwell, NJ 07008

EPA Reg. No. 61178-1 NET CONTENTS: Varies

EPA Est. No. 42186-MN-G1
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LEFT PANEL
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_ PRECALTIONARY STATEMENTS
'Z,g,,, e cazery TVAZARDS TO HUMANS AND DOMESTIC ANIMALS
KEEP OUT OF REACH OF CHILDREN: Cerrosive. Causes severs eye and skin damage. Do not get in ayes, on skin, or on clothes. Hamnful if swallowed. Wear gaggles
or face shield and rubbar gloves when handling. Avoid ination of food. R and wash contaminated clothing.

STATEMENT OF PRACTICAL THEATMENT: In case of contact, immediately flush eyes ar sidn with plenty of water for at least 15 minuies, For eye coptacs, call a
physician, Aemove and wash ail contaminaied ciathing before reuse. |f swallowed, drink egg whites, gelatin sofution o7 if these are not available drink large quantities
of water. Call a physician.

NOTE TO PHYSICIAN: Probable mucosal damage may contraindicate the use of gasuic lavage,

Diractions for Usa (Continuad):

Virucidal*: This product when used on hard, nan-porous, inanimate environmantal surfaces at 2 gunces par gal. of watar for a 10 minute contact time {5% organic soff)
is effective against Influenzz A2-Asian, HBV {Hepatitis B Virus), Herpes Simgplex Type 1, Herpes Simplax Type 2, Pseudorsiles virus, and Vacclnia virus In 10 minutes. Kills
human immunodeficlency virus Typs 1 (HIV-T} (AID5 Virus) after 30 sscond contact tima, and Polio Type 1 [Chat strain] after 30 minute contact time [5%. serum).
*KILLS HEV-1 AND HBV ON PRECIEANED ENVIRONMENTAL SURFACE/OBRJECTS PREVIOUSLY SOILED WITH BLOOD/BODY FLUIDS in health core settings or other settings
it whicn there is an expactad likelihood of soiling of inenimate surfzces/objects with bload or hody Huids, and in which the surfaces/abjects Hkely to be soiled with blaod
ar hoey Muids can be assoclated with the potentizl for ransmission of human immunoseficiency virus Type (HIV-1) (AIDS virus] ar H3V.

SPECIAL INSTRUCTIONS FOR CLEARING AND DECONTAMINATION AGAINST HIV-1 AND HBV OF SURFACES/OBJECTS SOILED WITH RLOOD/BODY FLUIDS:
PERSONAL PROTECTION: Specific barrier protection items to be used when handling items soied with blood ar body fluids are disposeble latax gloves, gown, masks ar
eye covargs,

CLEANING FROCEDURE: Blood and other baty fluids must be tharoughly cleaned from surfaces and objects hefore application of the disinfectant.

DISPOSAL OF INFECTIOUS MATERIALS: Biaod and other bady fuids shoukt he autocleued and dispased of according 10 federal, state and loca! regulations for infectious
waste disposal.

CONTALT TIME: Leave surfaces wet for 30 seconds and 10 minutes for HIV-1 and HBV, respectivaly. The 30 secand contact time wift rat contrel other common types
of viruses and bactaria.

STORAGE and DISPOSAL
— Do not contaminate water, food, or feed by storage disposal  — Do not store on side  — Avoid creasing or Impacting of side walls
. PESTICIDE DISPOSAL

Pasticide wasias are acutely hezardous. mpeoper disposal of axcess pesticide, spray, or mixture of rinsate is a viclation of Federal Law. If these wastes cannot ba disposed
aceording o Iebel imstructions, contact your State Pestidde or Environmantat Controf Agency, or the Harsrdous Waste rep ive at the nearest EFA Regionsl Office
for guidsnce.

CONTAINER DISPOSAL
Triple rinse [or equivatent), then offer for recytling or racondifioning or punicture and dispose of in a sanitary jandfill or im:inerlucm, or, it allowed by state and local
suthorities, by burning. if burned, stay clear from smoke.
Muatal Conuainers: Triple rinse {or equivalent), then offer for recyciing or reconditioning, or dispose of in & sanitary [andfill or by other procedures approved by state snd loce!
authorites.
If container fx 1 gallon or Jess, tha following statements may be used:
Storage: Store in securely closad original . Avold De Bl perature or in sunlight. Avcid shipplng or storing below freszing. If produtt freezes,
thaw at room temperaturs and shake gently 10 remix componasts. Store In are that will pravent tross contamination of other pesticides, fartilizer, food and feed.
Pasticids Disposal: Securaly wrap original contalner in severs? layers of newspaper and discard in trash.
Contafer Disposal: Do not reusa container. Aeplace cap and discard container in trash.
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RIGHT PANEL

DIRECTIONS FOR USE
l:uawﬂ:ﬁwafhdnnlhwunﬂﬁpmﬁmhawhmmmhnhhﬁng
DISINFECTION:
Ta ba used in hospitals in ansas auch ax oparating rooms, patient care juoms & faciiti chasiz, ER, spdich Herwy cat labs, L i Thopadh y tharepy,

suaghrenters, labs, bood colectien moms, cantral supply, WlmMWWMMimmmlwwmﬁm Mmmm
FRst TOOMSE, ShOWW FOOME, ey chnies, indh o disiad) s Mmmmvhmﬂ%m%nmmmmmqummmm

Add two punces D-T2E pav galios of water. Remove {eoss filth or hsavy soil. Apply solution with & mechanical aper »o 2¢ 1o wie 3% sudfaces thoroughly. Alow to famin vt for 10 minutes sod then
faz i dry.

BOTTLE USE/DRUTION: Ressove outer cip. While holding bottle by the asck, twist off nner cap dnd discand. Reglece outer cap logssly. Gantly squeert the knwsr chamber umtll the vppar reservoir is
Mied 10 the desired Javel. Use st a divtion of 1:54 [2 ozs. par gatlon of water or 18 mid par Ktar).

For haavily sofled arsss, B prr-cleaning steg i required. Prepsne a fresh solution for each use.

D-125 is sffactiveln the pressnce of arganic sol (5% biood semenl.

To dislnfect toflat bowls, flusl solet snd add 2 duntes D-125 dectly to tha bowd water. Swab 1ha howl coampletely vsing » serul brush or bollst Mop, rmaking siite 10 gat under the im. Lat stend for 10
wiwrtes aad fosh,

BARBER AND BEAUTY SHOP INSTBUMENTS & TOOLS: Th h { < brushas, combe, sckeso. dippar bladas, razors, manicurs snd gthet shop tooks for 10 minutes lov s
required by kool suthorigeal. MMMMMMNmmmmmmmmmem Adter disintection, wige dry the product 58 snpropisse.

NOTE: Fluitics iitay Temait immeaed undl ready ta e, Stainfeds stedd shakry knd Ntroments amst ba remousd after 10 minutes, insed, Mwhp:h:dunmmudm Proloaged
souking rmay chuse damagne So et Instromenis. N

Al 2 puncas par galion, i i effective apaingz the following:

Isolatax From AIDS Patiants
< ASPOrpRss e
. Condics slbicans
. Crpnococeies nealormens

13, Streprococcus fatcaly

Grarg Nagative Clnlcsl Isclirtes

14, ACnedacier CNCORCRtICIY
val. dndratus

15, Acinatobdctas CoORCH/CUS vii. hwolfi

18. Borderalis bronchissptics
17. Entevobacter sgivansersns
18 Ennwobscter chrecas

18. Entsrobaclec gaspovide
2. Encavobactar Roueisciens
11. Entamocorcus faecels
22. Eschevicive cof (Urinary}
nm:ﬂmm
24.

A1, Cytomegals

4L HIV tHapasitis B Virusi
A3 Heyran Smphex type 1
A%, Hopaz Sinplex type 2
A5, HIV-T (AIDS Virusl

#8, Intlosrcs AZ-Agign

47, Infhoera B (ASan Erain}
48, Infloensa C [Tayigr strain)
£5. Maashas Vinss

80. Pamsinflyanzs type 1

51. Polic Type t (Chat strmin)
§1. Pasudanbies

53, 71 bacteriophage

54, T4 bactariophsge

B2, Sivipats dysenterise

§3. Sereptocectus salivsnus
Fungt

84, Trichopdny'ton mentagropitytes

MRLDEWSTAT - To contral mold and mitdew on pre-clasnad, hard non-porous surfaces (such ag Floors. walls, tables topsd add 2 ounces D-126 per gallon of water. Apply solution with 2 cloth, maop, o sponge
rraking sure 1o wet all srfaces completely. Lat air dey, Prepant fresh solution for sach ube. Atpeat epolication at waekly imtetvaly or whan mildew growth sppesri.

DEODORIZER: D-125 deodorizes parbage S0y aress, &mpty garbage bing and cens, todet bowls And sny othar odor causing aess. Use 2 oz par gallon of water.

FURGICIDE: At I ox. per gatlon, D~115 is sttectve sgrinat ic fungi, Trichophy hytes in 5% segnoic pod.

This product is not to be used as a terminal sterilant/high level disinfectant on any surface or instrument
that (1} is introduced directly into the human body, either into or in contact with the bloodstream or
nbrmally sterile areas of the body, or {2} contacts intact mucous membranes but which does not
ordinarily penetrate the blood barrier or otherwise enter normaily sterile areas of the body. This product
may be used to preclean or decontaminate critical or semi-critical medical devices prior to sterilization
or high level disinfection.
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ADDITIONAL SIDE PANEL OR BACK PANEL ¥OR D-125

CARPET SANITIZER AGAINST ODOR CAUSING BACTERIA
FOR INSTITUTIONAL AND INDUSTRIAL USE

This product sanitizes the carpet by controlling/reducing the growth of odor causing bacteria. It
can be used in industrial and institutional areas such as motels, hotel chains, nursing homes and
hospitals.

Vacuum carpet thoroughly prior to application. Mix 1 ounce of product per gallon of water.
Follow the Injection and/or Exiraction procedures as specified for any conventional steam
cleaning equipment you are using. For rotary floor machines, mix 2 ounces per gallon of water
and spray on carpet at a rate of 300-500 sq. fi. per gallon.

For use on washable synthetic fibers. Do not use on wool. Test color fastness of carpet before
use. Apply diluted product to a small concealed spot, then rub with a clean white cloth. If color
changes or transfers to cloth, a water base product should not be used.

After using the product, set carpet pile in one direction with a stiff brush. Place aluminum foil
under the legs of furniture while carpet is drying. Over-wetting can cause carpet to shrink.
Manufacturer assumes no responsibility for over-wetting misuse.

LAUNDRY ADDITIVE (RESIDUAL BACTERIOSTATIC AND RESIDUAL SELF
SANITIZING ACTIVITY UNDER CONDITIONS OF HIGH RELATIVE HUMIDITY OR WET
CONTAMINATION) AGAINST ODOR CAUSING BACTERIA FOR INSTITUTIONAL,
INDUSTRIAL AND HOSPITAL USE.

This product sanitizes laundry such as bed spreads, sheets, pillow cases, diapers, towels, and other
wet linens by controlling and/or reducing the growth of odor causing bacteria. It can be used in
industrial and institutional areas such as motels, hotel chains, nursing homes and hospitals. This
product is used as an addition fo the final rinse cycle.

Add 8 fluid ounces of this product per 100 Ibs of dry laundry to the final rinse cycle water (200
ppm).

If the product is to be diluted prior to adding in the final rinse cycle, use 1 ounce per gallon of
water and then add to the washwheel in the final rinse cyele:” - - =
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ADDITIONAL PANEL

SANITIZATION: NON FOOD CONTACT SURFACES ONLY

Remove all gross filth or heavy soil prior to applying sanitizing solution.

To sanitize walls, floors and other hard nonporous surfaces in such areas as schools, institutions,
industries, use mop, cloth or immerse item within a solution containing 2 ounces per gallons so
as to wet surfaces thoroughly for 1 minute. Drain or air dry. Prepare fresh solution daily or when
solution gets visibly dirty.

THE FOLLOWING ORGANISMS WILL BE ADDED TO THEIR RESPECTIVE AREAS ON
THE LABEL AT THE NEXT PRINTING OF THE LABEL.

Enterococcus faecalis (Vancomycin resistant)
Listeria monocytogenes

Staphylococcus aureus (Methicillin resistant}
Salmonella typhi

Staphylococcus capitis

Streptococcus pyogenes

Newcastle Disease virus

Avian Influenza/Turkey/Wisconsin Virus
Aspergillus niger

Ulocladium sp.

Penicillium oxalicum

Penicillium spinalosum

Influenza A/Brazil Virus
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ADDITIONAL PANEL

SANITIZATION: FOOD CONTACT SURFACES ONLY

Remove all gross food particles and heavy soil by preflush or prescape or when necessary a
presoak. Thoroughly wash the surfaces or objects with detergent/cleaner and followup with
potable water rinse prior to applying sanitizing solution. To sanitize previoulsy cleaned and rinsed
hard nonporous food contact surfaces sush as food processing equipmemnt, counter tops, drinking
glasses, eating utensils in such areas as schools, institutions, industries, meat/poultry/food
processing plants, dairies, bars and restaurants use mop, cloth or immerse item within a solution
containing 4 ounces per 7 gallons (200 ppm active solution) so as to wet surfaces thoroughly for
1 minute. Thoroughly drain the use solution form the surface or air dry. Fresh sanitfizing solution
should be prepared daily or more often if the solution becomes dilulted or soiled. This product
is an effective sanitzer when diluted in water up to 250 ppm hardness (CaCQO,)

THE FOLLOWING ORGANISMS WILL BE ADDED TO THEIR RESPECTIVE AREAS ON
THE LABEL AT THE NEXT PRINTING OF THE LABEL.

Aspergillus candidus

Penicillium chermesinum
Porcine parvovirus

ENVIROMMENTAL HAZARDS (statement for containersof 5 gallons or more)

This pesticide is toxic to fish. Do not discharge effluent containing this product into lakes,

streams, ponds, estuaries, oceans, or other waters unless in accordance with the requirements of
a National Pollutant Discharge Elimination System (NPDES) permit and the permitting authority
has been notified in writing prior to discharge. Do not discharge effluent containing this product
ta sewer systems without previously notifying the local sewage treatment plant authority. For
guidance contact your State Water Board or Regional Office of the EPA.
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ADDITIONAL PANEL FOR SUBJECT AMENDMENT DATED 9-6-96

THE FOLLOWING ORGANISMS WILL BE ADDED TO THEIR RESPECTIVE AREAS ON
THE LABEL AT THE NEXT PRINTING OF THE LABEL.

Bordetella bronchiseptica

Sireptococcus equi var. zooepidermicus

Corynebacterium pseudotuberculosis

Rhodococcus equi Campylobacter jejuni
-\} Yersinia entertocolitica

Actinomyces pyogenes

Pseudomonas pickettii

Staphylococcus auricularis

Staphylococcus simulans

Staphylococcus hominis

Escherichia coli strain 0157:H7

Pasteurella haemolytica

Escherichia vulneris

Salmonella typhi
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