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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

Jou

DEC | 6 1994
MARIL PRODUCTS, INC
620 South /B’ Street, Suite A
Tustin, CA 92680
Attention: James C. Swims
Vice President
Subject: Control III Disinfectant Germicide

The amendment referred to above,

EPA Registration No. 55364-3
MOU compliance Amendment dated September 16, 1994

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.

Under the heading "Microbial Activity", in the FDA
package insert, remove the following organisms from the
table. Efficacy data has not been submitted to EPA to
support these claims. Serratia marsescens,
Staphylococcus epidermidis, Pseudomonas cepacia,
Streptococcus faecalis, Streptococcus pyogenes,
Streptococcus viridans, Proteus vulgaris, Proteus
mirabilis, Shigella dysenteriae, Salmonella pullorum,
Salmonella typhosa, Clostridium perfringens, Klebsiella
pneumoniae, Aerobacter aerodenes, Haemophilus
influenzae, Candida albicans, Epidermophyton inquinal,
Microspo-um audouini, Trichophyton interdigitale.

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.
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If you have any guestions concerning this letter, please
contact Wanda Mitchell at (703) 305-614l.

Sincerely,

W

Walter C. Francis

Acting Product Manager (31)
Antimicrobial Program Branch
Registration Division (7505C)
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USED FOR:

Dounlecton ol sails, eqnpment, beat sensdive nsing-
merds 3nd "L W COETALNG 100MS, 1EC0 €My [UOmS
and wiense. @ care (ooms,

LAUNDRY:

Use 12 gunse CONTRCL Ul per 25 1hs iy weight of
'aundiy n tre Lnal nnse.

HOME USE:

Fot gisinlect,an of Aespatory Therary Doudmend i
tt.e homa wetel (0 Technicd Sulleta TCONTROL
DISINFECTANT FCR HOME CARE"

*NOTE: CONTAOU il DISINFECTANT GERMICIDE
nas nol Deen 25'ed tor eflectveness aga.nst hMyco-
bacierum TucercLlos:s and must not be reled upon
when 3 Tuzercuiocda produdt is desved.

PRECAUTICHARY STATEMENTS:

HAZARDS TO HUMANS AND
DOMESTIC ANINALS

DANGER:

Keep a0t ¢f r22ch of chddren. Corosre. Causes
sevare 2ye and son dartage Bo not getn eyes, on
skin. or on gzmang Wea gogales of face sheld and
ruhser gloses whea hangling, Harmidl f saaliowed.
Avod contaminaton ol ood, Remove and wash
comamnated ciothing,

STORAGE AND OISPO3AL:

— Do rof contamunale waler, food of fead by
Maye o gisposal
ot store oa side

- oAb N0t reuse @MDY Contaner

PESTICIDE DISPOSAL:

Pesncde wasles are aculely hazardous, Improper
disposal of pesvede spray of miature of rinsate is a
votaten of Fedaral Law if these wasies cannot be
¢sposed of tv use aciording 10 label instnations,
contact your State Pesboice o Environmental Agency,
ot 1ne Harardoys Wasle repiesenta’ve al the nearest
EPA Regonal Oce for guidance,

CORTAINER DISPOSAL:

Do oot reuse contaner, Anse thoroughly belore
discarding wr rash. Triple rinse {or equivalent), Then
oFer for recycing of recondiboning, of punchure and
Ciaose of 1 3 Saniary LindlM, or incineraten, of &
aicaod by Stale and 'oCat authontes by turrng, H
borred dlay sut ot amoee,

Manufact  d by Manil Products, Inc.

l  and wash contaminaled clothing belore revse.

... NOTE TO PHYSICIAN: Probabls mucosal damage may oo ¢
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DIRECTIONS FOR USE:
It |s a viclation ot Federat Law 10 use this product
Ins mannes h_\conusten;t m‘lh'l? labeding. .
?ﬂ:‘c‘f’}:”l‘ll c.: IMER HERE
1. Remove heavy sod as requved.
2 Apply CONTROL Il DISINFECTANT a3 deected.

GERMNMVICIDE . ; %}Wﬂm@n_s@mﬁ@msﬂunmm
_ OPERATING ROOM GERMIC!DE:’
Rapid Action — Long Life ::*h‘"f“ 2 cunca CONTROL 4 DISNFECTANT 1 one

Aesulting mixtue somans 780 ppm active ngredwnts.

n - alkyl {60% C 14, 30% Cyg, 5% C1g, 5% C12)

. ing room. Allow to ax dry,
dimelii benzyt ammonium chionde . —.——— — 10%~ COLD DISINFECTANT:

n - alkyl (68% Cy3, 32% Cy4) dimethyl ethyl benzyl Clean nsvuments wth CONTROL 10 Detergent.
ammonum chioride ; 10‘7. . Disinfect a3 follows: Mix one ocunce CONTROL il

Dislnisctant in coe gallon of waler. immerss instru-

IN:RT INGREDIENTS . 80% ments for 10 minutes of Mors, Active concentrabon
100% oo

160ppm. *. L

OM INANIMATE ENVIRONMENTAL
SURFACES EFFECTIVE AGAINST
Pseuoomonas aefuginosa * Adenovirus type 5 » Staphylococ:
cus aureus * VYaccinia viruses * Salmoneka choleraesuis » Infly-
enza Ag virus » Escherichia coli « Herpes simplex virus

KEEP QUT QF REACH CF CHLDREN
. .DANGER ~ . 5%
STATEMENT OF PRACTICAL TREATMENT ... ',
In case of contact, immediatety fush eyes or skin with plenty of *
waler for at least 15 mintes. For eyes, <2 a physician, Remove

S Vechrical Buletin *Efficacy Of Control i Products
+* For The Control Of The Hurnan mmunodificancy Vina
+ Hpe LADSVIRUS;S -~ oK S

1
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gelatin solution, or —if these arenot avalabie — drink one of two targe .
Glasses of watar, Avold alcohol. Call a physician Immediately. .-~ 77
traindicale tha usa of gastric lavage. Measures against cirevialory &
shock, respiration depression, and corvulsion may ba needed. © -
This product i a concentrate and must be dituted belore us; .

Sca lett panel for additlonal precautionary statements, %
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_ACCEPTED ¢
1.) ADD DISCLAIMER STATEMENT IN BOLD TYPE JUST BELOW "IT IS Aith COMMENTS
) VIOLATION OF FEDERAL LAW TO USE THIS PRODUCT IN A MANNER '™ EPA Letter Dated:
INCONSISTANT WITH ITS LABELING. -
Under the Federal Inzecticide.
amene T
_ ) > reniclered under LA llen. T X
This product is not to be used as a terminal B5364 -3 :

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
normally sterile areas of the body, or (2) contacts intac.
mucous membranes but which does not ordinarily peajetrate the

blood barrier or otherwise enter normally sterile-areas of

the body. This product may be uced to preclearn. ox

decontaminate critical or semi-critical medical’ devices -

prior to sterilization or high-level disinfection,” -

2.) REMOVE DIRECTIONS FOR "INSTRUMENT STORAGE" AND "FOOD
PROCESSING EQUIPMENT AND DTISHES" TO MAKE ROOM FOR
DISCLAIMER.
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PACKAGE INSERT

CONTROL {1l DISINFECTANT GERMICIDE
i20% QUATERNARY AMMONIUM CHLORIDE

A INDICATIONS FOR USE

(V5]

Germucide Level of_Actvny

Controt I Disinfectamt Germucrde :s a low level general use disinectant when used
according to the Directions for Use. A ten munute immersion at 20°C - 237C wail
destrov a broad spectrum of vegetauve baclena. fungi and specified iruscs - including
Pseudomonas acruginosa. Adenovrrus tvpe . Staphylococcus aurcus. Vactini viniscs.
Saimonella choleraesuis. niluenza A~ Virus, Eschenchua coli. Herpes simolex virus and
HIV-1

Control 11 Disinfectant Germecide has not been iested tor effectin eness aganst
AMycobactenium Tuberculosis and st not be relied upon wien a Tubercuiocidal
product s desired

Reusc Penod

As a surface disinfectant on walls. floors. beds. mattresses. cte.. Control 1
Disinfectant Germucide 1s not mitended for reuse. A fresh solution should be prerarcd
daily or when solution becomes visibly dirty

On equipment which can be im narsed 1n Controi [ Disinfectamt Germuaide. the
Control [1T solution can be reused up 10 touncen days provided the required level of
germuadal activaty exast as descnbed 1n the Directtons For Use. The gerrrucidal actinvaty
of the use-solunion must be venfied daly with Control [1I west stnps.

General Informanion on Selection and Use of Germmuades for Medical Device
Reprocessing

Choose a gernucide wath the level of microbial acoviry thai 1s appropnate f{or the
reusable medical deviee or cguipment surface. Follow the reusable device labeling and
standard instimtional practices. In the absence of complete 1nstructions. usc the
following process’

First. for patent contacting devices. determune whether the reusable device to be
reprocessed 1s a critcal. semu-cntical. or noncniical device. A enical devace presents a
high nisk of infec*.on :f uct stenle. Cnucal devices routinely penetrate the skin or
mucous fembranes during use or are otherwise used in normally stenle 1's9ve af the

Cror oy » '

A scrimcnnical device makes contact with mucous membranes but does not Yrdvjanly -~ *°
penetrate normally sterile areas of the body "t Tt
b : - . *
L] L]

A noncritical device contacts onls intact skin dunng routune use

24
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Second. dewermune the level of germucaidal actinty that is needed for the reusable device.

Crtcal Device - Stenlization requured (¢.2: products that enter stenle nssuc or the vascuiar
svstem. such as laparoscopes and rmucrosurgical instruments)

Semi-Cnucal Device - Stenhization recommended whenever pracucal. otherwise High
Level Dhsinfection acceptable (¢.2. Gl endoscopes. anesthesia equipment for the
arvay, diaphragm-fitting rings. etc.)

~Noncnucal Device - Intermediate Level Disinfection recommended when there is 2 nsk
of cross-contarmination. otherwise Low Lovel Disinfectien acceptable (e.g. bed pans.
blood pressure cuffs. linens. etc.)

Medical Equipmemt Surface - Sume as for noncntical device (e 2. crutches. oxygen
cvlinders. etc.)

Tturd. select a gernucaide that 1s labeled for the appropniaste genmeadal level ind 1s
compauble with the reusable ¢mice. Follow directions for the gemmicide.

Microbal Activity

Conirol {111s effecuve agminst a broad spectrumn of bacterit (gram-negatn e and arim-
positnve). viruses and fungi. Orgamsms of special concern which are kiled by Control
Il include

BACTERIA

Serratia marsescens
Staphylococcus aurcus
Staphylococcus epidermudis

VIRUSES

Herpes simplex
Adenovirus npe 2
Influenza A2

Pseudomonas aeurginosa Vaccinia
Pseudomonas cepacia HIV - |
Eschenchia coli

Streptococcus faecalis

Streptococcus pyogenes

Streptococcus vindan

Protcus vulgars FUNGI

Proteus murabilis Candda albicans

Shigella dysenteriie
Salmonella pullorum
Salmonella fyphosa

Eptdermophyton inquinal
Microsporuth audouinu
Trchophyton mterdigitale

Salmoneila choleraesuis
Clostndium perfringens
Klebsiella pneumoniae
Acerobacter aerogencs
Hacmophilus influenzae

Matenal Compatubility . i' '

Control HI Disinfectant Germmucide 1s compatble with natural and svotheticirubber.
glass, painted suifaces, metal and plasucs m nomully nsed apphcanons .'cr'\.'ipl'ng or
spriving equipment. When used for soaking equpment should be ssmmersed for

a maximuin of twenty minutes Extended and repeated soaking may cause tackiress.
crazing or discoloriion of some plasties and rusting of soft metals




6 Cleamineg Agent Companbality

Conurol Il Disinfectant Germicide is ompauble with non-ionic. canonic and
amphotenc detergerts. Since Control M1 is a catonic chemucal. 1t 1s not compauble
with anuonic detergents such as bar scap. Most liquid detergents ate acceptable as
pre<cleamung agents  The efficacy of Control [II is not adversely effected by alkadine or
aad soluuons. A thorough water ninse is required after cleaning with anv detergent 10
ensure the efficacy of Control [T and to avord any long term detnmental effects on
equipment from detergent residues.

CONTRAINDICATIONS

I Control 1l Disinfectant Germucide 1s a low level disinfectant. It 1s not indicated for
usc where stenlization or tugh level disinfecuon is required or practicai

2 Control III is not indiciaied for use aganst Mycobactenum Tuberculosis

3. Control HI 1s not indicated for use where the possibility of cross-contanunation
between patients exist.

WARNINGS

{n case of contact immedtately flush eyes or skan witii plenty of water for at least 13
munutes For eyes. call a physician. Remove and wash contaminated clothing before use
[f swallowed. drink one or rwo large glasses of mulk. egg whiies. gelatin solution. or-1f
these are not available-drink onc or two large glasses of water. Avoid alcohol  Call

a physician unmediately.

NOTE TO PHYSICIAN- Probable mucosal daimnage may centraindicate the use of 2asine knage
Measures against crrculatory shock. respiration depression. and convulsion mav be  needed

PRECAUTIONS
L DANGER . Keep out of reach of chuldren. Corrosive. Causes sexere exe and skin

damage. Do not get in cves. on skin, or on clothing. Wear goggles or face shicld and
rubber gloves when handling. Harmful of swallowed.  Asoid contamnabion of food
Remove and wash contaminated clothing.

2 Contaminated reusable equipment must be thoroughly cleaned prior to disinfection
stnce restdual contamination can reduce the effectiveness of Control 111 Disinfectant
Germicide.

3 When handling items soiled with blood or body fluids use disposable latex gloves.

gowns. masks or eve coverings.

4 Blood and other body fluids should be autoclaved and disposed of accordin: *¢ "ocal
regulations for infectious waste disposal. Co

5 I11s a violation of Federal 1asw to use Control 11 Disinfectant Germiade i mmner .
inconsistent with its labeling
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Control III Disinfectant Genmucide should be used as part of a validizd reprocessing
procedure for equipment as provided by the manufacturer.

It 1s smportant that the use of Control III Disinfectant Germicide be validated for the
disinfection of any equipment not spectfically indicated on the label or any equipment
where reprocessing directions do not specificatly refer to Control Il Disinfectam
Germucide.

DIRECTION FOR USE

tad

h

For operating room germicide. mix 1/2 ounce of Control IIl Disinfectant in one gailon
of water. The resulting mixture conwuns 780 ppm acuve ingredients. Apply to surfaces
of fixtures and equipment in operanng room.

For disinfection of non-critical equipment and devices prepare a solution ot Control [I1
Disinfectanmt Germmicide by adding 1/2 ounce Control [1I 1o 2 quarts of water in a food
grade plastic container or container supplied by Mani Products. If larger volumes are
required. add one ounce of Control HI for cach gallon of water Thus soluuon mav be
reused for up to 14 davs. Check solunon daly with test sinps to ensure adequae
disinfection level of Control 11 If the solution becomes visibly dirty or falls below
L000O ppim dump the used solunon and muke a fresh solution of CONTROL {1 Keep
distnfecung solutton covered when not in use.

Blood and other body fluids must be thoroughiyv cleaned from surfaces before non-
cntical equpment and devices are disinfected with Control [ Thisinfectant

Disassemble equipment according to manufacturer's recommendations. Wash device
thoroughly tn mild detergent and warm tap water. DO NOT USE SOAP. Rinse parts
with tap walcr.

Immerse equipment parts in solunion of Control 111 and soak for 10 minutes

Rinse all equipment parts with hot tap water (allow water to run fur 5 minutes before
nnsing parts) and allow to air dry.

After parts are dry cover them with a clean towel until equipment is reasscbled.

Test Stnp Instructions

The CONTROL I TEST STRIP is designed to be an indicator of the genmicidal
activity level of the CONTROL [l DISINFECTANTS. The color of the test strip after
it has been dipped into the CONTROL 111 solution indicates how much gennicide is
still in the solution.

With a fresh solution of CONTROL 111 the test strip will tum DARK GREEN. Tlus
means the solution has a high level of germicidal activity. As the solutior: ‘s veed over a
period of time. the Ievel of germicidal activity decreascs. : :

As the solution loses potency. the color of the test strip (after being dipped 1mo thie
CONTROL I solution) will change from dark green to light green to greenishivellow | .
toyellow The weiker the solution becomes. the lighter (vellow) the strip will beThe
strip will remain yvellow in water

Note  This s a color comparison It is not relible for persons who are colorblind

d
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To test a solution of CONTROL I wath a test stnp. follow these steps:

1. Tear of one two inch test stnp. DO NOT REUSE TEST STRIPS.
2. Dip the strip into the Control I for 2-3 seconds
3. Remove the test stnp from the soluton. want 30 seconds then compare wath the
color chart included.
1 If the color 'ndicates a level of 80U ppm or below/ discard the solution.
STORAGE:
L Store in onginal contamer before use. Do not store on side. Do not contarunate food

or feed by storage or disposal.

2 Unuscd diluted stock solutons mav be stored in covered plasuc or stunless sicei
containers for six months. Do not add used diluted solutions back inie unused stock
solutions.

3. Diluted solunions can be rensed up to 14 dayvs provided it 1s not contamunaied and :t
indicates the mirmun effective acunvay level  as determuned wath the Control 11 est
stnps.

TECHNICAL INFORMATION AND ASSISTANCE

Technical information and assistance may be obtained by calling Manl Products Crectomer
Service at 1-800-316-7711 or by wriling to

Marnt! Products, Inc.

620 South 'B' Street, Sute A
Tustin, CA 7268

USER TRAINING

The decontamination and disinfection of equipment walls, Roors. ete. is entical to safety and  health.
The user of Controllll Disinfectant concentrate should be adequately trained in decontarmination and
disinfection procedures and the handling of oxic substances such as liquid chemical germicides

DISPOSAL INFORMATION,
1 Disposal of Used Germicide

Discard used Control 131 selution to drain. Flush with water.

‘wd
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Pesucide Disposal

Pesticide wastes are acutely hazardous. Improper dispos»’ of pesticide spray or
muxture of nnsate 1s a violauon of Federal Law  If these wastes cannot be disposed of
by use according to label instruction. contact vour State Pesticide or Emvironmental
Agency. or the Hazardous Wasie representative at the nearest EPA Regional Office for

guidance.

Container Disposal

Do not reuse container. Rinse thoroughly before discarding in trash. Tnple nnse (or
cquivalent). then offer for recyeling or recondiuoning. or puncrure and disposc of in 2
samtary landfill. or incinerauon or if allowed by State and local authonities by burning.

If burned stav our of smoke.

HOW SUPPLIED

Controi Il Disinfectant Gerrucide 2nd accessones are provided as follows

CONTROL I DISINFECTANT
DISP-12
Concentrate: Pints/1 2 per case

CONTROL III DISINFECTANT
DISH - 12
Concentrate/Half-pints/1 2 per case

CONTROL I DISINFECTANT
DIS-20z - 24
Concenirate/2 Ounces/24 per case

CONTROL I KIT

HCK -8

4 kits per case

Each kit contains: 2 quart bucket with hd. 2 oz Control 11, 1 measunng cup and tcst
stnps.

.....

Marnil Products. Inc T .
620 South B Sireet. Suile A roe,
Tustin. CA 92630 o
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