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Lonza, IncC.
22=10 Route 208
Fairlawn, R 07410

Attention: Irving Gottliab
Manager, Governmantal Relations

Gentlemen:
Subjects Bardac 205M

EPA Raglst-ztion iic. 5836-66
Your Application Dated January 10, 1lvs3d

—. .= The amendment referred to above, submitted in connection with registration

under FPIPRR sec. 3(c}(7}(A), is acceptable provided that vou:

l. Suimit and/or cits all data required for registration/reregistration
of vour product u.ler FIFRA sec. 3(c){S5} when the Agencv reguires all
regigtrants of similar products to submit such data.

2. #Make the labeling changes listed bemlow Dafore you release the product
for shipment bearing the amended labeling:

4. Include a statement which clarifies that the attached label (EPA
Reg. No. 6836-70) is an example of an end-use product amenkms

R eyt wP--0R has been reqgigteres with

EPA (page 4).

3. Submit five {5) coples of your final printed labeling hHefore vou
releage the product for shipment.

If these conditions are not compliad with, tiie regiastration will be
subject to cancellation in accordance with FIPRA mec. 6(e). Your ralease for
shipmant of the product bearing the amends:Ai labvling constitutes scceptance of
these conditions.

A stamped copy of the Product Information Bulletin is e.-losed for vour
records.
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For referene: The Accession Wumber is 24938l. A copy of ths Technical
Suppoxt Section Efficacy Raview-II {s enclosed for your records.

Sincerely yo P -
'_,/’ /;'
(.
S
John H. Lee
Product Manager (31)

Disinfectants Branch
Registration Division (TS8~767C)

———— e

Enclosures

. RD:Johu d. Lee;DCR-0307]1:WANG-2610C:aca:Raven:479~-2013: 2/17/83

REVISED 2/24/83:DCR-03078:WANG-2696C:gmm
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' Bardac 205M/208M is a radically new development based upon Lonza Inc. aiciiica
! “Twin Chain” quaternary aimmacaniui compound technology. Bardac 205M/7208M,
{ | when evaluated by accepted laboratory procedures, provides superior germicidal and
- fungicidal activity far beyond that achieved with currently available quaternary
ammonium compounds. This provides the formulater with unequaled latitude in the
design of biocidal systems.
Chemical Composition
Bardac Bardac
Active Ingredients 205M 208N
Alkyl (C14, 50“;|: C]g, 40”;:: Clﬁ' 10'«'11) din](‘[hyl
benzyl ammonium chlonde 20.0% 32.0",
Octyl decyl dimethyl ammonium chloride 15.0% 24.0",
Dioctyl dimethyl ammontum chloride 7.5% 12.0',
Didecyl dimethyl ammonium chloride 7.5% 12.0.
( Inert Ingredients 50.0°, 200"
( ! Physical Properties
Average molocular weight 342
pH (10" solution) 6.5—9
Physical state Liquid
Color Clear to hight amber
Flash point (Seta Flash) 11671 118°f1 veuod.
Specific gravity @ 25°C 0.946 0.912 ses » R
{(7.89 Ibs.7gal) (7.61 Ibs /gal) oo cesede
EPA Registration No. 68 36-66 6836-67 *
CAS No. £8423-95-5 & 130 08-2 R &

LONZA INC | Fair Lawn, NJ 07410 2692 « Tel 201 794 2400 « Cables Lonza FawLawnNJ « TWX 7109882243 » Telex 130 472
LONZA INC . PO Box 1500 Long Beach CA 30801 « (213} 537 0451 + (213} 979 0606 » TWX 9103 346 7610



Summary of the superior performance characteristics of Bardac 205M/208M:

sBetter disinfectant performance.

«Broad spt.trum biocidal activity against both gram positive and gram negative
organisms.

sIncreased hard water tolerance for sanitizing activity.

+Superior fungicidal performance.
«Substantial organic soil tolerance (in accordance with the latest EPA requirements).

GERMICIDAL ACTIVITY

Important Note: All microbiological evaluations were performed in the presence of an
organic soil load represented by 5% binc.d serum,; proposed EPA guidelines — Subpart G,
Supplemental Recommendations #4, p 11-112, June 22, 1979. The serum was added to
the inocufum prior to the carrier drying step (or other appropriate procedure).

Disinfectant Activity Determined by AOAC Use-Dilution Tests

The minimum concentration of Bardac 205M/7208M required for effective disinfection is
determined by the AOAC, 13th Edition, paragraph 4.007-4.011 (1980; procedure
commonly known as the Use-Dilution Tesi,

Test Organism ATCC # Minimum Effective Concentration

250 ppm active quaternary
250 ppm active quaternary
450 ppm active guaternary

Staphylococcus aureus 6538
Salmonella choleraesuis 10708
Pseudomonas aeruginosa 10524

The broad spectrum germicidal activity of Bardac 2058 /208M was confirmed by it
AOQAC Use-Dilution evaluations against the tollowing organisms:

Test Organism ATCC # Minimum Effective Concentration
Escherichia coli 11229 250 ppm active quaternary
Serratia marcesens 8101 250 ppmadcive quaternary
Brevibacterium ammoniagenes 6871 250 ppm active quaternary
Salmonella typhi 6539 250 ppm active quaternary

Disinfectant Activity Determined by AOAC Use Dilution Tests
in ihe Presence of Hard Water and Organic Soil

Hard Water
Test Organism ATCC # Concentration Minimum Effective Concentration
Pseudomonas
aeruginosa 10524 0 ppm/CaCO, 450 ppm active quaternary
300 ppm/CaCO, 850 ppm active quaternary
cee 400 ppm/CaCO, 850 ppm active quaternary
. 500 ppm/CaCO, 1000 ppm active quaternary
. Salmonella
teeae choleraesuis 10708 0 ppm/CaCO, 250 ppm active quaternary
. . 300 ppm/CaCO, 600 ppm active quaternary
te 400 ppm/CaCOs 600 ppm active quaternary
. 500 ppm/ CaCO, 700 ppm active quaternary
TN VIRUCIDAL ACTIVITY

««Yhe viruaidal activity of Bardac 205M/208M was confirmed by current EPA accepted
protocol against Influenza A, (Hong Kong), Herpes simplex and Vaccinia at 450 ppm
active quaternary.
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Sanitizing Performance/Hard Water Tolerance

Bardac 205M/208M has been clesred by the FDA as an “Indirect Food Additive” under
21CFR178.1010 “Sanitizing Solutions” at a concentration of 150 400 ppm active, and
requires no potable water rinse. This clearance covers the usage of 3ardac 205M/7208M
on food processing equipment and utensils and food contact surfaces in public eating
places. In addition, the use of sanitizing solutions based on Bardac 205Mv208M fulfills
the criterta of the Grade "A” Pasteurized Miltk Ordinance 1978 Recommendations of the
United States Public Health Service.

The hard water tolerance of Bardac 205M/208M is measured by the AOAC Germicidal
and Detergent Sanitizer Method, 13th Edition, paragraph 4.023-4.032 (1980}, « ommonly
called the hard water tolerance test. Exposure o1 100 mitlion organisms of Escherichia
coli (¥11229) to 150 ppm of Bardac 205M/208M for 30seconds at 25°Cin 800 ppm of water
hardness results in the required reduction of 99,999, of the bacteria,

Calcium and magnesium salts are typical hard water components; however, other
electrolytes may be present during actual ficid apphcations.

Concentration ot
Bardac 205M/206M Required

Test Organism for 99.999% Reduction Hard Water Ceiling
Escherichia coli, 511229 150 ppm 800 ppm hard water
200 ppm 1100 ppm hard water
Staphylococcus aureus, 36534 150 ppm 800 ppm hard waie
200 ppm 1100 ppm Fard water

Non-Food Cantact Application

The non-food contact surface sanitizing activity of Bardac 205M/ 208M was determined
by the tollowing test methodology: EPA DIS/TS5-10,F ebruery 6, 1979 and the Guidelines
for Registering Pesticides i the United States. Subpart G - Product Performance, June
22, 1979 Draft. Recommended Method =8 (Sanitizers-Non-food Contact Surtaces), p
101-102.

Concentration of Hard

Bardac 205M/208M Required Water Contact
Test Otganism for 99.999% Reduction Ceiling Time
Staphylococcus aureus 150 ppm {acaive) 800 ppm 2 min.
(ATCC =6538) 200 ppm (active) 1100 ppm 1 min.
Klebsiella pneumoniae 150 ppm {active) 800 ppm 2 min,
(ATCC 24352} 200 ppm (active) 1100 ppm 1 man.
Fungicidal Performance as Determired by the AOAC Fungicidal Test *tc.

Possessing superior fungicidal activity, Bardac 205M/7208M effectively passes the AQAU
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Summary of Applications and Recommended Use-Levels

Application Recommended Use-levels on 100% Active Basis
viospital Disinfection 450 ppm active quaternary
General Disinfection 250 ppm active quaternary
Sanitizing 150 ppm acuve quaternasy

Product Registration

The Lonza Technical Service Department will assist you with Bardac 205M/208M based
formulations and EPA registration.

Prototype tormulations based on Bardac 205M/208M, thewr EPA data hase references
and sample labels are available upon request. For formulations of your own
development, you are responsible to provide data curreatly required by the EPA to
support that registration.,

Disinfectant and sanitizer produdts containing Quaternary Ammonium Compounds
must be registered with the US. Enviegnmeatal Protection Acency Apphcations i
registration must be accompanied by wo copies ot your proposed label and should be
sent to Product Manager No. 31, Oftice of Pesticide Programs, Registration Division (15-
767), LS. Environmental Protection Agency, Washington 12.C. 20460, Some state

agenaies also requite registration of vour productindependent of vour LPA registration.

Precautionary Statements

Danger: Keep Out of Reach of Children. Corrao e Causos severe eve and ~km
damuege. Do rot getin eves, on skin, or on dothing . W ear goggles or tace
shield and rubber gloves when handlhing, Harmtu! or tatal if swallowed.
Do not contaminate water, food or feed by storage or disposal.

Statement Of In case of contact, immediately flush evecor shinsith plenty of water tor
Practical atleast 15 minutes. For eyes, call a physician. Remove ard wash contami-
Treatment: nated dothing before reuse.

I swallowed, drink promptly alarge quantity of nulk, egg whites, gelatin
solution; or f these are not available, drink large quantitios of weter
Avoid alcohol. Call a physician immediately

Note To Probable mucosal damage may contramdicate the use of gactrie lavage.
Physician: Measures  against  circulatory  shock, resprratory depression  and
convulsion may be needed.

Container Dispose of inanincinerator or landfdl approved for pesticide containers.
Disposal: Bury in a safe place or return to drum recondinioner.
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. Harmful if swalloweqa,

'

Sanit of Food Proceassing EQuipmem and Other Mard Surfaces In Food
Cont Locethona For samtzing fond processing equipment, dairy
equIpment, 1009 ulens)'s dishes silvérware grasses Mnklups counterops

retriQerated stosage ard aisptay equipment and other hard non-porous
sutiacas Mo Polable water rinse ln required

Vashandringe ah arl.es thofaughty When apply asolvtton ot 107 BARDAC-
28-T.8 4 garons ofwarter 50T mactnel Surtdces shoud reman wetlor

3t Tegsl One Maoute 1ot cwe d By o teguate drahing and wr drying Fresh
30l 00 3hOUId bE Prefaret Jasty o afH Lo 5L TN BECLMES visibly Jirty
For muchamod ag-licatorn use soiphint gy mol b reused oo san L hng

& Caliofns

Apfty 1o S Llupd cLunlertopd el Jerates o
arrd Olned STAUCTAry Hard vt fales by
Jvitt: Mo Polable water rins# I raquered

gajeand dspia, oo priont
ar Prosho o e Al el Spfay

Cishes silverware glduses COukng w'ens .y and olher simaar sire foud
procussing sgquipment Can be st el by ot efnen on g 1 gl 4 galiun
sdution 0f BARDAC-20575 No Polable water rinis 18 . _quired

A1 Gy o4 Qallons BARDAC-205-7 S L% the _rtenia o' Appendis F U1 the
Grade " A" Pasteurged Man Omdinances 1978 Recummengatiors gl the U S
Pubiic Health Services n walers op lu 800 ppm of hardness calou:aled as
CaCO, whenr svaluated py 1he ADAC Gurmicigal and Dutergent Sannzer
Metnod aganst Eschedichia con and Slaphy 0oLt oS suteys

The ugosers hanas andleats Of Gdify COwY (an be 3anitized by wastung w th a
soluthon 0t t o BMARDAC-20%5-2.5 in 4 gaucrs ot warm watar Mo Potable
waterrinseisrequiced Use atieshlowel for eac hoow Aundcontan natanct
sdn v ing solulion by dirt wnd yoil Do not g used Towel Dacw ity sdiiilising
solution When solul'uh beomes visiluy iy BSCAMD and provige 1ress
SOlon

Precautionary Statements
Hazards to Humans and domestic animals

DANGER

Keep out of reach of children. Corrosive, (Causes eye and
skin arritation. Do not get in eyes, on skan, or on clothing,
Wear goggles or face shield and rubber gloves when handling,
Do not tbreathe spray mist.  Avold

contamination of food.

STORAGE AND DISPOSAL
~DONOT CONTAMINATE WATER. FOOD, OR FEED BY
STORAGE OR DISPOSAL
—OPEN DUMPING iS PROHIBITED
—~['0O NOT REUSE EMPTY CONTAINER
PESTICIDE DISPOSAL

FESTICIDE SPRAY MIXTURE OR RINSE WATER THAT
CANNOT BE USED ACCORDING TO LABEL INSTRUC-
TIONS MUST B8€ DISPOSED OF ACCCRDING TQ
FEDERAL OR APPROVED ' TATE PROCEDURES UNDER
SURTITLE COF THE HESOQURCE CONSERVATIONAND
RECOVERY ACT

CONTAINER DISPOSAL

TRIFLE RINSE (OH EQ'HVALENT) THEN OFFER FOR
RECYCLING OR RECOND TINDHNING OH DISPOLE (OF
IN A SANITARY LANDFILL. OR BY INCINERATION IF
ALLOWED BY STATE AND LOCAL AUTHORITIES
GENERAL

CONSULT FEDERAL
AUTHORITIES FOH
PROCEURES

STATE OH LOCAL DISPOSAL
APPRHOVED  ALTERNATIVE

BARDAC 205M-7.5

Disinfectant-Sanitizer
Fungicide-Virucide*-Deodorizer
with Organic Soil Tolerance
for Hospital, Institutional
Industrial, School, Dairy and Other Farm Use

Active Ingredients --'a"
Qctyl decyi dimethy! ammamqm Chlonde 2.250%
Didecyl dimethyi ammqnfﬁiﬁ'cﬁlbnde 1.125%
Dioctyt dlmethyl ammonium chloride 1.125%

benzy! amrno'nlpm chlorlde 3.000°%
' ©i i,
Inert Ingredients' - | ;=!*l<f 92.500%
it “EARas N 100.000%
KEEP OUT OF HEACH LDREN

DANGER

Statement of Practlicatl Treatment

In ¢:se of contact, immediately flush eyes or skin with plenly of
water lor at least 15 minute;s For eyes, call a physician. Remove
and wash contaminated ctothing belare reuse

It swallowed. drink promptiy a large quantity of milk, egg whites,
gelatin solution, or f these are noi avallable, drink large
quantities of water Avoid alcohol Catl a physician immediateiy

NOTE TO PHYSICIAN: i >bable mucosal damage may
contr nindicate the use of gastonc lavage Measures agaminst
circulatory shock. resparatary depression. and convulsion may
be neaded

SEE LEFT PANEL FOR ADDITIONAL
PRECAUTIONARY STATEMENTS
EPA Registration No. 6836-70

EPA Establishment No. 6836-IL-1
Net Contents

MA*IUFACTURED BY:
LONZA :NC., 22-10 Route 208, Fair Lawn, N.J. 07410

For Sale For Use And Storage
. By Maintenance Personnel O
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The formula you are manufacturing is EPA registered, thus specifying by law the correct
amounts of active ingredients to be present in your finisked product. Therefore, the
amounts and directions tor the proper production of the formula given below must be

followed explicitly.
The greatest accuracy in prepanng this formulation s achieved when all
ingredients are added by weight 1 this is not possible, measare the hquids and
weigh the solids,

The amounts given are tor a producton batch of 1,000 lbe 10 order s nroduce larger or
smaller batches, merels -dd muiuples or fractions of the amounts liste:d.

The spedific gravity/density of the ingredients required o correctly produce a 7.5
active Bardac 205M7208M dilution have been taken into account in the amounts given

helow:

Bardac 205M/208M /7.5". Dilution
- 1,000 Ib. batch

If Addition
is by Volume,

If Addition
is by Weight,

Density "o wi/wi add in Ibs. add in gallons
Ingredients Ib./gal. 205M  208M  295M  208M  205M 208M

Bardac 205M 7 89 150 - /00 - 19.0 —

Bardac 208M 7.61 — 938 - 93.8 - 12.3
Water 8 34 B5.0  90.62 B50.0 90k 10192  108.66
Total 100.0 100 60 1,000.0 OGO O 12092 120.96
205M  208M
M e Specific Gravity at room temperature (1987 0.945

°* ot Bardas 2058 7208M - 7.5 ac ive dhilutinn
il e Denaty atroom temperatute of B2} 4.2
‘ Bardac 20550 208N - 7 5% actnve didution s gral  Ths pal
« .. Production Procedure for Bardac 205M/208M - 7.5 Active Dilution

o Ines suttable Blending vessed add together the watee and Boardae S 095 2080 Ay tor
<45 @unures, making sure a cleat, undors solunhon has been acheved  Pa ke

o T
ST AL ABLE neTy !

~a




