


TECHNICAL SUPPORT SECTION EFFICACY REVIEW - I

Disinfectants Branch
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Reviewed By Srinivas Gowda jor2t Date 10/26/87
EPA Reg. No. or File Symbol 8383-3
EPA Petition or EUP No. None
Date Division Received 08-17-87
Type Product(s): Hospital Disinfectant
Data Accession No(s) None
Product Mgr. No. 32 (Kempter)
Product Name(s) Permacide Brand Ristex Germicidal Disinfectant
Company Name (s) Sporicidin International

Submission Purpose Amendment to add additional use directions

(Veterinary uses), and additional brand name

labeling (Permacide Brand Ristex Veterinary

Germicidal Disinfectant) with proposed Brand Name

labeling.

Chemical & Formulation Ready-to-use liquid

Active Tngredient (s):

Phenol...evseaas
Sodium Phenate.s et et ceosesosasnes e s e e st s esenea s e s er s e s ecrna

@ s o % » 8 a e s 4 5 6 @6 6 a5 ¢ n 0w s e ¢ 8 6 8 s " 5 ¥ 6= ass .

Sodium BOrate..ieeesssasassennoases b e s asaeneeaen s s aenas s uesa

200.00 Introduction

200.1 Use (s)
Proposed labels are attached.
200.2 Background Information

The submission received 08-17-87, is an amendment to
add additional use directions {veterinary uses) and
additional brand name (Permacide Brand Ristex Veteri-
nary Germicidal Disinfectant). Brand name labeling
accompanied the application.




TECHANICAL SUPPORT SECTION EFFICACY REVIEW - II

Disinfectants Branch

EPA Reg. No. or File Symbol 8383-3

Date Division Recelved 08-17-87 L
Data Accession No.(s). None

Product Manager No. PM-32 (Kempter)

Product Name Permacide Brand Ristex Germicidal Disinfectant

Company Name Sporicidin International




PERMACIDE
ERRND
RISTEX GERMICIDLL/DISINFECTANT

LBACTERICIDAL.TUBZRCULOZIDRL L FUNGICIDAL. VIRUCIDRL M *
.PREVERTS MOILD AXD MILDEW

LELTMINWATES ODORS

Ok
CONTARIRATICN

CORTROL

Zctive Ingredients...Fhencl 1.41% Sodium
Fnenate 0.24% Sodium Eorate 0.47%
Inert Ingredients............... ..97.88%

FEP OUT OF REACH Net Wt.
QOF CHILDRENM

WARNING

See first aid and additicnal precautions on back panel.
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AN EXCELLENT DISINFECTANT,
DENTAL, ANKD VETERINARY
homes, ambulences, hotels

-y

FUNGICIDE, VIRUCIDE, AND TUBERCULOCIDE FOR MLDICAL,

schools, boate and health soas.

Action:

Reduces the hazards of cress contamination.

Prevents mold and mildew.

Self-sanitizes surfaces against odor-geusing crganisms.
Kille Athlete's Foot furci on bathroom, shower and pocl
Non~staining.

Effective
Contzins o harmful &sbre
Yon-flanmzble.
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on nen-porous It penetrates crachs.
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Permacide Brand {Ristex) Germicidal/Disinfectant is effecctive wher used as
Cirected for disinfection but differs in composition from other Sporicidin

brard products.

Directions:

AREAS 1IN HOSPITALS, CLINICS AND OFFICES as well 25 nureing

1t 1= & viclation of U.S. Federal Law to use this product in a manner inconsistent
with its laheling.

Lfter cleaning, thorouchly wet surfeces using & mon, clozh,

To éisinfect: !
Allow to air dry.

sponge &Y mechanicel punp spray.

To prevent Mold and Mildéew: Repeatr application weekly or i new growth appears
To eliminate oders: Apply as above.
Storage and disposal: Store at room temperature. Discard enmpty centalrer in
regular trash collection.
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SINFECTANTS.
0% kill of most disease and odor-czusing
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deodorant (bacteristat and fune

nyl, class,
ENING:  Avoil
th water. 1

It pyovides continual
fungistatic)

bath
equlp... ent,

static,

wood,

BACK FPRNEL

STANDEEDS
Permacide Brand (Ristex}
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' Technical Brochure

FERMACIDE BRARD
(RISTEX)
GERMICIDAL/DISINFECTRENT

& Househo, 51d and Institutional Disinfectant and Deodorizer for Contamination Control

Permacide Brand (Ristex) is a germicidal compound which contains bactericidal, fungi-
cidal, virucidal and tuberculccidal properties against a broad spectrum of pathocenic
organisms which may cause infection. It is especizally aderted as a disinfectant for
hospital usc, and &5 a deodorizer for houschceld and institutional articles and environ-
mental surfaces.

UEES: As a hospital disinfectant, it reduces the risk of contaminaetion on treated
surfacee and articles including thermometers, instruments, telephones
tubing, and other disposable and reusahle supplies andéd eguipnent. It is
& disinfectant which provides germicidal actlivity for household arti lc
and environmental surfaces.

ull strenath..,

¢ articles or wet surfaces thalu'~‘ly Zllow to dyy.

After treatment, repeat if new mold and rildew cccurs.
Clearn surfaces prior to epplicztion,

ACTION: (1} 2 microkiocide that ki
(ann active deodorant and
for many uscs].

rOanilsme

organiems

(2} ¥ille meold and mildew on contact.

{3} Contzins a surface tensiorn reducinc agent.
{ & (o} o v oo re e

{4} Contains no abrasives.

{5) DMNecn-staining.

{6} Water soluble.

(7) Kills: Staphylococcus aureus
Pseudomonas aerugincsa
Salmonella choleraesuis
Trichephyton interdigitale
Grocup & alpha hemclyiic Streptococcus
Group A beta hemolytic Strectococcus
Streptococcus viridans
Escherichia coli
Chaetomium glcbosunm
Aspergillus niger
Pellicularia filimentess

Influenza A, virus {(Japan 305/57 Reian Strain)
Herpes simpfex (types 1 and 2) (oral and genital) _es o E":'
FPolio (type 1) e sssvan
Mycopacterium tuberculosis . N
L] ®
(8) The germicidal activity of this product was demonstrated $°°°°° ::E::
vigually wiih electron microscope photos. JCR
&. It dehydrates the hiCtFI“‘l cytoplssm se oo cesses
k. It deactivates and altercs the cnrc:&tln MmEcs., L) ¢
¢. It destroys the becterial cell mass ané the me#f:anﬁ::.:. casees
(9) Mzy be used on natursl and synthetic hard surfaces macde f)@w.pfastfil
latex, glass, finished wood, metzl, porcelain, enamel and paisted

surfaces.
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(10} Kills **Influenza B, virus (Japan 305/57 Asian Strain), Polio
type 1, Herpes Simplex types 1 and 2 (oral and genital) viruses,
ar.d the tubercle bacillus on articles and environmental surfaces.

Caution: Keep out of reach of children,
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FRONT FPRNEL

Bactericidal . Tuberculecidal . Fungicidal . Virucidszl*

Prevents Mold and Mildew

Active Ingredients . . . o . . . 0 v . ... Sodjum Fnenate 0.24%,

14
Tescntial Qils 0.25%

Inert Ingredients . . . . . & . L.t . e o e e e e e e e e e e e e e e ... B98B.10%

WARNING

See First Ald and Additional Frecautions on
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EPA Reg. No. 8383-3 EEA Est. No.

Net Wt.

Sporicidin Internationa
4000 Massachusetts Avenug, N.W.
Washkington, D.C. 20016
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Left Label Fanel

PERMACIDE BRAND RISTEX VETERIWAERY

GERMICIDAL DISINFECTANT

(Complete Huspital Lovel Disinfection)

For
surfaces
heousing,
vehicles and convevances. It

the orgarisms

egquine influenza,

bovine rhinotracheitis, bovine viral diarrhea,

disease, Venczuelan encephalitis, eguine rhinopneumcnitis,

peseudeorablies, ecuine enteritis.

Iz provides 1003

negative bactcria, pathogenic fungi, and Mycobacterium tuberculosis var. bovis (B

Special Uses:

Spray Cow's Teals:

Permacide Brand Ristex Veterinary
spraylng cow's teats and will thus act

bacteria that cause mastitis.

WARNTING: avoid contact with foed. In

with water.

Storage and Disposal:

regular trash collection.

i bacter

If necessary, coasult a ph

3 1
L O |

Germicidal Disinfectant can be used

as an aid in controlling the spread o

case of eye

vsician.

Store at room temperature.

infectious bronchitis,

disinfection of instruments and eguipment in the operating room and on
in veterinary laboratories, animal hospitals, farm premises, anima

in research animal holding areas and for treating animel transportation

icidal, and *virucidal acai

transmissible gastroenteritis, hog cholera, parainfluenza-3,

Newcastle

% hospital level disinfisction zgainst gram positive and gram

h
[
s

Fy

contact, immedistely flughe o

- L)
Discard empty container 2;.,°.:

inst

feline rhinotrachsitis

(including caning coronavirus and parvovirus) causing canine cistemper,



RIGHT FANEL
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II.

DIRECTIQRS TOR USE

t and Hard Surfaces

Instruments,

and Hospitals. Freclean suarface, swray to comsletely wet articles gr zurfaces

for 10 mindtes with the soluticn.

FTor Disinfecting Veterinary or Farm Premises and Animal Housing:

cs, vwehicles and ozher ezuairs

iT
rt

floors, walls and surf

2. Remowve all litter and manure, 1

stall, chutes, and othey facililies &nd {ixfures occupied

A, kmpry all troughs, racks, and ather feeding and watering svpliarnzes.

tar

5. Spray to set all surfaces with the sclution for a pericd i 10 rinutes.

eguiprent used in handling
r

-}

Yentilate huildincs, vehi :, and other closed speces. Do not house livestock
oy emoly egquipment until treatment has besn absorbed and dried,

8. Thoroughly rinse all treated {feed racks, mangers, troushs, autcorztic feede

Lh
[
I

fountaines, with potakle watecr before reuse.

For pisinfection of ¢fficial Meat, Poultry, Rabbit and Egg Establishnernts

[

1. &)l food products and packaging material must be removed from the room or carefully

covered and protected.

ched to

Q
]
n
g
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2. Remove any loose dirt, litter, etc. that might be
the cguipment.

4. Sprev to completely wet all cleaned surfaceg, instruments anc ezfiipmsnt with tho
veoade

solutiaon for = period of 10 minutes. on o »

o8 »
5. After disinfection, &ll eguipment and/or irstruments should be thorouzhly

with potable water before reuse. tesess

an Rid in Controlling Organisms that Cause Mastitgt

: : is milked, spray each teat until wet. EBezfore
sprayed teazte with a ¢lean paper towel. A7ter milking, allow spray
epraying she
the teats sho

uld start one week before the cow freshens.
ki

1d he spraved chice a day for three to four days

teed for renov-
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Recommendations

Additional Data Reguired To Support Efficacy

a. WNo efficacy data were submitted to support viru-
cidal claims against Newcastle Disease Virus and
Venezuelan equine encephalitis virus.

New castle disease virus, and Venezuelan eguine
encephalitis virus can infect man. Therefore,

submit data as indicated in the attached DIS/TSS-7
enclosure or delete the claims,

Labeling

a. Primary Labeling

1. On the Back Panel revise the statement "Perma-
cide Brand (Ristex) Germicidal/Disiinfectant
provides........Staphylococcus, Streptococcus,
Salmonella, Pseudomonas, Escherichia coli,
**Herpes types 1 and 2, TInfluenza A; virus
(Japan 305/57 Asian Strain), Polio 1,
Trichophyton (Athlete's Foot fungus), molds,
and mildew and the tubercle bacillus on
non-porous surfaces" to read Permacide Brand
(Risex) Germicidal/Disinfectant Provides
tseesssssrseaesaseneeses.Btaphylococcus aureus,
Streptococcus salivarius, Streptococcus
pyogenes, Salmonella choleraesuis, Pseudomonas
aeruginosa, Escherichia coli, ** Herpes
Simplex types 1 and 2, Influenza Aj virus
(Japan 305/57 Agian Strain), Polio 1,
Trichophyton mentagrophytes (Athlete's Foot
fungus), Mycobacterium tuberculosis and
molds, and mildew on non-porous surfaces”.

2. Under "A DEODORANT" revise the statement "It
provides.........if not removed from surface"
to read "It provides residual bacteriostatic
and fungistatic activity against odor-causing
organisms in the presence of adeguate moisture
if not removed from surface".

3. To reflect the proposed amendment revised
primary labels with additional use directions
(veterinary use) must be submitted.




b.

Brand Name Labels

(Permacide Brand Ristex Veterinary Germicidal Disinfectant)

Agency does not review additional brand name
labels, However, the following labeling revision
are required:

1. Under "Disinfection of veterinary c¢linics,
farm premises and animal housing or caging"
include a statement "Do not use in milking
stalls, milking parleors, or milk housesg"

2. TIn lieu of data delete claims against Newcastle
Disease Virus and Venezuelan Encephalitis
virus,

3. On the Left Panel change "infectious bronchitis”
to read "avian infectious bronchitis" and
"parainfluenza 3" to read "bovine parainfluenza 3".

4. Claims for "cow's teats spray"” is a drug claim
subject to Food and Drug Administration
(Bureau of Veterinary Medicine). In lieu of
clearance from FDA delete the claims for use
of this product on cow's teats in controlling
organisms that cause Mastitis.

W
.

Under the heading "Active Tngredients" delete
"Essential 0Oils 0.25%" and include "Sodium
Borate 0.47%"




PERMACIDE
BE
RISTEYX GERMICIDX:

SDISINFECTANT

.BRCTERICTDAL. TUBLRCULOCIDAL. FUNGICIDAL . VIRUSIDAL* *
.PROVENTS MOLD AKD MILDEW

=

.ELTMIKATES GODORS

Active Ingredients...FPhenol 1.41% Sodium
Phienate 0.24% Sodium Eorate (.47%
Inert Ingredients.......... s e 0 97.88%
KEEF OUT OF FREATH et Wt. 22 oz.
OF CHILDREN
WARNING ecases
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See first aid and additicnal precautions on back panel. .0 . .
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SIDE PANEL

BN EXCELLENT DISINFECTANT, FUNSICIDE, VIRUCIDE, AND TUEBERCULOCIDE FOR MEDICAL,
DENTAL, AND VETERINARY ARZAS IN HOSPFITZLS, CLIKICS AND OFFICES as well as nursing
homes, ambulances, hotels, schonls, boasts and health spas.

Eotion:

Recduces the hazaras eof cross centaminatien.

Prevents mold and mildew.

Self-sanitizes surfaceg against odor-causing crganisms.

Kills Zthlete's Foot fungi on bathroom, shower and pool surfzces.
Kon-staining.

Effective on rnon-porous surfaces. It penetrates cracks.

Contains no harmful abrasives.

Non-flammable.

M~ U s W N e
.

Permacide Frand (Ristex) Germicidal/Disirfectant is effective when used as
directed for disinfecticn but differs in compositicon from other Sporicidin
brand products.

Directione:

Tt is & violation ¢f U.S. Tederel Law to use this product in a marrner inconsistont

with Zts lebelinoc.

er cleeaninc, thoroughly wet surfaces usince & mop, cloth,
al pumnp spray. Allow to air dry.

To disinfect: ATt
sponge or mechanic

To prevent Mold and Mildew: Repeat application weekly or if new growth appears.

=

¢ eliminzte odors: ApQuly as above.

Starage and dispesal: Stere at room temperature. Discard empty container in
regular trash ccllection.

EFA Reg. No. 8383-3 “ee’e’ ‘ °
EFA Est. No. 37615-MD-01 . BRI
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FASSES THE RIGID AQAC ETFPICACY ETANDAREDE FOR HOSPITAL END INETITUTICHNAL TYPE
DISINFECTANTS. Permacide Brand (Ristex) Germicidal/Disinfectant provides

100% kill of most disease and cdor-ceusing organisms such as Stapliylococcous,
Streptocogcus, Salmonella, TFseudomeonas, Escherichia celil, **Herpes types 1 and
2, Influenzea Ay fuapar 305/57 Asiarn Strain), polic 1, Trichophyton {Athlete's
Foot Furgus), melds, and mildew and the tubercle bacillus on non-porous

surfaces. Acts guickly on germ-laden articles in patient rooms, operating rooms,
emergency rooms, bathrooms and recovery rooms. When used as directed, will not
harm instruments, e:uipmrnt, ;LrFVtL‘C, floors, telephones, door handleeg,

under sinks, diaper pails, carbage cans, linen hampers, ducts, windows,

light SWltChv_, surgical carts, wheel chairs, walkers, counter tops, danp end
nusty enclosed areas and eanimal areas. educes the hazard of cress contamination,

A DCODORANT#*: It provides continueal antibacterizl and antifungnl activity
(recidual bacteriostatic, funoistatic) against odor-ceusing croarisms in the
presence of suita klr moisture if not removed frorm surface. It is an active
decdorant (bacteristat and funeistat) on paper, fabrics, plastics, latex,
vinyl, glass, wood, metal, porcelain, tile and paint.

WARNING:  Aveid contact with food. 1In case of eye contact, imm
with water, If neceg=ary, consult a physician.

Sporicidin Internaticnal
4000 Massachusetts Ave., N.
Washington, D.C. 20016
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Permacide Brand {Kistex) is
cidal, virucidal and tuberculoci
organismg which may

Rinfqugpt

a germicidal compound
dal properties acainst a broad
cause infection
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FERMACIDE BEAND
{(RISTEX)
RMICIDARL/DISINFECTANT

and Deodorizer for Conta ation Control

which contains bactericiadal,
spectrum ¢f pathogenic

as infectant for

fungi-

j+1]

It is especially adapted diel

hospital uze, &nd as a deodorizer for household and institutional articles and environ-

mental surlaces.

USES As & hospital disinfectant, it reduces the risk of contamination on treated
surfaces and articles including thermometers, instruments, telephones,
tubing, and other disposable and reusable supplies and eguipneni, It is
a disinfectant which preovides germicidal activity for household articles
and environmental surfaces.

DIRNCTIONS: Use full strength...

Immerse a&rticles or weit =urfaces thorcoughly. allow to dry.

Afler treatment, rewnezt if new mold and mildew occurs.
Clean surfaces prior to apprlicztion,

{3)

migrobiocide

b
I

ACTION: that kills most disease and odor pr g oraanisms
fan active deodorart and self-sanitizer aozinst odor-causing organismes
for mary uses).
{27 ¥illes mold and mildew on contact.
{3) Cortains a surface tension reducing agent.
(4) <Containe no abracives.
(%) ¥or-staining.
{6) VWater soluble.
{7) Kills: Etaphyloccccus aureus
Pgseudomonzs aerugincsa
Salmeonella choleraesuvis
Trichophyton interdigitale
Group & alpha hemolytic Sirertococcus
Group A beta hemolytic Streptococcus
Streptoceoccus viridans
Escherichia coli
Chaetomium globosum
Aspergillus niger
Pellicularia filimentosa
Influenza A, virus (Japen 305/5%7 Asian Strain)
Herpes 51mofex (types 1 and 2} (orel and genital) ,, . Pt
Polio (type 1) ‘en's’ ¢ *
. . L]
Mycobacterium tuberculosis . et
.o
[ 3 »
(B) The germicidal activity of this product was demonstrated 2eeses sesee,
visually with electron microscope photos. . . cenee
a. It dehydrates the bacterizl cytoplash. “es ae *
o % " senaee
b. It deactivates and elters the chromatin mase. . .t
-
c. Il destroys the hecterial cell mass and the membrangee o cessas
e o L ) .
{2} May be used on natural aznd synthetic hard surfaces made £yprp rlastle,e*
latex, glass, finished wood, metal, porcelain, enarel and patsvzed

surfaces.



Caution:

(10) Kills **Influenza A_. virus (Japan 305/57 Asian Strain), Polio
type 1, Herpes Simp%ex types 1 and 2 (oral and genital) viruses,
and the tubercle bacillus on articles and environmental surfaces.

Keep out of reach of children.



FRONT PENEL

PERMACIDE BRAND RISTLEX

Veterinary Germicidal Disinfectant

Bactericidal . Tuberculocidz]l . Fungicidal . Virucidal*

Prevonts Meld and ¥Mildew

Eliminates Qdors

For Contamination Control

Aotive Ingredients . ., . . . . . . « . « . . . . Pnenol l.41%, Sadium PFhepate 0.24%,
Egsential Qile 0.25%

Inert Ingredients . . . . . . . . w4 e e e e e e e e e e e e e .. o9BL1Cs

Keep Out Of Reach Of Children
WARNING

See First Aid and Additionz]l Precautions on Lefi Panel
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Sporicidin International e’ et
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4000 Massachusetts zvenue, N.W. see »

Washington, LC.C. 20016 ve




"Left Label Panel

disinfection of inst

in research animal h

vehicles and caonveyances. It
the organisms {(including cani

egquine influenza, transmicssib

ramenhtis and

olding areas and for treating animal transporration

is

e Ccorc

le gastroenter

VETERTHARY

bovine rhinotracheitis, bovine viral diarrhea,

pseudorabies, eguine enteriti

=3

CERMICIDAL DISINFECTANT

in veterinary laboratories, animal hospitals,

1d parvevirus) causing cani

room ans on

faym premises, animal

*virucidal

ana

(%

cholera, parainfluenza-Z,

infectious bronchitis, Newcastle

lisease, Venezuelan encephalitis, eguine rhinopneumonitis,

It provides 100% hospital level disinfection

negative bacteria, pathogenic fungi, and Myccbacterium tuberculosis var. bovis

Use

i

Spray Cow's Teats:

Permacide Brand Ristex V

spraying
bacteria that cause mastitis.

WARNING: BAvoid conRtact with

with water.

o

torage and Disposal:

regular trash collectiorn.

eterinary

£

food.

In cese of eye contact, immediately f£lusgh .
L)

temperature.

against gram

Germicidal Disinfectant can be used for

cow's teats and will thus act as an aid in contrelling the spread of

. - P  J L]
Discard empty Coﬁtilﬂernauc H

against

feline rhinotracheitis,

positive and cram

Qi stemper,

(BECE).




*RIGHT FANEL e -

DIFECTICKR FOE UZSE

it a viclation «f U.E, Federal Liw to use this product in a manner inoonsie
wilih its labeling.

gcting lnstruments, Egquipment and Hard Surfaces in Veter! ¢ laboratories

pitals.  Preclean surface, sprav to complotely wet articles or surfaces
for 10 minutes with the soluticomn.
11. For Disinfecting Veterinary ar Farm Premises and Animal Housing:
1. Remove all animsls ana feed Zrom premises, vehicles and other eguipment.
2. Remove =all litter ancd manure, from floors, walls ani surfaces of barns, rens,
gtall, chutes, and other ifacilitier and fixtures occupied or traversed by
animals.

3. Empty all troughe, racks, znd other feeding and watering appliances.

4. Thoroughly clezn all surfoces with scap or detergent and rinec with water.

5. Spray to set all surfaces with the solutien for a period of 10 minutes.

used i hendling
tfor remowv-

G pray » wet all haltevs, ropes, and cother types of eguipnme

iorks, shovels, and scrapers

ining animals, as well

and manure

/. Ventilete buildings, wvehicles, and other closed spaces. Do not house ilivestock
or emply eguipment until trnatment has been abscrbed and drieaq.

. Thorpughly

=, mangers, troughs, automatic feeders,
fountains, e

For Disinfectien of Official Meat, Poultry, Rabbit and Egg Establishments

1. 211 food products end packaging material must be removed from the roor or carefully
covered and protected.

g

. Remocwve any loose dirt, litter, etc. that might be lying on flacr or attached to
the eguiprent.

Thoroughly cleanrn all surfaces with soar or detergent and rinse with water.

ey

4, Spray io comprletely wet all cleaned surfaces, instruments and eguipmeni with the

suivtion for a period of 10 minutes. seccas
[ 2] . L ] L R
[ ) L ] [ ] .
[ 1] .

. After 01J1nfﬁct_uJ, all eguipment and/or instruments should be theroughly rittge?s
a0

with potable wa - before reouse. N .
[ RN XX sewde
[ ]

In

For Srrayirg Teats as an Aid in Contrclling Organisme that Cause Mastities ¢
Before and after cow is rilked, spray each teat until]l wet. Eefore
spraved teats with & clean paper towel. After milking, allow spray
] one week before the cow freshens. During dryl
raved once a day for three to {four daves.




Sporicidin

———=INTERNATIONAL

4000 MASSACHUSETTS AVENUE. N.W. « WASHINGTON, D.C. 20018 7
(202) 2448608 » TELEX 904060

August 10, 1987

Jeff Kempter, PM 32
Disinfectants Branch
Registration Division, TS 767C
EPA-OPTA-OPP, CM-2

401 M Street, S.W.

Washington, D.C. 20460

Re: Permacide Brand Ristex Germicidal Disinfectant
EPA Reg. No. 8383-3

Dear Mr. Kempter:

The labeling for the above product is being amended to
include Veterinary uses. We are submitting five copies
of that labeling as a formal amendment to the above
registration in order that we may obtain EPA approval.

We do believe that you will find this submission in order.
We therefore look toward receipt of a copy of the stamped
accepted labeling at your earliest convenience.

Sincerely,

Crd /

Curtis L. Lynch M.D., M.P.H.
Medical Director

Attachments
CLL:an

.
sevte

INFFCTION CONTROL




Ly ) Forr: Aporove? OME N 27000012
U FRVIRONMINTAL T ROILCTION AGERL Y
‘ OFFICL QF PESTICIDE PACGRAM (T3 747 Plosst reed instruchone
WARHINGTON, D.C. 28440 — or reverw belory com-
. MIwTeISTRATION v
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Spoyicidin International
4000 Massachusetis avenue, N.W.
Washington, D.C. 20016

DC‘HELH IF THES 1S A NEW ADTRLES

(6 FRODLCT NAME
Permacide Brand Ristex Germicidal Disinfectant

SECTION I

——————————- =
1 SUERILCT OF AMENDMENT

L;NEE«JEM!SSID?- I RESFOMED TG AGENCY LETYTERODATER . .

[ IFiNAL PRINTED LAELL IN RESFONRSE TO AGENCY LETTER DATED
@OTHEE: (eaplam below)

To add veterinary labeling

SECTION 11
3 WILL THIS PRODUCT BE FACKAGED IN T T 2 TYFL OF CONTAINLR
CHILD-RESISTANT PACKAGING [ IYEs [_INO Crevar
. = [CsLastic
UNIT RACKAGING | lves [ (no
, Clevass
MYES unitpkg wi, . N¢ peiecrlammer 1 —_
L Jrarer
WATEF ' SOLUBLE PACKAGING | _lves [ |Na CloTHER iSpecifs)
H YES, pkp. wt. _ No. perecontene
3. LOCATICN OF NET CONTENTE T & SIZL(SICOF FETAIL CORTAINECF ‘
Crasen MconTaner f [
et s T RS e R L et A e e | =R
T LOCATION CF LARLL DIRECTIONS € MANNLF INWHICH LAELL i5 AFFIXED TO PROCOUCT
—
!:_fClN LAPEL i LluiTHOLRAPH [LoTHER (Specify
UJrarer crLuce See
oy v LN ] - L]
Dore MATERIAL ACCOMPANYING PRODUCT l TJsrencivEr « o e .
— e @
SECTION IV .
Y. CONTAGT POIRY (Compietc itemr dircety bela. for laennfeatipn of in {rs! tc b contacivd, €. DATE APFLICA(IG.P;.R.ECC"'\'
{f nedesr==, te process this explicction; (Stzmped) .
' [ ] L ]
NANME . ¢ @
| es op
Curtis L. Lynch, M.D., M.P.H. | N
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Curtis L. Lynch, M.D., N.P.H. pugust 10, 1987 .
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