
ITUNIT "•) STATES ENVIRONMENTAL PROTECT/^ A^iNCY

Gray M. O'Bannon
Regulatory Manager
ARC Specialty Products, Balchem Corporation
52 Sunrise Park road
New Hampton, NY 10958

Subject: Sterilizing Gas 6
EPA Registration Number 36736-6
Notification Application Dated March 4, 2013
EPA Received Date March 11, 2013

Dear Mr. O'Bannon:

This will knowledge receipt of your notification, submitted under the provisions of FIFRA
section 3c 9. Based on a review of the submitted material the following comment apply.

Proposed Amendment:

• To reinsert previously approved language that was inadvertently omitted (and replaced with
language from ARC's Sterilizing Gas 5 label) on the SG6 label that was approve on
9/15/2008

j

o Replace P.O. Box with street address

General Comments:

Based on a review of the material submitted, the following comment apply:

The notification is acceptable. A copy has been inserted in your file for future reference.

Should you have any questions or comments concerning this letter, please contact
Drusilla Copeland at (703) 308-6224.

ncerel

velma Noble
Product Manager (31)
Regulatory Management Branch
Antimir.rnhial.c; Division (751 DPI
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2.
Plane raid iratruction* on nvort* baton complel form.

(
Form Approved. OVk—jO. 2070-0060

' - 'Print Form

United States

Environmental Protection Agency
Washington, DC 20460

Registration
Amendment
Other

OPP Identifier Number

Application for Pesticide - Section I
1. Company/Product Number
36736-6

4. Company/Product (Name)
Sterilizing Gas 6

2. EPA Product Manager
Velma Noble

PM*

3. Proposed Classification

I X I None I Restricted

5. Name and Address of Applicant (Include ZIP Codel

ARC Specialty Products, Balchem Corporation
52 Sunrise Park Road, New Hampton, NY 10958

n

6. Expedited Review. In accordance with FIFRA Section 3(c)(3)
(b)(i), my product is similar or identical in composition and labeling
to:
EPA Reg. No.

Check if this is a new address Product Name

Section - II

I I Amendment - Explain below.

I I Resubmission In response to Agency letter dated.

|X I Notification - Explain below.

I I Final printed labels in response to
| 1 Agency letter dated
I I "Me Too* Application.

nOther - Explain below.

TVe
j copy or

is
-
ef

Explanation: Use additional page(s) if necessary. (For section I and Section II.)

The purpose of -fh.s nc+'ftc-A^c" is +o reinsert pce<i\ous\y ^-Pfnoifc*/

dosed
•4~hf?' \ n

S~-labe-l - &l$i &ncJo$.ed- u} '̂ loa^eî &rl'iy Copied 6A-k> "
Section - III

1. Materiel Thi* Product Will Be Packaged In:

Child-Resistant Packaging

Yes*

X No

* Certification must
be submitted

Unit Packaging

Yes

X No

If -Yes" No. per
Unit Packaging wgt. container

Water Soluble Packaging

Yes

No

If 'Yes-
Package wgt

No. per
container

2. Type of Container

Metal
Plastic
Glass
Paper
Other (Specify)

3. Location of Net Contents Information 4. Size(s) Retail Container

Label Container

5. Location of Label Directions
On Label < < . < . <
On Labeling accomponyinp product

6. Manner in Which Label is Affixed to Product Lithograph
Paper pluei
Stenciled

Other

Section - IV
1. Contact Point {Complete items directly below for identification of individual to be contacted, if necessary, to process this application.)

Name
Gary M. O'Bannon

Title
Regulatory Manager

Telephone Nac {Inclirde Area Code)

845-326-5698 1 1 ' l ' ,

Certification
I certify that the statements I have made on this form and all attachments thereto are true, accurate and complete.
I acknowledge that any knowingly falsa or misleading statement may be punishable by fine or imprisonment or

\both/under applicable law.

^? v ** / r
4. Typed Name / /

Gary M. O'Bannon

3. Title

Regulatory Manager

5. Date

''HI

6! Date'Application^ t- i; u i, i,rf^
c Received

t ' ^Stamped)

EPA Form 8570-1 (Rev. 8-94) Previous editions are obsolete. White - EPA FU« Copy (original) Yellow - Applicant Copy



B A L <i H E M C O R P O R A T I O N

SPECIALTY PRODUCTS

March 4, 2013

Document Processing Desk (NOTIF)
Attn: Ms. Velma Noble, PM-31
Antimicrobials Division
Office of Pesticide Programs (7504P)
U.S. Environmental Protection Agency
1200 Pennsylvania Ave. NW
Washington, D.C. 20460

Re: Submission: Notification of Typographical Error per PR Notice 98-10
Company: ARC Specialty Products, Balchem Corporation
Product: Sterilizing Gas 6
EPA Registration No.: 36736-6

Dear Ms. Noble;

Per PR Notice 98-10 and correspondence with AD staff, ARC Specialty Products,
Balchem Corporation (ARC) is herewith submitting a notification to correct our
registered label for the above-referenced product, Sterilizing Gas 6 (SG6).

As previously discussed with Agency personnel, the purpose of this notification is
to reinsert previously approved language that was inadvertently omitted (and replaced
with language from ARC's Sterilizing Gas 5 label) on the SG6 label that was appioyprl'
on September 15,2008. t= ^ c

C C C &

For your convenience, along with the required 5 copies of the corrected label for
SG6, we have included a copy of the SG6 label as'it currently appears in the PPLS,!arid kl

copy of the Sterilizing Gas 5 label from which the incorrect .language was taken. We(-haye.
highlighted the phrase at issue on each label copy.

t c

This notification does not involve a change to our current Confidential Statehfe'rif
of Formula, nor wil l it alter the production, processing, or formulation of this product* norL

its physical/chemical characteristics.

Corporate Office: P.O. Box 600 • New Hampton, New York 10958 • 845.326.5611 • Fax 845.326.5742 • arc@balchem.com

South Carolina Location: P.O. Box 337 • Green Pond, South Carolina 29446 • 843.844.8511 • Fax 843.844.2845 • arc@balchem.com



r
This notification is consistent with the provisions of PR Notice 98-10 and EPA

regulations at 40 CFR 152.46, and no other changes have been made to the labeling or the
confidential statement of formula of this product. I understand that it is a violation of
18 U.S.C. Sec. 1001 to willfully make any false statement to EPA. I further understand
that, if this notification is not consistent with the terms of PR Notice 98-10 and 40 CFR
152.46, this product may be in violation of FIFRA, and I may be subject to enforcement
action and penalties under sections 12 and 14 of FIFRA.

If you have any questions, or require any further information, please don't hesitate
to contact me, or to call Joanne Cashin at 845-326-5654.

Sincerely,

Jrfuw /)7t 0"'
Gary M. O'Bannon

Enclosures:
Notification application
Current approved SG6 label
Corrected SG6 label (Scopies)
Copy Sterilizing Gas 5 label

c c
c c c
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Nî sll
_l o ro c .i i_
rf (D ro QJ > o j
i— row*;*- p^u_<C

gs-S HE^i-5gj2S-5g--£^s «3 •= Q.">»5 o^
zsl* o)^^ S,̂ 15

o^^Ew^sr-s-s
ttoufgUJS^ra"

||f

1?

H*S: •£" «

H
D

is
tr
ib

u
te

d
 B

y:
A

R
C

 S
pe

ci
al

ty
 P

ro
du

ct
s

B
al

ch
em

 C
o
rp

o
ra

tio
n

00
in
0
ipn

>-
Z

e 
P

ar
k 

R
d,

 N
ew

 H
am

pt
on

Te
l: 

84
5,

32
6-

56
11

.2

CO
CN
m

Fa
x:

 8
45

-3
26

-5
70

6

E
o

w
.a

rc
sp

e
ci

a
lty

p
ro

d
u
ct

s.

i

O O O O O C
o o

r. c c c c r
C C

C C
C f

c c c c

o c c c

C O C c f
r

C o r r r

r> r
o

C c r r r

o o o
>- 6 o
Z W ̂
to CD (A

dDDD

UJQ Q.O 2±

.11
SI
11
«
0-0-
LU UJ

LJJ
CO
<
c/>

>
i

o
Q

CO

<

O

&
UJ

P|
zQ
UJQ
5z
UJ<

5ss<
^i
<*
zo
OH
HCO
DO
<K
0<
UJN
a:<Q.X

w
CO

1
UJ
z
UJ
w
<
o

D
A

N
G

E
R

! 
C

A
U

S
E

S
 E

Y
E

 A
N

D
 S

K
IN

B
U

R
N

S
. 

H
A

R
M

FU
L 

IF
 

IN
H

A
LE

D
.

IV al s

'o O

Q.fi

fa
ta

l
re

sp
i

ea
, 

li
lo

s
th

e 
l

ct
io

n.
T

S
:

s,
 

ad
ve

rs
nd

 c
an

ce
r

M
ay

 
be

 
fa

t
of

 
th

e 
re

ng
, 

di
ar

rh
ea

cy
an

os
is

, 
l

(fl
ui

d
 i

n 
th

c 
sk

in
 r

ea
ct

i
H

 E
FF

E
C

T
ca

ta
ra

ct
s,

ha
ng

es
, 

an

R
E

X
P

ca
us

, 
na

us
s,

 
dr

el
ay

e
or

 b
lis

D
E

LA
s 

sy
st

l 
a
n
d

S
 

O
F

 
O

V
E

R
ra

tio
ns

. 
M

ay
he

ad
ac

he
,

w
ea

kn
es

s,
s,

 c
om

a,
 d

el
a

in
 i

rr
ita

tio
n 

or
S

S
IB

LE
 D

E
e 

ne
rv

ou
s 

sy
s

om
os

om
al

 a
nd

— Q
0
X .J
O <D
"** (/)
O 3

« 2^00 3*-
s » ><
X OJ3
O g-c

s JT-!
» 3 « 0)
T,x-^.E o t5
£ r- £ = -o
ujSvnSS
fl}-"-'- C ...
£d««2

i«sS?
Q. C 0 C

wff ° -eraroU. « ens
"tT0 =j.c»-
|gj^<si
^E?5|
S^ST1?
0-^6:53
Q- njO-S H
•^comili o

of
-i .0
UJ _jDa. ujo

0 ̂ L
g'racn
o =lr"
— CT-^
"m 03 ^
5-DlJL
5raO
*--C O)

i-fa-
o0"2
Q«|

X "O mO ^ ,r

g-Sw
> Q) 0)

*~ "O^sl
£WO

2 chg

illOLU

?!I
C/) O-g

ll«H tn o
3 c c

2S£
ai§
Q- 0) ro

i_
">,
D
XI
«

..t3
LU-g
a. o
to.
H.<2
Z£

Ssetc
02a m

"J^

'R
O

T
E

C
T

IO
t i

s 
ch

em
ic

al

_i|

z'ra
O'oj
w-s
a: c
U1E

,H
toe
~ o

00

o - S - -i
i

-
tora 1" o>

IIII-
<_iWO

UJdi «c
^ c = S
^T '= (/) O

UJ-s: SE 2

^ wii
Si
o£
°T,

.Eg
j£
«> m

O

s ro

Sro
°-£

if

IECO
0)

C JC
ro-"

tfc-
tf) o
ro

ro
-C (1)
Sro

o
•?
5
ro
o
•o"

"J
U)

ra )
"S •= -g)

!IS5^:~ o ro i. S
<" ° 9"'c <D O «

I:i!lj
ill- •

c
'«<B

|1

If

SE
«= 0)

•a'5
c o-
ra gu
T3
S«

^^.se
«)_& ;

ra <D-" = rJ tJ'

g-|o.c'5.J22*J^ o^-e

"tsP1!̂ !̂"*- u m m ^ - ' i H - ^ Q-*-»lJ->,ro^^J ra ro — ̂ a, .,
-0 "^ 2 raSjS S~

— •»— -Q

llli!
= 5 = 5 « « -i ra 1 O:D« l-t : : i«n JS,- t '"co.. -

nv , . * > • m



D
IR

E
C

TI
O

N
S

 F
O

R
 U

S
E

It 
is

 
a 

vi
ol

at
io

n 
of

 
F

ed
er

al
 

La
w

 
to

 
us

e 
th

is
 

pr
od

uc
t

V

in
co

ns
is

te
nt

 w
ith

 i
ts

 l
ab

el
in

g,
 b

m
pl

oy
er

s 
in

 f
ac

ili
tie

s 
th

at
*

co
m

pl
y 

w
ith

 a
ll 

of
 t

he
 r

eq
ui

re
m

en
ts

 f
or

 E
T

O
 u

se
 s

pe
cP

19
10

.1
04

7.
 T

hi
s 

pr
od

uc
t 

m
ay

 b
e 

us
ed

 o
nl

y 
in

 fa
ci

lit
ie

s"
re

qu
ire

m
en

ts
 o

f t
he

 E
th

yl
en

e 
O

xi
de

 S
ta

nd
ar

d 
(2

9 
C

FR
 1

|
pr

od
uc

t 
m

ay
 b

e 
us

ed
 o

nl
y 

in
 n

on
-p

or
ta

bl
e 

(c
om

m
er

ci
al

)
tig

ht
 

ch
am

be
rs

 
de

si
gn

ed
 

fo
r 

us
e 

w
ith

 
12

%
 

et
hy

le
rt

di
ch

lo
ro

di
flu

or
om

et
ha

ne
. 

T
hi

s 
pr

od
uc

t 
m

ay
 b

e 
us

ed
 o

w
ho

 h
av

e 
be

en
 t

ra
in

ed
 i

n 
ac

co
rd

an
ce

 w
ith

 t
he

 E
th

yl
en

e 
\

(2
9 

C
FR

 
19

10
.1

04
7)

. 
W

he
n 

us
ed

 t
o 

st
er

ili
ze

 
he

al
th

 o
pr

od
uc

t 
m

us
t 

be
 u

se
d 

in
 n

on
-p

or
ta

bl
e 

(c
om

m
er

ci
al

) 
et

hi
st

er
ili

ze
rs

 t
ha

t 
ha

ve
 F

D
A

 c
le

ar
an

ce
.

In
 c

on
tra

ct
 s

te
ril

iz
at

io
n 

fa
ci

lit
ie

s,
 i

nc
lu

di
ng

 f
ac

ili
tie

s 
tr

ea
tir

S
T
E

R
IL

IZ
IN

G
G

A
S

 6
S

T
E

R
IL

A
N

T
/F

U
M

IG
A

N
T

A
C

T
IV

E
 IN

G
R

E
D

IE
N

T
: 

E
T
H

Y
L
E

N
E

 O
X

ID
E

. 
...

 1
 2

%
(C

A
S

 N
O

: 
7

5
-2

1
-8

)
IN

E
R

T
 IN

G
R

E
D

IE
N

T
:

D
IC

H
L
O

R
O

D
IF

L
U

O
R

O
M

E
T
H

A
N

E
 

8
8
%

(C
A

S
 N

O
: 

1
2
4
-3

8
-9

)
T

O
T

A
L
: 

1
0
0
%

0 Q.
C 0)

CL-8
a. |
cn'o

-— r-

.E-o

'55,4-
r£§

IS .
S-S ^
o a> c

<n 3
>- 3 m

ire
r's

 
in

st
ru

ct
io

ns
 

fc
Fo

r w
as

ha
bl

es
 e

xi
st

,
pa

ra
te

ly
 fr

om
 o

th
er

 1

to

1.1 u

os
m

et
ic

s,
 a

nd
 s

pi
ce

s 
th

e 
fo

llo
w

in
g 

re
qu

ire
m

en
ts

 m
us

t 
be

 fo
j

1
2

O
u-
0

U
OJ
0)
<£
t-
o

4-1

3
O
0.

"S

»
c- 'O 3 3
5 is "5 <"

c „_ M w
'i £ ro

It if I
- ro -o «

°> -^ ri) £ « cb
~ <u t? J5<c
H E '-E t! rii-c
•i | * 0) c "5T> .S S 4±-57i0 ro g °
i> "J g ^E§
'•= R- S a>S>.S>
S %, o .2o3°

** O) ,— "O CI O

I -§s i ! i-§l
1 I'! 1 s. .̂ |
1 »* ? UJgg

1 !» S S 8:!̂
1 !i i 1 1*1A _C ^ Q) O> Q (Q

5 5 - T 3 ^ S?'t/>-C

* ^S I 1 -Sli1

to

H
E

M
IC

A
L

 H
A

Z
A

R
D

O
tt
o

•V .w. ^

i ill I i|Sl i| l fill! ssifl £?| ' ~~
| III! 5oi™0 f* I :^U rofei.1 1|

I 111 I *j*<
" - - S c o "> — S S <a o ^ r o H co "J^^^ <a3.̂ .̂ O ^

EH||ra| z^$i f 1 1 Is tlllls 11*5 ffS
IP1I 111 !|P;«L4l̂  12

0 1.2 111 | 2 g r o S - 2 ^ 8 || sg--^lta|C ?§
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