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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

FILE COPY

OFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTION

May 11, 2011

Jeff Jones

Agent, Alcavis HDC, LLC

c/o Delta Analytical Corporation
12510 Prosperity Drive, Suite 160
Silver Spring, MD 20904

Subject: BLEACH-WIPE
EPA Reg.#: 65787-2
Amendment Date: February 28, 2011
Receipt Date: March 3, 2011

Dear Mr. Jones:

This acknowledges the receipt of your letter of February 28, 2011 in response to the
Agency initiated Letter dated February 9, 2011, regarding the label amendment for Bleach-Wipe,
EPA Reg# 65787-2.

Proposed Amendment:
Label corrections made for “FIRST AID”, “PRECAUTIONARY STATEMENTS”,

"DIRECTIONS FOR USE", and "STORAGE DISPOSAL" statements, are acceptable.

General Comments:
A stamped copy of the accepted label is enclosed. Submit one copy of your final printed
labeling before distributing or selling the product bearing the revised labeling.

If you have any questions on this letter, please contact David Liem by email at
liem.david@epa.gov or call at 703-305-1284.

Sincerely

et 1~

Wanda Y. He

Acting.Product Manager (32)
Regulatory Management Branch II
Antimicrobial Division (7510P)
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BLEACH-WIPE |“cczrizn

MAY 11 oo
FOR INSTITUTIONAL AND COMMERCIAL USE ONLY };... the Fedeia

Bleach Disinfectant Wipe g'i,fi‘?é‘i%‘éi"““‘ﬁd ““derg 72

For wiping hard non-porous environmental
surfaces and patient care equipment

Active ingredient:

Sodium hypochlorite: ..........ccccoiiiiii 0.525%
Otheringredients:...........ccoiiiiii e 99.475%
Total: . 100.000%

5,000 ppm Availabie Chlorine

KEEP OUT OF REACH OF CHILDREN

CAUTION

[See [back][reverse] [label][side] for additional precautionary statements]

FIRST AID

If in eyes: ¢ Hold eye open and rinse slowly and gently with water for 15 - 20 minutes.
* Remove contact lenses, if present, after the first 5 minutes, then continue rinsing eye.

If on skin ¢ Take off contaminated clothing.
or clothing: | e Rinse skin immediately with plenty of water for 15 — 20 minutes.

Have the product container or label with you when calling a poison control center or doctor, or going
for treatment. In an emergency, call a doctor or Poison Controf Center at 1-800-222-1222. v

I

Manufactured by: EPA Reg. No. 65787-2
Alcavis HDC, LLC EPA Est. No. 65787-MD-001
8322 Helgerman Ct.

Gaithersburg, MD 20877

800-726-2308

PREMOISTENED [8" x 10”] [5” x 8") TOWELETTE
Net Contents: [0.7] [0.4] oz.



PRECAUTIONARY STATEMENTS
Hazards to Humans and Domestic Animals

CAUTION: Harmful if absorbed through skin. Liquid may cause moderate eye irritation. Avoid

“~contact with skin, eyes or clothing. Weargloves forsensitive skinorprolonged-use since’itmay
cause skin irritation. Wash thoroughly with soap and water after handling and before eating,
drinking, chewing gum, using tobacco or using the toilet.

DIRECTIONS FOR USE:
It is a violation of Federal Law to use this product in a manner inconsistent with its labeling.

Suggested areas of usage:
Medical, Dental and Laboratory Counters, Exam Tables, Carts, Point of Care Equipment,
Telephones, Sink Tops. '

Always use personal protective equipment (gloves).

Open wipe packet.

Remove premoistened towelette.

Apply towelette to hard non-porous surface to be disinfected.

Thoroughly wet surface making sure treated surface remains visibly wet for [one] [1] full
minute.

Use additional wipe if needed to assure continuous [one] [1] minute wet contact time.

. Allow surface area to air dry and discard used towelette.

« Do not re-use used towelette.

Do not use this product as a terminal sterilant/high level disinfectant on any surface or
instrument that is introduced directly into human body, either into or in contact with the
bloodstream or normally sterile areas of the body, or contacts intact mucous membranes but
which does not ordinarily penetrate the blood barrier or otherwise enter normally 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.

STORAGE AND DISPOSAL
Do not contaminate water, food or feed by storage or disposal.

Storage: Store this product in a cool, dry, and well-ventilated area away from direct sunlight
and heat. Towelette Disposal: Do not reuse towelette. Dispose of used towelette and empty
pack in trash. Do not flush in toilet.

[Optional claims:]

[Bleach-Wipe is a 1:10 dilution of 5.25% sodium hypochlorite solution with filtered water to
comply with recommended infection control protocol.]

[Tuberculocidal] [and] [Bactericidal]

[One [1] minute minimum contact time]

[Maximum surface area that can be disinfected per towelette is [3' x 3'][3’ x 1.5]]

[batch code]



