
                          UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
                                                             WASHINGTON, DC  20460

FQPA Label Acceptable v.20150320

OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PREVENTION

March 22, 2017

Sheryl Dolan
Product Development Manager
Industrie de Nora, S.p.A.
c/o De Nora Tech
7590 Discovery Lane
Concord, NH 44077

Subject:  Label Amendment – Label Amendments Per New York State Review/Denial
Product Name: SALT CARTRIDGE FOR GISELLE
EPA Registration Number: 91386-1
Application Date: February 8th, 2017
Decision Number: 526348

Dear Ms. Dolan:

The amended label referred to above, submitted in connection with registration under the Federal 
Insecticide, Fungicide and Rodenticide Act, as amended, is acceptable. This approval does not 
affect any conditions that were previously imposed on this registration. You continue to be 
subject to existing conditions on your registration and any deadlines connected with them.

A stamped copy of your labeling is enclosed for your records. This labeling supersedes all 
previously accepted labeling. You must submit one copy of the final printed labeling before you 
release the product for shipment with the new labeling. In accordance with 40 CFR 152.130(c), 
you may distribute or sell this product under the previously approved labeling for 18 months 
from the date of this letter. After 18 months, you may only distribute or sell this product if it 
bears this new revised labeling or subsequently approved labeling. “To distribute or sell” is 
defined under FIFRA section 2(gg) and its implementing regulation at 40 CFR 152.3. 

Should you wish to add/retain a reference to the company’s website on your label, then please be 
aware that the website becomes labeling under the Federal Insecticide Fungicide and Rodenticide 
Act and is subject to review by the Agency. If the website is false or misleading, the product 
would be misbranded and unlawful to sell or distribute under FIFRA section 12(a)(1)(E). 40 
CFR 156.10(a)(5) list examples of statements EPA may consider false or misleading. In addition, 
regardless of whether a website is referenced on your product’s label, claims made on the 
website may not substantially differ from those claims approved through the registration process. 
Therefore, should the Agency find or if it is brought to our attention that a website contains false 
or misleading statements or claims substantially differing from the EPA approved registration, 
the website will be referred to the EPA’s Office of Enforcement and Compliance.

Your release for shipment of the product constitutes acceptance of these conditions. If these 
conditions are not complied with, the registration will be subject to cancellation in accordance 
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with FIFRA section 6. If you have any questions, please contact Demson Fuller by phone at 
(703) 308 8062, or via email at Fuller.Demson@epa.gov.

Sincerely,

Demson Fuller, Product Manager 32
Regulatory Management Branch II
Antimicrobials Division (7510P)
Office of Pesticide Programs

Enclosure
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{SMALL CONTAINER LABEL}
Salt Cartridge
For Giselle®

Produces Ready to Use Sanitizer or Disinfectant
For hard, non-porous surfaces

Active Ingredient:
Sodium Chloride* ................................................................. 99.86%

Other Ingredients: ............................................................................ 0.14%
Total: 100.00%

*Produces 0.6%, 0.1%, and/or 0.05% available chlorine 

KEEP OUT OF REACH OF CHILDREN
CAUTION

Read complete directions and precautions in the accompanying booklet and manual

EPA Reg. No. 91386-1 EPA Est. No. __________________

Net Contents:  2.82 ounces (80 grams) Mfg. by: Industries de Nora, S.p.A.
Via Bistolfi 35
20134 Milan, Italy

03/22/2017

91386-1
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{ACCOMPANYING BOOKLET}

Salt Cartridge For Giselle®

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. Call a poison 
control center or doctor for treatment advice.
If Inhaled: Move person to fresh air. If person is not breathing call 911 or an ambulance then 
give artificial respiration, preferably mouth to mouth if possible. Call poison control center or 
doctor for treatment advice.

HAZARDS TO HUMANS AND DOMESTIC ANIMALS
CAUTION: Causes moderate eye irritation.  Harmful if swallowed, absorbed through skin, or 
inhaled.  Do not get in eyes, on skin or on clothing.  Avoid breathing vapor or spray mist.  Wash 
thoroughly with soap and water after handling and before eating, drinking, chewing gum, using 
tobacco or using the toilet. Remove and wash contaminated clothing before reuse. 

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

For use only in the Giselle® 1.0 or 2.0 Machine

Use Salt Cartridge for Giselle to produce the following solutions:
Soleva Sodium Hypochlorite Solution (0.6%), a one-step disinfectant for hard, non-porous 
surfaces, environmental and non-critical care equipment surfaces.  Solution kills bacteria, 
fungi, viruses and spores**.  Cleans and deodorizes.
Soleva Sodium Hypochlorite Solution (0.1%), One-step sanitizer*** for hard, non-porous 
surfaces, environmental and food contact surfaces.  Cleans and deodorizes.
Soleva Sodium Hypochlorite Solution (0.05%), One-step sanitizer*** for hard, non-porous 
surfaces, environmental and food contact surfaces.  Cleans and deodorizes.

Use solution onsite.  Do not sell or distribute the solution to other sites.

**SOLEVA 0.6% kills: Staphyloccocus aureaus ATCC 6538, Pseudomonas aeruginosa ATCC15442, 
Salmonella enterica ATCC10708, Trychophyton mentagrophytes ATCC9533, Poliovirus type1 Sabin Strain 
Lcs2ab, Feline Calicivirus F-9 ATCCVR782, and Hepatitis C Virus ATCCVR534, HIV-1 (HTLV IIIB), 
Clostridium difficile ATCC43598.

***SOLEVA 0.1% and 0.05% solution has been tested against Staphyloccocus aureaus ATCC 6538 and 
Klebsiella pneumonia ATCC 4352 in the presence of 5% organic soil (blood serum).
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To use the Giselle salt cartridge:
Dry, Ready-to-Use
Shake vigorously before use.
Remove the cap.
Empty the cartridge inside the Giselle cartridge compartment.
Insert cartridge inside the Giselle cartridge compartment.
Gently tap the cartridge bottom, to facilitate salt crystals flow.
Do not use if the cartridge or the cap is damaged.
NOTE: The salt cartridge is single use and cannot be refilled.
Labeling for sodium hypochlorite solutions produced from the Giselle salt cartridge and 
equipment (Giselle 1.0 and Giselle 2.0) is distributed attached to the bottles for these 
solutions.  Giselle 1.0 produces the 0.6% and 0.1% solutions.  Giselle 2.0 produces the 0.6% 
and 0.05% solutions.  Users must follow all the directions for use that are listed in the manual 
for the Giselle 1.0 or Giselle 2.0 equipment and on all labeling.

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

Pesticide Storage: Store this product in a cool dry area, away from direct sunlight and heat to 
avoid deterioration.  In case of spill, flood areas with large quantities of water.
Pesticide Disposal: Product or rinsates that cannot be used must be diluted with water before 
disposal in a sanitary sewer.  
Container Handling: Nonrefillable container. Do not reuse or refill this container.  Offer for 
reconditioning if appropriate.  Wrap empty container in paper and dispose with trash.

Please refer to the expiration date printed at the bottom of the cartridge.
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{Attachment 1}
SOLEVA™ 

Sodium Hypochlorite Solution (0.6%)
One-step disinfectant for hard, non-porous surfaces

Environmental and non-critical care equipment surfaces
Kills bacteria, fungi, viruses and spores*

Cleans and Deodorizes
See label, booklet and manual for Salt Cartridge for Giselle, EPA Reg. No. 

91386-1, for more information.
Use solution onsite.  Do not sell or distribute the solution to other sites.

KEEP OUT OF REACH OF CHILDREN
CAUTION

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.
Call a poison control center or doctor for treatment advice.

If on skin: Take off contaminated clothing.
Rinse skin immediately with plenty of water for 15-20 minutes.
Call a poison control center or doctor for treatment advice.

If swallowed: Call a poison control center or doctor immediately for treatment advice.
Have person sip a glass of water if able to swallow.
Do not induce vomiting unless told to do so by a poison control center 
or doctor.
Do not give anything to an unconscious person.

Have the product container or label with you when calling a poison control center or doctor, or 
when going for treatment.  You may also contact CHEMTREC at 1-800-424-9300 for 
emergency calls.

Net Contents: 13.5 ounces (0.4 liter)
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DIRECTIONS FOR USE: 
It is a violation of Federal law to use this product in a manner inconsistent with its labeling.

Ready-to Use.  No further dilution required.
Limit exposure of the solution to sunlight and heat sources.
Include time (day/hour) of SOLEVA 0.6% solution production on the bottle using the 
dedicated label.
Efficacy of the solution is maintained if used within 24 hours (0.6% Solution) from 
production and kept in sealed bottles.  Do not use 24 hours after production time.  Refer to 
the label indicating time of production.
SOLEVA 0.6% solution can be used as a disinfectant on a variety of hard, non-porous, food 
and non-food environmental surfaces, and non-critical care equipment surfaces.  (For a 
complete list, refer to the manual.)
To kill fungi or Clostridium difficile spores, pre-clean surfaces according to the 
instructions below prior to spraying SOLEVA 0.6% solution.
Spray SOLEVA 0.6% solution directly onto the surface to be disinfected.  Hold sprayer 6 to 
8 inches from the surface.  Thoroughly wet the entire surface.  Wait 10 minutes before 
rinsing with potable water.  Thoroughly rinse surfaces when steel or coated metals are 
treated.

*SOLEVA 0.6% kills: Staphyloccocus aureaus ATCC 6538, Pseudomonas aeruginosa ATCC15442, 
Salmonella enterica ATCC10708, Trychophyton mentagrophytes ATCC9533, Poliovirus type1 Sabin Strain 
Lcs2ab, Feline Calicivirus F-9 ATCCVR782, and Hepatitis C Virus ATCCVR534, HIV-1 (HTLV IIIB), 
Clostridium difficile ATCC43598.

Special Instructions for Cleaning and Decontamination Against HIV of Surfaces/Objects 
Soiled with Blood/Bodily Fluids:
Personal Protection: Wear appropriate barrier protection such as gloves, gowns, masks, or eye 
covering.
Cleaning Procedure: Blood and other body fluids must be thoroughly cleaned from surfaces 
and objects.  Cleaning is to include vigorous wiping and/or scrubbing until all visible soil is 
removed.  Special attention is needed for high-touch surfaces.  Surfaces in patient rooms are to 
be cleaned in an appropriate manner, such as from right to left or left to right, on horizontal 
surfaces, and top to bottom, on vertical surfaces, to minimize spreading of the spores.  Restrooms 
are to be cleaned last.  Do not reuse soiled cloths.  
Infectious Materials Disposal:  Blood and other body fluids should be autoclaved and disposed 
of according to Federal, State and local regulations for infectious waste disposal.  

Special Pre-Cleaning Instructions Prior to Disinfection for Fungi and Clostridium difficile 
spores -- Cleaning Instructions Prior to Disinfection of Heavily Soiled Surfaces or for 
Clostridium difficile spores:
Personal Protection: Wear appropriate barrier protection such as gloves, gowns, masks, or eye 
covering.  
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Cleaning Procedure: Fecal matter/waste must be thoroughly cleaned from surfaces/objects 
before disinfection by application with a clean cloth, mop, and/or sponge saturated with the 
disinfectant product.  Cleaning is to include vigorous wiping and/or scrubbing until all visible 
soil is removed.  Special attention is needed for high-touch surfaces.  Surfaces in patient rooms 
are to be cleaned in an appropriate manner, such as from right to left or left to right, on 
horizontal surfaces, and top to bottom, on vertical surfaces, to minimize spreading of the spores.  
Restrooms are to be cleaned last.  Do not reuse soiled cloths.  
Infectious Materials Disposal: Materials used in the cleaning process that may contain 
feces/wastes are to be disposed of immediately in accordance with local regulations for 
infectious materials disposal.  

This product is not to be used as a terminal 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 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.

PRECAUTIONARY STATEMENTS:

HUMANS AND DOMESTIC ANIMALS: Avoid breathing spray mist as vapors may irritate.  
Causes moderate eye irritation. Avoid contact with eyes, skin or clothing. Wash thoroughly with 
soap and water after handling and before eating, drinking, chewing gum, using tobacco, or using 
the toilet. Remove and wash contaminated clothing before reuse. Wear cotton, rubber, PVC, 
neoprene, Viton or latex clothing and gloves when using.

PHYSICAL AND CHEMICAL HAZARDS: Do not mix SOLEVA solution with other 
products as dangerous gases can be produced.  Do not mix with acid.  Do not mix with ammonia.
Refer to the Use Manual for additional information concerning toxicity, first aid, use directions, 
storage and disposal.

STORAGE AND DISPOSAL:
Do not contaminate water, food, or feed by storage or disposal or cleaning of equipment.

Pesticide Storage: Store away from children. Store this product upright in a cool, dry area, 
away from direct sunlight and heat to avoid deterioration. 

Pesticide Disposal: Product that cannot be used should be diluted with water before disposal in 
a sanitary sewer. 

Container Disposal: Nonrefillable container. Do not reuse this container to hold materials other 
than 0.6% sodium hypochlorite solution produced by the Giselle® system.
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{Attachment 2}
SOLEVA™

Sodium Hypochlorite Solution (0.1%)
One-step sanitizer for hard, non-porous surfaces

Environmental and food contact surfaces
Cleans and deodorizes 

See label, booklet and manual for Salt Cartridge for Giselle, EPA Reg. No. 
91386-1, for more information.  

Use solution onsite.  Do not sell or distribute the solution to other sites.

KEEP OUT OF REACH OF CHILDREN
CAUTION

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.
Call a poison control center or doctor for treatment advice.

If on skin: Take off contaminated clothing.
Rinse skin immediately with plenty of water for 15-20 minutes.
Call a poison control center or doctor for treatment advice.

If swallowed: Call a poison control center or doctor immediately for treatment advice.
Have person sip a glass of water if able to swallow.
Do not induce vomiting unless told to do so by a poison control center 
or doctor.
Do not give anything to an unconscious person.

Have the product container or label with you when calling a poison control center or doctor, or 
when going for treatment.  You may also contact CHEMTREC at 1-800-424-9300 for 
emergency calls

Net Contents: 16.9 ounces (0.5 liter)
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DIRECTIONS FOR USE:
It is a violation of Federal law to use this product in a manner inconsistent with its labeling.

Ready-to Use.  No further dilution required.
Limit exposure of the solution to sunlight and heat sources.
Include time (day/hour) of SOLEVA 0.1% solution production on the bottle using the 
dedicated label.
Efficacy of the solution is maintained if used within 48 hours (0.1% Solution) from 
production and kept in sealed bottles.  Do not use 48 hours after production time.  Refer to 
the label indicating time of production. 
SOLEVA 0.1% solution can be used as a sanitizer on a variety of hard, non-porous, food and 
non-food environmental surfaces, and non-critical care equipment surfaces.  (For a complete 
list, refer to the manual.)
Pre-clean heavily soiled surfaces according to the instructions below.
Spray SOLEVA 0.1% solution directly onto the surface to be sanitized.  Thoroughly wet the 
entire surface.  Wait 2 minutes before rinsing with potable water.  
SOLEVA 0.1% solution has been tested against Staphyloccocus aureaus ATCC 6538 
and Klebsiella pneumonia ATCC 4352 in the presence of 5% organic soil (blood 
serum).

Special Cleaning Instructions Prior to Sanitization of Heavily Soiled Surfaces:
Personal Protection: Wear appropriate barrier protection such as gloves, gowns, masks, or eye 
covering.  
Cleaning Procedure: Fecal matter/waste must be thoroughly cleaned from surfaces/objects 
before sanitization by application with a clean cloth, mop, and/or sponge saturated with the 
sanitizer product.  Cleaning is to include vigorous wiping and/or scrubbing, until all visible soil 
is removed.  Special attention is needed for high-touch surfaces.  Do not reuse soiled cloths.  

PRECAUTIONARY STATEMENTS:

HUMANS AND DOMESTIC ANIMALS: Avoid breathing spray mist as vapors may irritate.  
Causes moderate eye irritation.  Avoid contact with eyes, skin or clothing. Wash thoroughly with 
soap and water after handling and before eating, drinking, chewing gum, using tobacco, or using 
the toilet. Remove and wash contaminated clothing before reuse. Wear cotton, rubber, PVC, 
neoprene, Viton, or latex clothing and gloves when using.

PHYSICAL AND CHEMICAL HAZARDS: Do not mix SOLEVA solution with other 
products as dangerous gases can be produced.  Do not mix with acid.  Do not mix with ammonia.

Refer to the Use Manual for additional information concerning toxicity, first aid, use directions, 
storage and disposal.
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STORAGE AND DISPOSAL:
Do not contaminate water, food, or feed by storage or disposal or cleaning of equipment.  

Pesticide Storage:  Store away from children. Store this product upright in a cool, dry area, 
away from direct sunlight and heat to avoid deterioration. 

Pesticide Disposal: Product that cannot be used should be diluted with water before disposal in a 
sanitary sewer. 

Container Disposal:  Nonrefillable container. Do not reuse this container to hold materials other 
than 0.1% sodium hypochlorite solution produced by Giselle® system.
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{Attachment 3}
SOLEVA™

Sodium Hypochlorite Solution (0.05%)
One-step sanitizer for hard, non-porous surfaces

Environmental and food contact surfaces
Cleans and deodorizes

See label, booklet and manual for Salt Cartridge for Giselle, EPA Reg. No. 
91386-1, for more information.

Use solution onsite.  Do not sell or distribute the solution to other sites.

KEEP OUT OF REACH OF CHILDREN
CAUTION

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.
Call a poison control center or doctor for treatment advice.

If on skin: Take off contaminated clothing.
Rinse skin immediately with plenty of water for 15-20 minutes.
Call a poison control center or doctor for treatment advice.

If swallowed: Call a poison control center or doctor immediately for treatment advice.
Have person sip a glass of water if able to swallow.
Do not induce vomiting unless told to do so by a poison control center 
or doctor.
Do not give anything to an unconscious person.

Have the product container or label with you when calling a poison control center or doctor, or 
when going for treatment.  You may also contact CHEMTREC at 1-800-424-9300 or 
emergency calls.

Net Contents: 16.9 ounces (0.5 liter)
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DIRECTIONS FOR USE:
It is a violation of Federal law to use this product in a manner inconsistent with its labeling.

Ready-to Use. No further dilution required.
Limit exposure of the solution to sunlight and heat sources.
Include time (day/hour) of SOLEVA 0.05% solution production on the bottle using the 
dedicated label.
Efficacy of the solution is maintained if used within 48 hours (0.05% Solution) from 
production and kept in sealed bottles.  Do not use 48 hours after production time.  Refer to 
the label indicating time of production. 
SOLEVA 0.05% solution can be used as a sanitizer on a variety of hard, non-porous, food 
and non-food environmental surfaces, and non-critical care equipment surfaces.  (For a 
complete list, refer to the manual.)
Pre-clean heavily soiled surfaces according to the instructions below.
Spray SOLEVA 0.05% solution directly onto the surface to be sanitized.  Thoroughly wet the 
entire surface.  Wait 2 minutes before rinsing with potable water.  
SOLEVA 0.05% solution has been tested against Staphyloccocus aureaus ATCC 6538 
and Klebsiella pneumonia ATCC 4352 in the presence of 5% organic soil (blood 
serum).

Special Cleaning Instructions Prior to Sanitization of Heavily Soiled Surfaces:
Personal Protection: Wear appropriate barrier protection such as gloves, gowns, masks, or eye 
covering.  
Cleaning Procedure: Fecal matter/waste must be thoroughly cleaned from surfaces/objects 
before sanitization by application with a clean cloth, mop, and/or sponge saturated with the 
sanitizer product.  Cleaning is to include vigorous wiping and/or scrubbing, until all visible soil 
is removed.  Special attention is needed for high-touch surfaces.  Do not reuse soiled cloths.  

PRECAUTIONARY STATEMENTS:

HUMANS AND DOMESTIC ANIMALS: Avoid breathing spray mist as vapors may irritate.  
Causes moderate eye irritation. Avoid contact with eyes, skin or clothing. Wash thoroughly with 
soap and water after handling and before eating, drinking, chewing gum, using tobacco, or using 
the toilet. Remove and wash contaminated clothing before reuse. Wear cotton, rubber, PVC, 
neoprene, Viton, or latex clothing and gloves when using.

PHYSICAL AND CHEMICAL HAZARDS: Do not mix SOLEVA solution with other 
products as dangerous gases can be produced.  Do not mix with acid.  Do not mix with ammonia.

Refer to the Use Manual for additional information concerning toxicity, first aid, use directions, 
storage and disposal.
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STORAGE AND DISPOSAL:
Do not contaminate water, food, or feed by storage or disposal or cleaning of equipment.  

Pesticide Storage:  Store away from children. Store this product upright in a cool, dry area, 
away from direct sunlight and heat to avoid deterioration. 

Pesticide Disposal: Product that cannot be used should be diluted with water before disposal in a 
sanitary sewer. 

Container Disposal:  Nonrefillable container. Do not reuse this container to hold materials other 
than 0.05% sodium hypochlorite solution produced by Giselle® system.
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