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SAFETY DATA AND 
QUALITY ASSURANCE ACTIVITIES

BATP® L1700S derives from an accurate selection of 100% naturally occurring, 
non-pathogenic microorganisms that have been specifically selected for their abilities to 

degrade target substances, none engineered or genetically modified, none mutagenic or 
pathogenic for humans, plants or animals.

BATP® L1700S has been developed and realized in according to Directive 2000/54/ EC:
- Classification in Risk Group 1: unlikely to cause human disease

- Risk Assessment specific activities with biological agents of risk group1: general Hygiene measures
- Protection level concept 1: general Hygiene procedures

BATP® L1700S is safe for humans.

All the ingredients are non-toxic and non-harmful to man, animals and the environment.

No incidence of adverse health effects related to the use of BATP® L1700S or their by-products has
ever been reported.

BATP® L1700S has been tested in order to evaluate in vivo acute toxicity, in vitro irritation potential on
eyes, skin and vaginal epithelium, in vitro the prosensitizing potential on human dendritic cells. All tests
were carried out by the authorized laboratory, internationally recognized as a way to assure product
safety and efficacy and customer satisfaction.

BATP® L1700S is not classified and labeled as a dangerous product.

BATP® L1700S complies with the following codes and regulations:
- Reg. CE n.648/2004 31/03/2004 (about the biodegradability and labeling of detergents)
- European Directive 2001/42/EC
- European Directive 2001/18/EC
- Reg. CE n. 1907/2006 del Parlamento Europeo (REACH)
- Reg. CE n. 834/2007 del 28/06/2007
- Reg. CE n. 1272/2008 del 16/12/2008 (CLP)
- European Directive 2000/54/ EC

BBA Biotech delivers BATP® L1700S in sealed drums identified by progressive numeration and lot numbers.

BBA BIOTECH instituted and implemented a Quality Control System, routine checks and
measurements to ensure product integrity, correctness, and completeness, to identify and

address errors and omissions in the process and to document and archive all record and
activities. The lot of the production is accompanied by an analysis report with the total count data, 

the number of existing bacterial strains and the pathogen-free results again:

BBA Biotech guarantees the quality of the BATP® L1700S with the seal intact, 
eventual claims, complaints or related notifications must arrive not later than 

7 days from the delivery of the product.
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SAFETY ASSESSMENT for BATP®L1700S

BATP®L1700S has been evaluated in many models for potential acute effects. Two of the 
models are standard animal models; rabbit skin for skin irritation potential (OECD 404), and 

rabbit eyes for eye irritation potential (OECD 405). Two other models, in vitro cell cultures of 
vaginal epithelium and human dendritic cells, provide in vitro data on the epithelial tissue irritation 

potential and the skin sensitization potential of a topical product, respectively.

Eye Irritation Not an Irritant to Eyes
BATP®L1700S (0.1 mL) was administered to the right eye of male rabbits. The eyes were evaluated at

60 minutes, 24, 48, and 72 hours for corneal, iritic, and conjunctival (chemosis and congestion) effects.
Sixty minutes after administration, two animals showed congestion without chemosis; no other

abnormality was observed. All eyes were normal at 24, 48, and 72 hours. BATP®L1700S is not an eye
irritant.

Skin Irritation Not an Irritant to Skin
BATP®L1700S (0.5 mL) was administered to the intact skin of rabbits for four hours. The skin was
evaluated at 24, 48, and 72 hours for erythema and edema. Neither erythema nor edema occurred at

any time in the treated rabbits. BATP®L1700S is not a skin irritant.

Skin Irritation-Vaginal Epithelium Not an Irritant to Vaginal Epithelium
BATP®L1700S was evaluated in a cell survival assay using human vaginal epithelial cells in culture.
BATP®L1700S was well tolerated by the vaginal epithelial cells which means it is not likely to irritate
human vaginal epithelial tissue and unlikely to irritate other epithelial tissue.

Skin Sensitization-Human Dendritic Cells Not a Skin Sensitization
This in vitro model uses immunocompetent skin cells to determine if a test chemical can induce marker
expression in the cells. Stimulation of marker expression is associated with skin sensitization potential.
BATP®L1700S did not affect marker expression in this in vitro system. Thus, it is unlikely that
BATP®L1700S has any potential to induce immune cellular expression and subsequently, skin
sensitization.

Toxicology Expert Assessment
In the toxicology Expert Assessment performed by Intorre Professor of Pharmacology and Toxicology
Department – University of Pisa, BATP®L1700S resulted non-toxic, non- harmful, non-irritating for the
skin, eyes and human vaginal epithelium and mucosa and does not show any stimulating potential on
the immune cellular response.

Challenge Test
In Challenge Test performed by SGS Institute - Life Science Services, BATP®L1700S resulted very 

active in contrasting the pathogen microbial growth, as Pseudomonas Aeruginosa, Clostridium 
Sporogenes,Enterococcus Fecalis, Escherichia Coli, Salmonella and Staphilococcus Aureus.
































































