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Company Name:   The Kama Sutra Company  
Company Address:   2151 Anchor Court 
     Thousand Oaks, California 91320 
 
Contact Person:    Med-Device Consulting Inc. 
     Louie Goryoka – Regulatory Consultant 
Contact Numbers:   Phone 1 (818) 735-0488 
     mdci@m-dci.us 
 
Summary Preparation Date:   February 3, 2016 
 
Trade Name:    Love Liquid® Personal Lubricant 
Common Name:   Personal Lubricant 
Classification Name(s):   Condom 
Product Code:     NUC (lubricant, Personal) 
     21 CFR § 884.5300 
     Class II 
 
Predicate Devices   ONE Personal Lubricant 
510 (k) Number:   K110691 
Manufacturer:    ONE Personal Lubricant 
 

Device Description 
The Love Liquid® Personal Lubricant is a non-sterile; water based personal lubricant, an over-the-counter 
personal lubricant, formulated to be a clear, non-irritating, non-greasy, liquid and odorless, aqueous-
based. 
 
The proposed device contains a blend of ingredients similar to ingredients found in the predicate device.  
The device is designed to supplement the body's own natural lubrication fluids and is compatible for use 
with or without a latex condom during intimate sexual activity as evidenced by condom compatibility 
testing.  The device formula is neither a contraceptive nor a spermicide. 
 
Indication for Use Statement 
The Love Liquid® Personal Lubricant is a Personal lubricant, for penile and/or vaginal application, intended 
to moisturize and lubricate, to enhance the ease and comfort of intimate sexual activity and supplement 
the body's natural lubrication.  This product is compatible with natural rubber latex and Polyisoprene 
condoms.  It is not compatible with polyurethane condoms. 
 
Technological Characteristics 
The technology involved in this product, Love Liquid® Personal Lubricant, has no exceptional technological 
characteristics. 
 
The Love Liquid® Personal Lubricant contains mainly of ingredients that are substantially similar to other 
lubricants currently on the U.S. markets and substantially equivalent to the predicate device.  All 
ingredients are either NF, USP, or are considered "generally recognized as safe for their intended use." 
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Performance Data 
 
Biocompatibility: The Love Liquid® Personal Lubricant is a mucosal membrane contacting device with 
limited contact duration (<24 hours) in accordance with ISO 10993-1:2009.  Biocompatibility testing was 
performed in accordance with ISO 10993 standards.  The results provided scientific evidence that this 
product is safe for its intended use. 
 

Test Performed Results 

Cytotoxicity (Direct Contact) Product is Non-toxic 

ISO GUINEA PIG MAXIMIZATION 
SENSITIZATION TEST- (Method for Liquid 
Test Articles) 

Product does not elicit a sensitization 
response 

Vaginal Mucosa Irritation with 
Histopathology 

Product is considered a non-irritant to 
vaginal tissue 

Acute Systemic Toxicity There is no evidence of system toxicity 

 
 
 
Condom Compatibility: The testing was performed in accordance with ASTM D7661-10 (Air Burst and 
Tensile); “Standard Test Method for Determining Compatibility of Personal Lubricants with Natural 
Rubber Latex Condoms” on three marketed brands of Natural Rubber Latex condoms, one brand of 
Polyisoprene condoms, and one brand of Polyurethane condoms.  The result showed that the product is 
compatible with natural rubber latex and Polyisoprene condoms and is not compatible with polyurethane 
condoms.  
 
Microbiology: The Love Liquid® Personal Lubricant has passed the tests for Antimicrobial Effectiveness 
based on USP <51>, Total Microbial Count and Total Yeast and Mold Count based on USP <61>, and 
Absence of Pathogenic organism based on USP <62>. 
 
Shelf-life: The real-time and accelerated shelf-life testing have been conducted on Love Liquid® Personal 
Lubricant.  The results showed that the product maintained its appearance, color, odor, pH, osmolality, 
viscosity and microbiology specifications over a period of nine (9) months.  Ongoing shelf-life testing will 
support extension of shelf-life to three years.    
 
Conclusion 
Laboratory and safety testing conducted on the product has provided scientific evidence that this product 
is safe for its intended use, and that it is substantially equivalent to predicate devices. 
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