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Analyte Specific Reagent (ASR).  
Analytical and performance characteristics are not established. 

Intended Use 
Analyte Specific Reagent. Analytical and performance characteristics are not established. 
This analyte specific reagent is intended to be used as a component of a laboratory 
developed test (LDT) used exclusively by laboratories. Laboratories can develop their own 
LDTs using one or more Analyte Specific Reagents and/or general laboratory reagents for in 
vitro diagnostic purposes.  

Materials Provided 
Mycoplasma genitalium Acridinium Ester Labeled Probe Oligo (Cat. No. PRD-03257) 

Component Quantity Concentration Description 

Tube 1 x 0.17 mL 0.29 nmol/mL Acridinium ester labeled probe oligo, complementary to 
M. genitalium 16S rRNA amplicon. 

 

Warnings and Precautions  
A. For Laboratory Use only. Analytical and performance characteristics are not 

established. 

B. Use routine laboratory precautions. Wear disposable, powderless gloves, protective eye 
wear, and laboratory coats when handling specimens and kit reagents. Wash hands 
thoroughly after handling reagents.  

C. Dispose of all materials that have come in contact with reagents according to local, 
state, and federal regulations. 

Product Specifications 

Quality Control 
This analyte specific reagent was manufactured and released in accordance with the 
Hologic quality control and quality assurance procedures. This reagent has been functionally 
tested using a system capable of detecting luminescence along with commercially available 
transcription mediated amplification (TMA) general purpose reagents (GPR). However, it is 
the responsibility of each laboratory to develop and validate their own tests for clinical 
diagnostic purposes.  

Storage and Stability 
Please refer to product labels for information on storage and stability.   
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Hologic, Inc. 
10210 Genetic Center Drive 
San Diego, CA 92121 USA 
 
Customer Support:  +1 844 Hologic (+1 844 465 6442) 
   customersupport@hologic.com 
 
Technical Support: +1 888 484 4747 

molecularsupport@hologic.com 
 

 
For more contact information visit www.hologic.com. 
 
Hologic and associated logos are trademarks or registered trademarks of Hologic, Inc. and/or its 
subsidiaries in the United States and/or other countries. 
 
All other trademarks that may appear in this package insert are the property of their respective owners. 
 
This product may be covered by one or more U.S. patents identified at www.hologic.com/patents. 
 
© 2017 Hologic, Inc. All rights reserved. 
 
AW-16922 Rev. 001 
2017-07 
 
 

mailto:customersupport@hologic.com
mailto:molecularsupport@hologic.com
http://www.hologic.com/
http://www.hologic.com/patents

	Intended Use
	Materials Provided
	Warnings and Precautions
	Product Specifications
	Quality Control
	Storage and Stability


