
 

The facility should follow state requirements for the reconciliation of controlled drugs. 
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§483.460(l)(5) If the facility maintains a licensed pharmacy, the facility must comply with the 
regulations for controlled drugs 

 

§483.460(m)  Standard:  Drug Labeling 

 

§483.460(m)(1) Labeling of drugs and biologicals must 

 

W388 

 

§483.460(m)(1)(i) Be based on currently accepted professional principles and practices; and 
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§483.460(m)(1)(ii) Include the appropriate accessory and cautionary instructions, as well as 
the expiration date, if applicable. 

 

§483.460(m)(2) The facility must remove from use-- 
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§483.460(m)(2)(i) Outdated drugs; and 
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§483.460(m)(2)(ii) Drug containers with worn, illegible, or missing labels. 
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§483.460(m)(3) Drugs and biologicals packaged in containers designated for a particular client 
must be immediately removed from the client's current medication supply if discontinued by 
the physician. 

 

(n) Standard:  Laboratory services 
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§483.460(n)(1) If a facility chooses to provide laboratory services, the laboratory must meet 
the requirements specified in part 493 of this chapter. 

 

Guidance §483.460(n)(1) 

 

If the facility performs laboratory services, it must have a current, valid Clinical Laboratory 
Improvement Amendment (CLIA) certificate for the types of tests it is performing. 

 

For the purposes of this regulation, a "laboratory service or test" is defined as any examination 
or analysis of materials derived from the human body for purposes of  providing information for 
the diagnosis, prevention, or treatment of any disease or impairment of, or the assessment of 
the health of human beings. 
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§483.460(n)(2) If the laboratory chooses to refer specimens for testing to another laboratory, 


