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RULE ANALYSIS 
   
 Introduction: THE AMENDMENTS ARE SUBMITTED TO THE BOARD FOR 

CONSIDERATION AS A PROPOSED RULE 
  
 Short Title: Sterile Compounding  
 
 Rule Numbers: §291.133 
 

 Statutory Authority: Texas Pharmacy Act, Chapter 551-566 and 568-569, Occupations 
Code: 

  (1) Section 551.002 specifies that the purpose of the Act is to 
protect the public through the effective control and regulation 
of the practice of pharmacy; and  

  (2) Section 554.051 gives the Board the authority to adopt rules 
for the proper administration and enforcement of the Act.   

   
 Purpose: The amendments, if adopted, clarify that this section applies to 

Class B pharmacies preparing non-radioactive sterile preparations. 
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 2 
 3 
(a) Purpose. Pharmacies compounding sterile preparations, prepackaging pharmaceutical 4 
products, and distributing those products shall comply with all requirements for their specific 5 
license classification and this section. The purpose of this section is to provide standards for 6 
the:  7 
 8 
  (1) compounding of sterile preparations pursuant to a prescription or medication order for a 9 
patient from a practitioner in Class A-S, [Class B,] Class C-S, and Class E-S pharmacies; and 10 
compounding of sterile non-radioactive preparations pursuant to a prescription or 11 
medication order for a patient from a practitioner in a Class B pharmacy;  12 
 13 
  (2) compounding, dispensing, and delivery of a reasonable quantity of a compounded sterile 14 
preparation in Class A-S, [Class B,] Class C-S, and Class E-S pharmacies to a practitioner's 15 
office for office use by the practitioner; and compounding, dispensing, and delivery of a 16 
reasonable quantity of a compounded sterile non-radioactive preparation in a Class B 17 
pharmacy to a practitioner’s office for office use by the practitioner;  18 
 19 
  (3) compounding and distribution of compounded sterile preparations by a Class A-S 20 
pharmacy for a Class C-S pharmacy; and  21 
 22 
  (4) compounding of sterile preparations by a Class C-S pharmacy and the distribution of the 23 
compounded preparations to other Class C or Class C-S pharmacies under common ownership.   24 
 25 
(b) – (g) (No change.)  26 
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