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RULE CAPTION

Registration reguirements for the compounding of any drug not based on a patient specific prescription
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RULE SUMMARY

This rule defines the requirements for licensure for any out-of-state outlet that compounds a drug that is distributed in Oregon to be
administered or dispensed and is not based on a patient specific prescription.

The complete text of these rules is available on the Board's website at: www.pharmacy.state.or.us.
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Board of Pharmacy 855
Agency and Division Administrative Rules Chapter Number

Registration reguirements for the compounding of any drug not based on a patient specific prescription

Rule Caption (Not more than 15 words that reasonably identifies the subject matter of the agency's intended action.)
In the Matter of:

Registration requirements for specific out-of-state compounding activities.

Statutory Authority:
689.205

Other Authority:

Statutes Implemented:
689.155, 689.305

Need for the Temporary Rule(s):

This rule clarifies that any out-of-state outlet that compounds a drug that is distributed into Oregon and is based on a non-patient specific order
must register as a Manufacturer.

Documents Relied Upon, and where they are available:
None.

Justification of Temporary Rule(s):
Without this temporary rule, out-of-state outlets may apply for a registration that is not appropriate for their activities.

FILED

Karen MacLean Karen.S.MaclLean@state.or.us 3-6-13 4:06 PM

Printed Name Email Address

ARCHIVES DIVISION
SECRETARY OF STATE

Administrative Rules Unit, Archives Division, Secretary of State, 800 Summer Street NE, Salem, Oregon 97310. ARC 925-2007



