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The Drug Quality and Security Act, signed into law on November 27, 2013, created a new section 503B in the
United States Federal Food, Drug, and Cosmetic Act. Under section 503B, a compounder can become an
“outsourcing facility.”

The law defines an “outsourcing facility” as a facility at one geographic location or address that is engaged in
the compounding of sterile drugs; has elected to register with the FDA as an outsourcing facility; and complies
with all of the requirements of section 503B.

These facilities are permitted to provide non-patient specific compounded sterile drug products that must
meet current good manufacturing practice (CGMP) requirements. A list of registered FDA outsourcing facilities
can be accessed here:
http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/PharmacyCompounding/ucm378645.ht
m

Pursuant to OAC 4729-16-02, an outsourcing facility is prohibited from selling compounded
products in Ohio unless they hold a valid license as wholesale distributor of dangerous drugs with
an outsourcing facility classification. The following is a list of FDA registered outsourcing facilities
currently permitted to ship compounded products into Ohio:

License Number Name

WMOF.012176500 03 | CANTRELL DRUG COMPANY

WMOF.012471950 03 | PINE PHARMACEUTICALS LLC

WMOF.012472000 03 | US COMPOUNDING, INC.

WMOF.012472050 03 | HEALIX INFUSION THERAPY, INC.
WMOF.012477200 03 | JCB LABORATORIES

WMOF.012481000 03 | ANAZAOHEALTH CORPORATION
WMOF.012484300 02 | EXELA PHARMA SCIENCES, LLC
WMOF.012485200 03 | RXQ COMPOUNDING, LLC

WMOF.012489700 02 | RC OUTSOURCING

WMOF.012489750 02 | CENTRAL ADMIXTURE PHARMACY SERVICES, INC.
WMOF.012496950 03 | PHARMAKON PHARMACEUTICALS, INC.
WMOF.012511450 03 | SCA PHARMACEUTICALS

WMOF.012514550 03 | PHARMEDIUM SERVICES, LLC

WMOF.012514600 03 | PHARMEDIUM SERVICES, LLC

WMOF.012514650 03 | PHARMEDIUM SERVICES, LLC

WMOF.012514700 03 | PHARMEDIUM SERVICES, LLC

WMOF.012518100 02 | OPS INTERNATIONAL INC. DBA OLYMPIA PHARMACY
WMOF.012522800 03 | AVELLA OF DEER VALLEY, INC.

WMOF.012531700 03 | LEITER'S ENTERPRISES, INC. DBA
WMOF.012536450 03 | CENTRAL ADMIXTURE PHARMACY SERVICES, INC.
WMOF.012548400 03 | QUVA PHARMA, INC.

Please Note: This list may not contain all Ohio licensed outsourcing facilities. To check the license
status of an FDA registered outsourcing facility please visit:
https://license.ohio.gov/lookup/default.asp?division=96
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