10 Questions Every Prescriber Should Ask When
Vetting Your Sterile Compounding Pharmacy

If you're prescribing sterile compounds like, testosterone, eye drops and GLP-1s, here’s what to verify—and how
Massey Drugs measures up.

What to Ask

Massey Drugs

Are you a 503A or 503B Compounding Pharmacy?

503A (patient-specific compounding)

Any FDA 483 observations or warning letters in

the last 5 years? AU
Any state board of pharmacy warnings or Non
discipline in the last 5 years? one
Is compounding performed in a USP <797> Yes

compliant cleanroom?

Accreditation?

NABP Accredited for Compounding Pharmacy

Are the APIs sourced from an FDA-registered
c¢GMP manufacturer?

Yes

Is the GLP-1 APl manufacturer on the FDA “Green
List"?

Yes

Are lot-specific Certificates of Analysis (COA)
available?

Yes. COAs verified for compendial requirements
for quality including:

« |dentity « Endotoxins
o Purity « Microbial limits
« Potency « Impurities

Do you perform 3rd party testing for every batch?
-Sterility (ScanRDI)
-Endotoxin (USP <85>)
_pH
-Potency (HPLC)

« Every sterile batch
» Every sterile batch
« Every sterile batch
« Initial + ongoing verification

Is BUD based on USP defaults or actual stability
testing?

« Stability-tested to meet Category 3 BUDs (up to
90 days refrigerated)

« Supported by passing stability studies validated
using forced degradation tested up to 180 days
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