











DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

DISTRICT OFFICE ADDRESS AND PHONE NUMBER DATE(S) OF INSPECTION
Deyer [isior e 07/09/2018-10/24/18
6th Ave. & Kipling St. '
Denver, CO 80225 FEI NUMBER
303-236-3017

1443564
Industry Information: www.fda.gov/oc/industry AR08

NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT 1S ISSUED

T1O: Pujan A. Patel, Owner

FIRM NAME STREET ADDRESS

Foothills Professional Pharmacy, Ltd. 4545 E. Chandler Blvd, Ste. 100
CITY, STATE AND ZIP CODE TYPE OF ESTABLISHMENT INSPECTED
Phoenix, AZ 85048 producer of non-sterile drugs

« Prescription (B)(6)', lot 04022018:98@43, C-Benzocaine/Lidocaine/Tetracaine/ Phenylephrine 20/6/4/0.5%
Versabase, produced 04/04/2018, and released 04/06/2018

OBSERVATION 9
Drug product production and control records, are not reviewed and approved by the quality control unit to
determine compliance with all established, approved written procedures before a batch is released or distributed.

Specifically, the following office use drug products do not have a documented date of final review and approval
by a pharmacist:

» Prescription (B) (8)1, lot 04022018:07@77, C-Lidocaine/Tetracaine/Phenylephrine in Poly-Poloxamer
23%/7%/0.8% gel, produced 04/04/2018, and released 04/06/2018

» Prescription (B) (6) . lot 04022018:98@43, C-Benzocaine/Lidocaine/Tetracaine/ Phenylephrine 20/6/4/0.5%
Versabase, produced 04/04/2018, and released 04/06/2018
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