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NAME AND TITLE Of INDIVIDUAL TO WHOM REPORT ISSUED 

TO: David A . Nicol etti , R . Ph ., President 
FIRM NAME 

Pre s cription Lab Compounding Phar macy 

STREET ADDRESS 

6586 E Grant Rd 
CITY. STATE. ZIP CODE. COUNTRY 

Tucson, AZ 85715- 3801 

TYFE ESTABLISHMENT INSPECTED 

Producer of s t erile drugs 

This document lists observations made by the FDA representative(s) during the inspection of your facility. They are inspectiona l 
observations, and do not represent a final Agency determination regarding your compliance. If you have an objection regarding an 
observation, or have implemented, or plan to implement, corrective action in response to an observation, you may discuss the objection or 
action with the FDA representative(s) during the inspection or submit this information to FDA at the address above. If you have any 
questions, please contact FDA at the phone number and address above . 

DURING AN INSPECTION OF YOUR FIRM I OBSERVED: 

OBSERVATION 1 

Aseptic processing areas are deficient regarding the system for monitoring environmental conditions. 

Specifically, Environmental monitoring (6Jl4 
sterile drugs are prepared. For example: 

A. 

B. 

C. Surface monitoring and the surrounding ISO 7 buffer room is performed"'"l>""""'"""'"""' 
D. Personnel monitoring of the gloved fmgertips is performed only '""(b..:.l ..:..(4 ....1___. 

OBSERVATION 2 

Aseptic processing areas are deficient regarding the system for cleaning and disinfecting the room and equipment to produce 
aseptic conditions. 

OBSERVATION 3 

Procedures designe d to prevent microbiological contamination of drug products purporting to be sterile do not include 
validation of the sterilization process. 

, oil based products 

a. Testosterone (70/30) Cypion!Enan 200mg/ml, lot number 08212015:93@32 was prepared on 8/21/2015. The 
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product was f(li)'(4 f r and then KliH4J 1. In 
addition , 

I. There is no validation study showing that these}li)l4} are adequate to render the product sterile. 
ii. 	 There is no(b) (4) 1used during the( b)J:!lJ to confirm sterility. 

iii. 	 There is no record of the actual time [(b)'(4 ) 1ofthe 61141 during the processing period . 

b. 	 Testosterone Cypionate 200mg/ml Injection, lot number 08262015 :94@7 5 was prepared on 8/26/ 15. The p roduct 
was 0041 . In addition, 

I. There is no record ofth6(b) (4) time (b) (4) for this process. 
II. 	 There is no val idation study showing that the are adequate to render the 

product sterile. 
(b) (4) 1 

iii. 	 There is no{6f(4) 1used during the~6)l4J to confirm sterility. 

OBSERVAT ION 4 

There is no written testing program designed to assess the stability characteristics of drug products. 

Specifically, there is no stability data to support expiration dates applied to sterile drug products, for example: 

a. 	 Ascorbic Acid Preservative Free 500mg/ml Injectable, lot number 082520 15:98@48 was prepared on 8/2 5/ 15 and 
assigned a beyond-use date (BUD) of 30 days refrigerated . 

b. 	 Glutathione Preservative Free 100mg/ml Solution for Inhalation, lot number 08292015:88@14 was prepared on 8/ 29115 
and assigned a BU D of9/28/15 (30 days) . 

c. 	 Tacrolirnus Ophtha lmic 0.02% Suspension for dogs, lot number 08142015:83@28 was prepared on 8/ 14/15 and assigned 
a BUD of 11 112/15 (90 days). 
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