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THIS DOCUMENT LISTS 08SERVAT10NS MADE BY THE FDA REPRESENTATIVE($) DURING THE INSPECTION OF YO~ FACILITY. THEY ARE INSPECTIONAL 
OBSERVATIONS; AND 00 NOT ~SENT A FINAL AGENCY DETERMINATION REGARDING YOUR COMPLIANCE. IF YOU HAVE AN OBJECTION REGARDING AN 
OBSERVATION. OR HAVE IMPLEMENTED, OR PLAN TO IMPLE.MENT CORRECTIVE ACTION IN RESPONSE TO AN OBSERVATION, YOU MAY DISCUSS THE 
OBJECTlON OR ACTION WTH TtE FOA REPRESENTATIVE(S) OUR.ING TliE INSPECTION OR St..eMIT THIS INFORMATION TO FOA AT TtE AOORESS ASOVE. IF 
YOU HAVE AH'f QUESTIONS, PLEASE CONTACT FDA AT THE PHONE NlMBER AND ADDRESS ABOVE. 

DURING AN INSPECTION OF YOUR FIRM (I) (Vt£) DeSERVED: 

Observation- I 
Each batch of drug product purporting to be sterile and pyrogen-free is not laboratory tested to determine 
conformance to such requirements. 

Specifically, no potency, sterility, endotoxin is performed for the fo llowing preservative free sterile injectables: 
a. Testosterone Cypionate and Testosterone Propionate Injectable doses 200mg, 50mg, 20m~ with 90 day before 
use date (BUD) at room temperature 
b. Methylcobalam in Injectable dosage 25mg/ml with 30 day before use date (BUD) refrigerated temperature 
c. Trimix Inj ectable 20ml with 30 day before use date (BUD) at refrigerated temperature 

Observation-2 
Aseptic processing areas are deficient regarding the system for monitoring environmental conditions. 

Specifically, the following deficiencies were identified related to the firm ' s environmental and personnel 
monitori ng program: 

(b ) (4 ) a. The firm conducts personnel monitoring 
Operator gloves are not s ampled at least daily. 

(b ) ( 4 ) 

b . No environmental samples are taken during production ofthe following sterile injectables: Testosterone 
Cypionate and Testosterone Propionate, Methylcobalamin and Trimix. 

Observation-3 
Procedures designed to prevent microbiological contamination ofdrug products purporting to be sterile are not 
established and followed . 
Specifically, 
a. Uncovered vials o located in the anteroom (ISO 6). 
b. Unlabeled black cover vial tips were left within the LAF Hood (ISO 5). 
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c. Trashcan located in the anteroom classified as JS06 was blocking the air movement from the classified area 
(ISO 6) to the non-dassified area. 
d. The plastic separation flaps were observed with dirt and grime leading from the anteroom into the clean room 
(ISO 6) hous ing the LAF Hood (ISO 5). 
e. No smoke studies have been performed in the ISO 5 area. 

Observation-4 
There is no written testing program designed to assess the stability characteristics ofdrug products. 

Specifically, for the following products no stability testing is pe rformed: 
a. Testosterone Cypionate and Testosterone Propionate Injectable doses 200mg, 50mg, 20ml, with 90 day before 

use date (BUD) at room temperature 
b. Methylcobalamin Inj ectable dosage 25mg/ml with 30 day before use date (BUD) refrigerated temperature 
c. Trimix Injectable 20ml with 30 day before use date (BUD) at refrigerated temperature 

Observation-5 
Clothing ofpersonnel engaged in the processing, packing, and holding ofdrug products is not appropriate for the 
duties they perform. 

Specifically, gowning apparatus are not received sterile. For example, booties, hair covers, masks, hair nets are not 
sterile. Additionally, on 02/0212016 9:59AM, a compounding pharmacist was observed preparing non-sterile 
Benazepril 4 mg/mL suspension, Lot 0202 16-111121, R.x # without a lab coat. 

Observation-6 
Buildings used in the manufacture, processing, packing or holding ofdrug products are not maintained in a clean 
and sanitary condition . Specifically, 

a. The plastic separation flaps were observed with dirt and grime leading from the anteroom into the clean r oom 
(ISO 6) housing the LAF Hood (ISO 5). 
b . A large storage shelf located next to the cleanroom blocking airflow from cleanroom to unclassified area. 
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Observation-? 

Aseptic processing areas are deficient regarding the system for cleaning and disinfecting the room and equipment 

to produce aseptic conditions. Specifically, for cleaning and sanitizing the classified areas agents (b ) (4 ) 

and (b ) (4 ) are used and are non-sporicidal disinfectants. 


Observation-S 

Equipment and utensils are not maintained at appropriate intervals to prevent contamination that would alter the 

safety, identity, strength, quality or purity ofthe drug product. Specifically, (b ) (4 ) 


is used to clean the (b ) (4 ) and the Ill· 
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