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Producer of Sterile Drug Products 

This document lists observations made by the FDA n:pn:scnwtivc(s) during the inspection of your facility. They ure inspcc::tional 
observations. and do notn.>prescnt o linal A11-cncy d~tcrm ination regarding your compliance. If you llaw an <lbjectilm rcgan.liny an 
ob54.'1'\'4tion. or have implemented. or plan to lmpk'fllent. corrective nction in response to an observation. you may discus.~ the o~jcction or 
action with the FDA representativ~:{s) during the inspection or submit this information to FDA ot the address abo\'e. l f you haw lillY 
questions. please contact FDA at th~: phone number ond addrc:ss above. 

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED: 

OBSERVATION 1 
Aseptic processing areas are deficient regarding systems for maintaining any equipment used to control 
the aseptic conditions. 

Specifically, 

On II Apr 16, during aseptic processing of Phenylephrine HCL Injectable, lot 041120 16@2, and IC 
Rescue Solution lot t04082016@13, brown stains were observed on the surface ofthe HEPA filter 
located in the ISO S classified Laminar flow hood • 
On 13Apr 16, rusty conditions were observed on the metal support structure beneath . ISO 5 Laminar 
flow (b) ( 4) in the IV room. 

OBSERVATION 2 
Aseptic processing areas are deficient regarding the system for cleaning and disinfecting the room and 
equipment to produce aseptic conditions. 

Specifically, 

Cleaning records dated between 0 I Jan 16 and 31 Mar 16 do not demonstrate use of sporicidal disinfectant 
in the ISO 5 Laminar flow hoods in the IV room, or in the ISO 7 areas. The only product used to 
disinfect the ISO 5 hoods, is sterile (b) (4) 

OBSERVATION 3 
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Procedures designed to prevent microbiological contamination of drug products purporting to be sterile 
do not include adequate validation of the sterilization process. 

Specifically, 

A. Your finn did not validate the sterilization to demonstrate the process was adequate for 
(b) ( 4) of I 00% "'l';"'~·~u.,~;. - validation records did not show 
sterilization was achieved with however, glycerine I 00% injectable, lot numbers 
t032420 16~{'3 I and t032820 I were sterilized on 29Marl6 and 04Aprl 6. respectively and 
dispensed. 

B. Your finn did not adequately validate the dcpyrogcnation process to demonstrate the process was 
~rogenating the in-process glassware. Your validation report did not include the 
~ in the validation process. 

C. Your finn did not perform media falls to simulate the most challenging production conditions. mEt] 
• media fill records dated between I 7Jun 15 and 05Janl6 showed that you media ~ 
with . prostaglandin 500 mcg/m I lot 020420 I 6@40 lot 
1214201 5@41 ), and lot I 0262015@17 ( 120 ml). exceeded 

OBSEI~VATION 4 
Aseptic processing areas are deficient regarding the system for monitoring environmental conditions. 

Speci fica! ly. 

A. Environmental monitoring for viable and non-viable particulates is not pcrfbrmcd each da) sterile 
drug products are produced. For example. 
!) Your .Drm.12.eill£! (b) (4) ·-----t---
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2) ·(b)(4) are monitored (b) ( 4) 

3) 

B. Records were not available to demonstrate Magnehelic gauges used to measure pressure differentials 
bem·een the follow· arens were calibrated: 
I) Between 
2) Between 
3) Between 
In addition. the pressure differential between the is not 
documented. 

OBSERVATION 5 
There is no written testing program designed to assess the stability characteristics of drug products. 

For example. 

A. Sterility, endotoxin. and potency were not tested throughout the six (6) months shelf life for 
Testosterone Cypionate (Sesame) 200mg/ml injectable, lot number tO 10620 161(? 18 and 
Mcthylcobalamin 25mg/ml (PF') injection solution. lot number 02 I 820 16@23. 

B. Sterility and endotoxin were not tested throughout the six ( 6) months she If I i fe for Prostaglandin 
(UD) 500mcg/ml injectable. lot number 020420 16@40. 

C. Sterility methoa s~:~ital:lility was Ret assessee fer TestesteroAe Cy13i01~ate (Sesame) 200n-1glml 
iAjectal=Jie. 
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OBSERVATION 6 
Protective apparel is not worn as necessary to protect drug products from contamination. 

Specilically. 

During aseptic processing of Phenylephrine J-ICL Injectable. lol 041 120 16@2. and IC Rescue Solution 
lot t040820 16@ I 3 on II Apr 16, a technici<m was observed with exposed skin around the eyes and 
eyebrows. 

*DATES OF INSPECTION 
4/ 11/20 16(Mon)A/12120 16(Tuc).4/13/20 16(Wcd).4/ 14f20 16(Thu).4/ 15/20 16(Fri).4/ l 8120 I 6(Mon) 
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