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This document lists observations made by the FDA representative(s) chu·ingthe inspection ofyour facility. They are inspectional 
observations, and do not represent a final Agency detem1ination regardingyotu· compliance. Ifyouhave an objection regarding an 
observation, or have implemented, or plan to iniplement, corrective action in response to an observation, youmay discuss the objection or 
action with theFDA representative(s) dtu·ingthe inspection or submit this infom1ation to FDA at the address above. Ifyou have any 
questions, please contact FDA at the phone ntunber and address above. 

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED: 

For the processing of all sterile intravenous (IV) dmg solutions such as: Vancomycin 1.25 gm/250 ml 
Nonnal Saline; Cefazolin 2 gram/100 ml D5W; Rifampin 300 mg/100 ml Nomial Saline; and 
Meropenem 2 gram/100 ml No1mal Saline (e.g. RXtlDIGJI, processed 7/30/2018 and shipped to 
NY): 

OBSERVATION 1 
You produced beta-lactam drugs without providing adequate containment, segregation and cleaning of 
work surfaces to prevent cross-contamination. 

Specifically, your fom is processing beta-lactams in the same ISO 5 hood as non-beta-lactam sterile 
injectable IV products, without adequate cleaning of work surfaces. 

Additionally, on 8/2/2018 we observed a sterile beta-lactam diug product, Meropenem IV solution, 2 
grams/100 ml (RXtlDIGJI), being processed, in the "left" ISO 5 hood. During that processing, a 
small uanf of the beta-lactam diu cr roduct sprayed on the interior back 

riDICIJ 
side of the ISO 5 hood, when 

the This surface supplies the flow of HEP A 
filtered air across the critical ISO 5 area. That surface of the ISO 5 hood\Vas not cleaned and sanitized 
before a non-beta-lactam diug product, Methylpredisone IV solution 40 mg /100 ml 0.9% NaCl (RX
toJEJ), was processed. 

OBSERVATION 2 
The use of sporicidal agents in the ISO 5 classified aseptic processing area was inadequate . 
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Specifically, your fnm was not using a sporicide to periodically sanitize your ISO 5 hoods. Your ISO 5 
hoods were only being sanitized with (b) ( 4) Sporicide use was limited to other 
cleamoom surfaces. 

OBSERVATION 3 
Personnel engaged in aseptic processing were obse1ved with exposed hands, exposed wrists and exposed 
hair. 

Specifically, 
A Your cleamoom operators exposed their bare hands and wrists inside the ISO 5 area, as pa1t of your 

gowning procedure for donning sterile gloves. Sterile injectable diug products were then aseptically 
processed in this area. 

B. Your cleamoom operators exposed their facial skin and the hair around their eyes and forehead to 
the ISO 5 area. This occmTed while aseptically processing sterile injectable diug products and 
during sanitization of the ISO 5 hood between diug products. On 7/30/2018, we obse1ved on two 
occasions that your cleamoom operators processed sterile injectable diug products, while not 
wearing the sterile gown hood over their hairnet. 

OBSERVATION 4 
Personnel touched equipment or other surfaces located outside of the ISO 5 classified aseptic processing 
area with gloved hands and then engaged in aseptic processing without changing or sanitizing gloves. 

Specifically, we obse1ved some poor aseptic practices, such as: 

A On 7/31/2018, your cleamoom pha1macy technician used a bottle of~ that 
fell from the ca1t to the floor of the ISO 7 buffer room three (3) time~without 
wiping the bottle itself, which then became a potential source of contamination to the technician's 
gloves and the other smfaces upon which that bottle was rested. 
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B. On 7/31/2018, your cleam oom pharmacy technician touched the base of a chair in the ISO 7 buffer 
room immediately before processing in the ISO 5 area without sanitizing his gloves. 

C. On 7/31/2018 and 8/2/2018, individually packaged - wipes, stored immediately beneath the 
ISO 5 processing hood in the ISO 7 area, were not sanitized prior to them being introduced into the 
ISO 5 area. 

D. On 8/2/2018 a cleamoom operator allowed the sleeves of the gown to touch the floor of the ISO 8 
ante room during the gowning process. That operator then proceeded with that same gown to 
aseptically process sterile drng products, a process that requires them to extend their gloved hands 
and gowned anns into the ISO 5 hood. 

E. Materials, such as the loose IV bag po1i seals stored in bins on a[OJllJJI ca1i in the ISO 7 area, 
were not being adequately sanitized before moving them from the ISO 7 area to the ISO 5 hood. 
Additionally, the solid structure of the ca1i and the bins do not facilitate the continuous flow of 
HEP A filtered air across these itelllS. 

*DATES OF INSPECTION 
7/30/2018(Mon), 7/31/2018(Tue), 8/01/2018(Wed), 8/02/2018(Thu), 8/07/2018(Tue) 
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