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Services (Blue Ridge) 

STREET ADDRESS 
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This document lists observations made by the FDA representative(s) during the inspection ofyour facility. TI1ey are inspectional 
observations, and do not represent a final Agency detemunation regru·ding your compliance. Ifyou have an objection regarding an 
observation, or have in1plemented, or plan to in1plement, corrective action in response to an observation, you may discuss the objection or 
action with the FDA representative(s) during the in~ection or subnut this infomiation to FDA at the address above. Ifyou have a11y 
questions, please contact FDA at the phone number and address above. 

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED: 

OBSERVATION 1 
Personnel were observed conducting aseptic manipulations where the movement of "first air" in the ISO 
5 area is blocked or disrnpted. 

Specifically, on July 11, 2023 while Teclmici~ was working in ISO 5 classified [(o) (4) I laminar 
airflow hood ~qcl uif~me9 nt ID[(o) (4) I), producing MYCAMINE l 00MG IN l00ML HOMEPUMP 
Rx ~6TT6 • (fifF 1 was observed blocking first pass air with left hand (holding small vial) while 
making aseptic connections. 

OBSERVATION 2 
Personnel perfo1med aseptic manipulations with exposed hair or skin. 

Specifically, on July 11, 2023, while Technician ~~ was working in ISO 5 classifieq(o) (ill laminar 
airflow hood (equipment ID (o) (4) I, producing SOLUMEDROL lGM IN NS l 00ML Rx 
~6f<5 7, (fif( J{c1 HOMEPUMP , • was observed leaning into ISO 5 classified [(6) -(4) !laminar airflow 
hood with exposed skin (around eyes and forehead) while making aseptic connections. 

OBSERVATION 3 
Lack of disinfection ofsupplies at each transition from areas of lower quality air to areas ofhigher 
quality air. 
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Specifically, on July 11, 2023, while Technician was observed working in ISO 5 classified 
[{b) {4) I

~~(7}

laminar airflow hood s, (equipment ID[{b -(4) , producing SODillM CHLORIDE 0.9% 
2000ML Rx # 5(b) < >. (b) (7)(Cj 

1
was observed introducing sterile IP A bottle into ISO 5 classified

[(6) (21-) I laminar antlow hoo without sanitizing the outer surface. 

OBSERVATION 4 
Failure to conduct media fills that closely simulate aseptic production operations under the worst-case, 
most-challenging, and stressful conditions. 

Specifically, your media fills do not include representative container-closure types (elastomeric pumps 
and lai-ge IV bags), equipment [b) ( 4) I automated compounding device) and the quantity and 
volume of finished drng products per order. 

OBSERVATION 5 
Smoke studies were inadequately perfonned under dynamic conditions. 

Specifically, unidirectional airflow was not verified under dynamic conditions representative of your 
typical productio~rocess. Smoke studies conducted in May 2023 in your ISO 5 laminar air flow hoods 

uipment ID ntC6) (4) I) did not show manipulations or conditions perfo1med 
b) (!D automated compounding device or repeater pump in use) that would be representative of the ~ 

dynarmc process used in actual production processes. 
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The observations of objectionable conditions and practices listed on the front of this form 
are reported: 

1. Pursuant to Section 704(b) of the Federal Food, Drug and Cosmetic Act, or 
2. To assist firms inspected in complying with the Acts and regulations enforced by the 

Food and Drug Administration. 

Section 704(b) of the Federal Food, Drug, and Cosmetic Act (21 USC 374(b)) provides: 

"Upon completion of any such inspection of a factory, warehouse, consulting 
laboratory, or other establishment, and prior to leaving the premises, the officer or 
employee making the inspection shall give to the owner, operator, or agent in charge a 
report in writing setting forth any conditions or practices observed by him which, in his 
judgment, indicate that any food, drug, device, or cosmetic in such establishment (1) 
consists in whole or in part of any filthy, putrid, or decomposed substance, or (2) has 
been prepared, packed, or held under insanitary conditions whereby it may have become 
contaminated with filth, or whereby it may have been rendered injurious to health. A copy 
of such report shall be sent promptly to the Secretary." 




