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THIS DOCUMENT LISTS OBSERVATIONS MADE 8Y THE FDA REPRESENTATIVE(S) OURING THE INSPECTION OF YOUR FACILITY THEY ARE INSPECTIONAL
OBSERVATIONS AND DO NOT REFPRESENT A FiNAL AGENCY DETERMINATION REGARDING YOUR COMPLIANCE IF YOU HAVE AN OBJECTION REGARDING AN
OBSERVATION OR HAVE IMPLEMENTED OR PLAN TO IMFLEMENT CORRECTIVE ACTIOM IN RESPONSE TO AN O8SERVATICN, YOU MAY DISTUSS THE
CBJECTION OR ACTICN WITH THE FDA REPRESENTATIVE(S; DURING THE INSPECTION OR SUBMIT THIS INFORMATION TO FDA AT THE ADDRESS AEQOVE. IF
roU HAVE ANY QUESTIONS PLEASE CONTACT FDA AT THE PHONE NUMBER AND ADDRESS ABOVE

THRING AM INSPECTICN OF YOUR FIRM (1) (WE! OBSERVED

OBSERVATION #1

Your firm has failed to establish adequate procedures for conducting appropriate media fill simulations.
Specitically.

LAF

Your most recent media fills dated 4/30/2014 and 10/1/2014 for each of the operators that work in the ISO 5
hoods do not closely simulate planned production. For example, the

| —

OBSERVATION #£2

Your {irm has not ensured that vour facility 1 suitably designed with respect to the flow of personnel, in-process

aterials, and finished sterile drugs: the need for room segregation and process separation: and the impact from
heating ventilation and air conditioning (HVAC), air pressurization, and unidirectional airflow. 10 prevent
contamination and other hazards to sterile drugs.

Specifically,

A, The smoke studies performed by vour vendor in 9/2014 for [SO 5 LAF Hood # | indicated the presence of
nen-unidirectional airflow in the ISO 5 LAF Hood # 1, and specifically air backflow into the ISO-3. There was no
evaluation of this linding.

B. The ~Stenle Processing Room™ has a window used as a pass through for dirty glassware from the [SO 7 area (0
an unclassified area. Your firm has not determined whether there is an influx of air from the unclassified area into
the 1SO 7 when the window is opened.
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OBSERVATION #3

“our {irm has failed to establish and implement adequate operational procedures designed to prevent
micrabiological contamination of drugs purporting to be sterile.

Specifically,

ot' glassware used in aseptic processing was qualitied on
. The directions for use for the test indicate that the (B

22 . To date, your firm has not determined

OBSERVATION =4

Your firm has not established adequate written Standard Operating Procedures to ensure proper maintenance of
aseptic processing areas and equipment used in those areas.

specitically,

Your firm has not established written procedures that deseribe the cleaning of glassware used in the production of
sterile drug products.

OBSERVATION #3
Your tfirm tailed to ensure the accuracy of the labels used in the finished preparation.
Specifically,

The product, Methylcobalamin/RG3 (90%)/Cyclodextrin/Nicotinamide 2mg/2mg/60mg/50myg/ml Nasal Spray,
(lot #£12222014/w 6). was produced on l"/:! /2014, According to compounding records, the BUD for the product.
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Methyleobalamin/RG3 190%)/Cvelodextrin/Nicotinamide 2mg/2myg/60mg/50mg/ml Nasal Spray, (lot
#12222014 @ 6. Production Date: 12/22/2014). was 2/5/20135. However, the label on the distributed product had a
different BUD of 2/14/2015. The produet was dispensed on 1/12/20135.
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