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DURING AN INSPECTION O F YOUR FIRM I O BSERVED: 

The following observations are applicable to ophthalmic and aqueous solution for oral inhalation products 
produced by your pharmacy. 

These products are required to be sterile. 

They include the following: 

Ophthalmic Products 

Cefazolin Ophthalmic Solutions 

Tobramycin Ophthalmic Solutions 

Vancomycin Ophthalmic Solutions 

Voriconazole Ophthalmic Solutions 

Atropine Ophthalmic Solutions 

Silver Nitrate Ophthalmic Solutions 

Edetate DiS odium (EDT A) Ophthalmic Solutions 

Rose Bengal Ophthalmic Solutions 



Aqueous Solution for Oral Inhalation Products 

Lidocaine Nebulizer Solutions 

Additionally, two of the above products, Edetate DiSDDJDTA) and Rose Bengal Ophthalmic Solutions, are 
produced from active ingredients that are non-sterile • ~ 

OBSERVATION 1 
Separ ate or defined areas to prevent contamination or mix-ups are deficient regarding operations related 
to aseptic processing of dmg products. 

Specifically,

All manipulations perfon ned in the production of dmg products required to be sterile are conducted in a 

non-sterile lmcontrolled environment on the phrumacy counter. 


Additionally, there is a sink located adj acent to the counter top where dm g products are produced. 


OBSERVATION 2 
Protective apparel is not wom as necessru·y to protect dmg products from contamination. 


Specifically,

Employees perf01ming manipulations in the production of dmg products required to be sterile do not 

weru· any sterile garb (gowns, haim ets, face masks, or sterile gloves) dming production. 




Gloves are available to employees but they are not sterile and some employees do not wear any gloves 
while producing these products. 

OBSERVATION 3 
There is no written testing program designed to assess th e stability char acteristics of dmg products. 

Specifically, 

The beyond use dates (BUD) that you apply to sterile 
th an the dating cited in your references (i.e. 

~ are examples of differences between the beyond use dates of the reference (b) (4) 
- to your actual beyond use date: 

Cefazolin Ophthalmic Solution - Your product receives a 14 day beyond use date and 
cites th e should receive use date. Additionally, the 

that the product ~uv•

T obram ycin Ophthalmic Solution- Your product receives a 30 day beyond use date and your reference 
cites th e product should receive a llday beyond use date. 

Voriconazole Ophthalmic Solution- Your product receives a 30 day beyond use date and your reference 

cites th e product should receive al day beyond use date. Additionally, a second reference cited the 
product should receive al day beyond use date. 

Silver N iu·ate Ophthalmic Solution - Your product receives a 90 day beyond use date an d your reference 

cites the product should receive al day beyond use date. 



Edetate DiS odium (EDTA) Ophthalmic Solution - Yom product receives a 90 day beyond use date an d 
yom reference cites the product should receive a llday beyond use date. 

Additionally, yom reference fonnulations are often different from how you actually make the product. 
The following is a summmy of the ways in which yom product f01mulations are different from the 
reference f01mulation: 

Silver Niu·ate Ophthalmic Solution - Yom product uses (b) (4) while the reference 

product use ·(b) (4) 

Vancomycin Ophthalmic Solution - The reference f01mulation is (b) (4) while yom 
f01mulation contains a preservative. 

Cefazolin Ophthalmic Solution - Yom fonnula uses in place of the reference 
f01mula's use 

T obramycin Ophthalmic Solution -Yom product contains a preservative while the reference 

. Yom product is 

Au·opine Ophthalmic Solution - Yom product uses (b) (4) while the reference 

Also, the su·ength of yom product is 0.1% while the 
f01mulation uses 

Edetate DiSodium (EDTA) - The strength of yom product is 2% while the reference fonnulation is llll . 



Lidocaine Nebulizer Solution - The strength of yom product is 1% or 2% while the reference 
f01mulation is II 

OBSERVATION 4 
Procedmes designed to prevent microbiological contamination of dmg products pmp01t ing to be sterile 
are not established. 

Specifically, 

You have not established any written procedmes regarding the production of dmg products required to 
be sterile. 

OBSERVATION 5 
Dmg product component testing is deficient in that at least one specific test to verify the identity of each 
component is not perf01med. 

Specifically, 

I.IL'-•uu.....~ is labeled as being~
while USP grades of 
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