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This document lists observations made by the FDA representative(s) during the inspection of your facility. They are inspectional observations, and do not
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DURING AN INSPECTION OF YOUR FIRM WE OBSERVED:

OBSERVATION 1

Procedures designed to prevent microbiological contamination of - 01- drug
products purporting to be sterile are not established and followed.

A. Environmental monitoring of critical surfaces following aseptic filling oj
i;

1.

contact parts and open
campaign ori

B.
and tubing and the during their connection and
installation. Additionally, during this process first air was blocked above the exposed‘
C. There is no assurance that the secondary product contact surfaces which are not sterilized (such
as gloves, and the are ade u?;ilﬁ; gsaﬁs
D.

The BI
] inactivating the
' and reaches all product-contact surfaces and thus, the

Bls enters through the
sterility of the P8 1s not assured.
E. The identified pinholes in the gloves compromise the integrity of the
exposing the Grade A environment to potential contamination from the Grade D
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environment and thus, the sterility of the- may not be assured durjng- and
99 filling.
OBSERVATION 2

-DS manufacturing area is not under control to assure product quality. DS
manufacturing process from

are performed in an area of the
The area is equipped with only basic temperature controls and lacks systems
for pressure and humidilty control and environmental monitoring.

classified as zone

OBSERVATION 3

01
storage, and

process. Although Step

e sed for IR

DS manufacturing

OBSERVATION 4

There 1s a lack of assurance that the cleaning procedures used for product-contact process equipment for

the manufacture of’ -DP a.n_ DS and DP are effective in preventing product

carryover and cross-contamination.
A. Swab sampling is not performed during cleaning validation of multi-product use _

- or dedicated_ during DP manufacturing.

B. The swab sampling is not performed during cleaning validation of - DS downstream
manufacturing vessels.






