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(b>l4l is not perfo1med on 

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

This document lists observations made by the FDA representative(s) during the inspection of your facility. They are inspectional observations, and do not 
represent a final Agency determination regarding your compliance. If you have an objection regarding an observation, or have implemented, or plan to 
implement, corrective actions in response to an observation, you may discuss the objection or action with the FDA representative(s) during the inspection 
or submit this information to FDA at the address above. If you have any questions, please contact FDA at the phone number and address above. 

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED 

OBSERVATION 1 

(bTC4l 0Procedures designed to prevent microbiological contamination of 
products purpo1i ing to be sterile are not established and followed. ------
A. Environmental monitoring of critical surfaces following ase tic fillin operations are deficient. 

I. Microbiological surface sampling of the product contact 
[ (bHj filling lines in buildin 

11. Micro6'iolog1cal surface sam Im~ of seconda1y product contact paiis includin the 
contact paits and open (b

1141 contact Taii s ai·e not perfo1med after 
• (b) C4l • (bT (b)l4l fi 11 ' l ' campaign or ,,_ _ __. campaign on ___.,.or 1 mg mes. 1 

B. Inadequate aseptic processin~ ~hnique was observed during the. activities{ erfo1~ ed in (bTCl
• B ·1d· (b>l4~ d • (b)C4l d fill ' • N ·1 (b)C4l 1m m mg J unn~ setup an 1 m o erat10ns. _ on-sten g oves were 
used to handle tlie Cb 

4 and (bH4l tubing and the (b)C4l during theu connection and 
installation. Additionally, during this process first air was blocked above the exposed (b

1141 

(b)l4 

C. There is no assurance that the secondaiy product contact surfaces which ai·e not sterilized (such 
(b)l~ 4 (bTC4l (bTC4las gloves, and the are ade~uately cleaned as 

ventied y sampling at worst case liardest to clean) ocabons, pnor to the iJl
4 cycle on itc4 

1 ~~01 l'tifC
4j filling lines. 

D. . (bTCl validation and revalidation of (bTCl for fill lines (b>l4 

(bH4 biolo ical indicator BI was laced next to the (b> ~ within the bag and 
(bTC4l The [(bT, BIC

p acements dunng_,__ (bH4l}aiidabon do not ensure that the' (bH4l inactivating the 
tbTCl Bls enters throu the Cb Cl and reaches all product-contact surfaces and thus, the 
sterility of the (bH4 is not assured. 

E. The identified pinholes in the (b>l4 gloves compromise the integrity of the (bTCl C (b>l4] 

(b)l4l exposing the Grade A environment to potential contamination from the Grade D 
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environment and thus, the sterility of the CbH4 may not be assured during Cbn4 and 
4

(tif( fi11· --- -----1 mg. 

OBSERVATION 2 

Cbn4 DS manufacturing area is not under control to assure product quality. 

manufacturing process from 
CbT (S ~ CbT- ---£--d- .____f_h_ CbH4 B ·1d· CbH4l h . _____ tep, are per 01m e m an area o t e_____ m mg ___t at 1s 

classified as zone CbH
4 

The area is equipped with only basic temperature controls and lacks systems 
for pressure and humidilty control and environmental monitoring. 

OBSERVATION 3 

(b)"l4) 01 (b)14~ n • · c (br(4 (bH
4 not ~ used for 

(b)(4 (bY{4 --- .storage, ___ and CbH of all Cb> <4> during DS manufactunng 
process. Although Step CbT 

{6,(l
Use of 

Cb><4 step (Ste CbH4- do_e_s_n_o_t_a_s_sl-u-·e_p_1_·0_d_u-ct...quality £ ...o_r_a_n___ 

Cb><4 generation process is less stringent than the (bY{-4 generation. 

OBSERVATION 4 

There is a lack of assurance that the cleaning procedures used for product-contact process equipment for 
1141DP an4the manufacture of (b CbT, DS and DP are effective in preventing product 

canyover and cross-contamination. 
A. Swab sampling is not perfo1med during cleaning validation of multi-product use 

iff4 

CbT<4l or dedicated CbT<4l during DP manufacturing. ------

B. The swab sampling is not perfo1med during cleaning validation of Cb)l4l DS downstream 
manufacturing vessels. 




