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This document lists observations made by the FDA representative(s) dtu-ing the inspection ofyotu· facility. They are inspectional 
observations, and do not represent a final Agency detel'lllination regarding yotu· compliance. Ifyou have an objection regarding an 
observation, or have in1plemented, or plan to implement, corrective action in response to an observation, you may discuss the objection or 
action with the FDA representative{s) dm-ing the inspection or submit this i11fom1ation to FDA at the address above. Ifyou have any 
questions, please contact FDA at the phone ntunber and address above. 

DURING AN INSPECTION OF YOUR FIRM WE OBSERVED: 
OBSERVATION 1 
Each component is not tested for confomuty with all appropriate w'l-itten specifications for ptu-ity, strength, and quality. 

Specifically, 

Yom· fum lacked aporo01-iate testing: of coml?onents used in the manufacture of your dmg product. For example, you lacked a specific 
identify test to detec:hr, (b.)l, in all shipments, containers, and lots ok _ (b) (4 before use 
in the 1!_1a11ufactm-i11g o lb)l~ cream. Approxiniate y ~?i batches of ~ (b)l4l 

l ~(b)C1cream manufacnu·ed andsh1pped to the US are w1th!ll tle (bT(l expiry pe1-iod inc uding but not uruted to oatches l (b)(~ 
(br(4~ 

OBSERVATION 2 
There is a failure to thoroughly review any m1explained discrepancy whether or not the batch has been already distributed. 

Specifically, 
Yom· fum received I 07 complaints citing that thC hW C:, on theL (bTC, was difficult to open but failed to detennine 
a root cause or pe1fo.nn confumatory testing to venfy t e repo1ted issue. For example, Comp aint DPC-ID-166-23,~-4135 DJ>C-ID-166-23-
6164, and DPC-ID:166-24-1508, along with associated FAR-ID-166-24-0003, all reported difficulty opening the (bH41on the [(bT<j 

I (b1 <] Despite the rectm-ing nature of the defect, yom· fim1 did not conduct fi.mctional testing on retamed samples or 
retlm1ecl muts to con~ the problem or assess the potential impact on usability and patient access to medication. 

OBSERVATION 3 
Written procedm·es are not established that desc1-ibe the in-process controls and exa,ninations to be conducted on approp,-iate samples ofin-
process materials ofeach batch. 

Specifically, 
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A. Yom· fim1 uses a sin.gle, general SOP for reviewing electronic data including audit trails across multi~computerized sc e!.ni 
used in GMP OJ)erations, such as fillinL sy:stem, (bY{-t~ manufacttu-ing vessel, r (b)l~ machine, (b) (4] 

I (bH4 ~ andl CbH41machine. 

This SOP does not include or reference system-specific instructions, such as: 
1. Identifying critical audit trail events relevant to each system (e.g., parameter changes, ala1m acknowledgments, abo1ted 

nuis, manual interventions). 
2. Locating and i11te1preting audit trail entries specific to each softwru·e/system architecture. 
3. Doctui1enti11g and justifying the audit trail review performed per system. 

Dm-ing interviews, we observed inconsistent audit trail review practices, with staff relying on experience rather than docmnented 
procedures. The SOP does not differentiate between systems, fiu1ctio11alities, or risk levels, nor does it specify review ti-iggers or 
expectations per equipment. 

B. Quality Assm·ance (QA) employees lack independent login access to manufachmng eguie!!!znt software and were fonnd to rely 
on Infonnation Tedmology (IT) employee assistance to access these systems d1mngr Cb1l~audit trail reviews. This 
practice compromises the independence ofQA oversight. 

C. Dm-ing batch release, QA employees do not review audit ti·ails directly on the manufachmng equipment but instead review only 
p1-inted copies provided by the operations depa1tment. 

D. Yom· fum failed to adequately docmnent parameters related to~CbTd sample collection, specificall~ failing to record the time 
(bH4 srunples were collected and docmnented when srunpling S l0U d be done from r (b) ~ as the point ofuse. 
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