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This document lists observations made by the FDA representative(s) during the inspection ofyour facility. They are inspectional 
observations, and do not represent a final Agency detemiination regarding your 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) during the inspection or submit this infonnation to FDA at the address above. Ifyou have any 
questions, please contact FDA at the phone number and address above. 

DURING AN INSPECTION OF YOUR FIRM I OBSERVED: 

QUALITY SYSTEM 

OBSERVATION 1 
The responsibilities and procedures applicable to t he qual ity control unit are not in w rit ing and fully 
followed. 

Specifically, 

A) During the inspection walkthrough on Januru.y 14, 2025, I observed the following in-process 
114'Quality Control (QC) test result stored within the user events histo1y section of the rcb l 

4r (b)( ) I meter, Equipment ID: MIIM198: 

Date Event 
(b)(4) 

~6.12.2024, Measurement stopped by user (Sensor has been I 
4disconnected) (Batch No: I !bX > 0 

141 (b)(4)r:bl meter was used for testing Content: I used to manufacture 
(b)(4) I. Batch No. 

1 l Manufacturing Date: December 17, 2024: 

In addition, the electronic data displayed the initial Measurement as: Cancelled, AW Setpoints: 
Failed. A new sample nm was subsequently conducted for the same dmg product batch 
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beginning on December 26, 2024r (bH4>7 with the following measurement results : Completed, 
AW Setpoint: PASS. 

However, there was no documented quality assessment or written incident report for the initial 
measurement failure result nor investi§ation into the user event. In addition, the standard 
operating procedure for operating the Cb>< > meter did not include provisions for addressing and 
resampling of failed measurements due to disconnection of sensors. 

(b)(4 ) 
B) On Janua1y 14, 2025, I visited the In-process I ) room, which included a 

(b)(4) standalone computer connected to and used to operate the Isoftware. 
I observed that the standalone computer had the following common and shared login: Medispray 
lpqc2/PROD-II/MSP. According to the Production Officer, the login usemame and password is 

4 commonly shared and accessible by approximately f (b)( ) Iemployees within the QA 
and the manufacturing departments. 

*DATES OF INSPECTION 
1/ 14/ 2025(Tue), 1/ 15/ 2025(Wed), 1/ 16/ 2025(Thu), 1/17 / 2025(Fri), 1/ 20/2025(Mon) 

SEE REVERSE 
OF THIS PAGE 

EMPLOYEE(S) SIGNATURE 

Guerlain Ulysse, Office of Global Policy 
and St rat egy Employee OllciedOlctllfF'dcy..S ·--

~OUllrtllln E. l.,tyss,e-8 --st,ut01•21>202S 
X ="""' 

DATE ISSUED 

1/20/2025 

FORM FDA ~83 (09/08) PAGE 2 of2 PAGESPREVIOUS EDmON OBSOLEJE INSPECTIONAL OBSERVATIONS 




