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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 detennination regarding your compliance. Ifyou have an objection regarding an 
observation, or have implemented, or plan to implement, corrective action in response to an observation, you may discuss the objection or 
action v,rith the FDA representative(s) during the inspection or submit this infom1ation to FDA at the address above. Ifyou have any 
questions, please c,ontact FDA at the phone number and address above. 

DURING AN INSPECTION OF YOUR FIRM I OBSERVED: 

OBSERVATION 1 
Your fum failed to establish written procedures for production and process controls designed to assure 
that the drng products have the identity, strength, purity, and quality that they ai-e purpo1ted or 
represented to possess. 

Specifically, 

Your standard operating procedure ~(6) (4) Ientitled "ALARMAS CRiTICAS DE 
AUTOCLAVES" [Autoclaves, Critical Ala1ms, IG] is not detailed enough to include the steps during 
the autoclave malfunction when theK6) (4) I is allowed to be transfen ed to another autoclave to 
continue sterilization cycle, when sterilization cycle can be stopped manually and when sterilization 
cycle is acceptable despite increased[(6) (4~ sta e of the sterilization cycle. For example: 
a) on November 11, 2022, the autoclave had a b) <4lin a (6) (4) Iduring t~ (6) (4) stage of 
sterilization o~{6) {4) lottl(6) (4) , the cycle was 

4stopped, and (b) (4 ) I was moved from autoclave~b) < 1to "6TT4l. Tliis lot was released on Febma1y 
24, 2023. 
b) On March 14, 2023, sterilization cycle for[{b } (4 } I 
lot (6) (4) Iwas manually stopped by the operator -:'"~ without any explanation 
documented. 
c) On April 25, 2023, the[(6) (4] stage exceeded allowed time 0((6) (4) I, and was documented as !!: 

b l{ Ion the autoclave sterilization printout for [{6} (4) I 
b} (4 } Idue to autoclave malfunction. This lot was released on June 20, 2023. 
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OBSERVATION 2 
The batch production and control records are deficient in that they do not include documentation of the 
accomplishment of each significant step in manufacturing. 

Specifically, 

(b) (4) uses b) (4) Iamount depending on 
(b) (4) I and requires additional calculation if it is no1_(b) (4) ,_,._S:alculation of[(6) (4) lwas not 
documented on the batch records for all lots manufactured on lines~ and 4(b < lfrom May 28, 2020 to 
July 22, 2024. 

OBSERVATION 3 
Laborato1y records are deficient in that they do not include a complete record of all data obtained during 
testing. 

Specifically, 

(6) (4) j, your raw materials and finished product, [(6) (4) I 
I are testedror Endotoxin. Ko) (4) !reagent preparation l S reqmred for the Enclotoxm 

test. Review of Endotoxin testing records for the raw materials and batches manufactured from May 28, 
2020 to July 22, 2024 found that preparation of this solution is not documented. 

OBSERVATION 4 
Written procedures for cleaning and maintenance fail to include description in sufficient detail of 
methods, equipment and materials used. 

Specifically, 
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Yom initial cleaning validation, protocol Version 1 approval date October 11 ?017 and subsequent~, 
4 4cwrent validation, protocol Version 2 effective date May 11 , 2022 for line b) < (t>) (~ ) and~b) <

that are not dedicated to manufactmin~Jt5) (4) , require 
(6) (4) Iofthe(6) .~4 . However, there are no written procedmes that would describe 
(b) (ill performed for theseJ6) (4 that are used to prepare (6Jl4I or[(6) {4) Ibatches of the above 
tj in each [6) (4 . 
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The observations of objectionable conditions and practices listed on the front of this form 
are reported: 

1. Pursuant to Section 704(b) of the Federal Food, Drug and Cosmetic Act, or 
2. To assist firms inspected in complying with the Acts and regulations enforced by the 

Food and Drug Administration. 

Section 704(b) of the Federal Food, Drug, and Cosmetic Act (21 USC 374(b)) provides: 

"Upon completion of any such inspection of a factory, warehouse, consulting 
laboratory, or other establishment, and prior to leaving the premises, the officer or 
employee making the inspection shall give to the owner, operator, or agent in charge a 
report in writing setting forth any conditions or practices observed by him which, in his 
judgment, indicate that any food, drug, device, or cosmetic in such establishment (1) 
consists in whole or in part of any filthy, putrid, or decomposed substance, or (2) has 
been prepared, packed, or held under insanitary conditions whereby it may have become 
contaminated with filth, or whereby it may have been rendered injurious to health. A copy 
of such report shall be sent promptly to the Secretary." 




