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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 subrit 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 IOBSERVED: 
OBSERVATION 1 
The responsibilities and procedures applicable to the quality control unit are not in writing and fully 
followed. 

Specifically, 
A. Your cleaning procedures described 1Il SOP number HSOP-H-001 for your manufacturing 
equipment have never been validated. Your manufacturing equipment is used to manufacture both 
(DJ (4) ldrng products and cosmetic products. 

B. Your fnm lacks procedures for good documentation practices and for issuance of GMP records in 
production and the laborato1y . QC Analysts freely print out analytical fo1ms related to chemical and 
microbiological fmished product and lliJ (4 ) I testing with no QA oversight or reconciliation. In 
addition, your production employees are able to freely print out official GMP records related to 
production area temperature monitoring and differential pressure monitoring. Your Production 
employees shred these documents when any en ors are made and they then re-print new fo1ms without 
QA oversight. Numerous completed fo1ms, including production area temperature monitoring and 
differential pressure monitoring fo1ms, were observed in the basket for documents waiting to be 
shredded in a production office. 

C. Your fnm lacks a procedure for qualification of manufacturing equipment. In addition, you have not 
qualified the equipment used in the manufacturing ofyou(DJ (4 ) I drng product. 
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OBSERVATION 2 
There is no written testing program designed to assess the stability characteristics of diug products. 

Specifically, 
Your fnm lacks a procedure for perfo1ming stability studies on __di11g product. In addition, 
you stated you have never perfo1med a stability study on yo ...,..-..._........ di11g product at 25°C and 60% 
relative humidity conditions to demonstrate the product retains its quality attributes throughout the 

OBSERVATION 3 
Laborato1y controls do not include the establishment of scientifically sound and appropriate sampling 
plans and test procedures designed to assure that components and di11g products confo1m to appropriate 
standards of identity, strength, quality and purity. 

Specifically, 
A. Your fnm does not erfo1m rowth promotion testing or use ositive controls during analyses on the 
media used for _!1,,,,1.,_.___...,.._ __, and finished product -..~ --- total microbial count testing. In 
addition, after incubation, media appeared to be di·ied out as evidenced by the media peeling away from 
the edges of the plates and having cracks in it on multiple occasions. 

B. You have not validated your method for dete1mination of total microbial count in 
samples. ..........___,___ 

EMPLOYEE(S) SIGNATURE DATE ISSUED 

SEE REVERSE Wayne D Mcgrat h, I nvest igat or 1 0/20/2023 
OF THIS PAGE 

PAGE2of4 PAGESFORM FDA ~83 (09/08) PREVIOUS EDmON OBSOLEJE INSPECTIONAL OBSERVATIONS 



DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DISTRICT ADDRESS ANO PHONE NUMBER 

1 2 4 20 Parklawn Drive, Room 20 3 2 
Rockville, MD 2085 7 

OATE(S) OF INSPECTION 

1 0/1 6/2023 - 1 0/20/2023 
FEJNUMBER 

301 06833 45 

NAME AND TITLE OF INOMOUAL TO WHOM REPORT ISSUED 

Gee Ho Jang, CEO 
FIRM NAME 

Aqualex Co . , Lt d . 
STREET ADDRESS 

RM 203 , 2 7, Dunchon- daero 457b e on- gil, 
Jungwon- gu 

CITY. STATE. ZIP CODE. COUNTRY 

Seongnam- si, Gyeonggi - d o , 1 321 9 Ko rea 
(t he Republic o f) 

TYPE ESTABLISHMENT INSPECTED 

Drug and Cosme t ic Manufact urer 

ontainer when receiving raw materials, including APis, inde endent of the amount of containers 
received. For exam le, on 03 August 2023, your fnm received _...__.__,dnnns of API ______..&.___, 

sample from dnnn was collected for raw material testing. 

OBSERVATION 4 

Spe • 
s stem contains an approximately IO feet long dead leg, part of which contains 

___ This ........ ~;..,.._, is used for product fo1mulation, including the fo1mulation of 
dmg product. In addition, you identified results exceeding your limit of cfu/mL in 

sam les collected on 21 December 2022 (resul cfu/mL) and 26 Januaiy 2023 (result 
........,...,_""'l""'i~ 

c ·om ._,,,,_,~!'-:-----,.-' in the production area. You took no action for these excursions. 
You perfo1m total microbial count testing on the _______...syste 

OBSERVATION 5 
Established sampling plans, test procedures and laborato1y control mechanisms are not documented at 
the time of perfo1mance. 

Specifically, 
Your QC chemistiy and microbiology laborato1y em lo ees stated they routinely record analytical 
results for raw materials, finished diug products, and _ ........_==-_....samples on tempora1y , non-official 
paper and then later record the results on the official fo1ms. The employees stated the paper containing 
the original results (raw data) is discarded after copying the results to the official f01m. In addition, your 
QC chemistiy and microbiology laborato1y employees do not document sample preparation steps, 
calculations, or notes related to the analysis. 
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OBSERVATION 6 
Records are not kept for the cleaning and sanitizing of equipment. 

Specifically, 
Your fom does not maintain records of cleaning perfo1med on the equipment used to manufacture your 
ID) (4) I dmg product. You record cleaning activities on a diy erase board which is erased after each 
batch. 
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