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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 determination 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 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 

The quality control unit lacks the responsibility and authority to approve or reject, all 
components, drug product containers, closures, in process materials, packaging material, labeling, 
and drug products. 
Specifically, 

(A) Your quality unit failed to exercise its responsibility to ensure drug products manufactured at your 
facility have the safety, identity, strength, quality, and purity that it purports or is represented to 
possesses. Discrepancies were not adequately investigated, and incorrect and misleading 
information was provided during the inspection causing unnecessary delays. 

For example, 

On 6/17/2024, we requested your firm to all provide customer complaints submitted to your facility 
since the last inspection. Your firm, however only provided a list ofseven (7) complaints for 2024 
and stated you were unable to find other complaint records for your company. However, on 
06/20/2024, different information was identified that contradicted the original information related to 
your complaints. During a walkthrough of your laboratory, we identified positive mold !!rowth 

(b)li.I ~ :I (bT(l ~samples for your otion Batches 
stored underneath boxes in your QC laboratory office. We were informed by your staff that the 
samples were for retain batches, which were tested due to a customer complaint for mold in your 
products. However, your facility failed to disclose this complaint and the positive growth samples 

during the inspection. 
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(B) Your Quality Unit has failed to ensure that all production and laboratory control operations are 
CGMP adopted. All the deficiencies found during current FDA inspection are indicative that your 
Quality Unit has not taken the necessary steps to fully ensure the adequacy ofyour procedures, 
analytical methods, and tests results and that complaints reported are appropriately investigated. 
Furthermore, the Quality Unit has not performed the necessary assessments/reviews to ensure that 
the objectionable practices observed do not negatively affect the quality attributes ofyour over-the­
counter (OTC) drug products. The objectionable conditions noted below suggest that personnel may 
not have the necessary skill sets/training, experience and/or scientific knowledge with respect to 
drug manufacturing processes and related systems in order to adequately assess the 
CGMPs. Moreover, many of the objecti9nable conditions noted below document that personnel may 
not have the necessary understanding about the importance ofensuring the integrity of the CGMP 
data. 

(C) Responsibilities and procedures applicable to the quality unit are not fully in writing or have been 
changed by your facility and there are no written procedures describing your firm's current practices. 

Procedures not followed include but are not limited to: 

• Complaints 

• Corrective action and preventative action 

• Batch record .review 

• Stability 

• Change management 

• Documentation control policy 

• Quarantine 

• Product returns 

• Retain samples 

• Annual product review 

• Training 

(D) Your quality unit has failed to maintain records related to CGMP regulated operations and activities 
at your establishment. This includes but is not limited to records related complaints, training, QC 
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laboratory records, and batch production records. Your firm does not have a records control system 
in place and records are stored in various locations in your facility. There is no designated area for 

records storage and traceability. 

OBSERVATION 2 

Investigations of an unexplained discrepancy, or a failure of a batch or any of its components to 
meet any of its specifications did not extend to other batches of the same drug product or other 
drug products that may have been associated with the specific failure or discrepancy. 

Specifically, 

I 
On June 7, 2024, your firm received a customer complaint for1 

4LJotion, BatchI (lir< nd initiated a Corrective Actio'""n_s_an_ d_P_r_e_v_e_n_ti_v_e_A_c_t_io_n_s_as_s_e-ss_m

(tin~
I 

_ e_n...,t as 

your investigation. However, your firm failed to conduct an adequate and thorough investigation due to 

the following: 

(1) Your investigation did not follow your firm' s complaint investigation handling procedures per 
SOP QA-LS) P009 Rev 1effective11/05/2021. 

(2) Your complaint was investigated as a Corrective Action and Preventative Action (CAPA) and 
not as an investigation. No documentation or data was captured in your CAPA defining the 

investigation that was performed . 

. I (liHt . .
(3) Your CAPA states that._1 ____. etam batches were mspected but only two (2) were 

affected. Your CAPA does not explain how the retain batches were inspected and there is no 
documented evidence confirming such evaluation. 
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Batches....._______. nd ,______,jWere positive or mo ; however, no faboratory investigation 
was performed/ documented/ approved. 

(5) Your CAPA report concludes the root cause for the mold contamination to be the components 
(pumps); however, there is no documentation or data supporting the root cause. According to 
your Site Quality Manager, the pump was received contaminated from the supplier. 
Nonetheless, no complaint was filed against the supplier, as the pumps were received a long time 
ago and traceability of this component was lost. 

(6) Your CAP A investigation report has failed to extend to other batches of OTC products that 
utilize the affected pump. Your Quality Unit currently does not have a system in place to trace 
the components used for your OTC drug products. 

CbTCl 
(7) Although your laboratory investigation confirmed 

. B h (bT(4l d CbTC4l h ....c._·_1 _d--.- 1----.--d-. ----.--' 
lotion ate es .______.an _____you ave 1ai e to Imp ement an mune 1ate corrective 
action. 

OBSERVATION 3 

Your firm failed to have, for each batch of drug product, appropriate laboratory determination of 
satisfactory conformance to final specifications for the drug product, including the identity and 
strength of each active ingredient, prior to release. 

Your Quality Unit failed to exercise its responsibility to ensure the OTC products manufactured at your 
facility are in com liance with CGMP and meet established specifications for quality and purity. 

. iJ(4J {6)1 <6H4
S c1fic~lly, .....________ Cream OTC drug product, Batch,_______,was released on 

(b)(l • h . ~ (b)l4l h' h . h . . . d. . h,___.wit out assay testmg 1or...______.-content, w 1c 1st e mam active rngre 1ent mt e 
a--◄ ____.... (b)l4l awformulati·on. Additionally, your QC laboratory has never tested incoming batches of 

materials. Your firm has been manufacturing this product since (b)l4l 
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OBSERVATION 4 

Batch production and control records do not include complete information relating to the 
production and control of each batch. 

Your batch records do not include accurate data derived from in-process testing to assure compliance 
with established specifications. 

I 
CbTCl4 

11 
<6H41(A)ln-process weighing test for units of Cream OTC product, Batch! 

is not accurate. On June 17, 2024, we observed the filling process of Batch ttiff-'!(The in-
process.weighing test offilled units should be monitored! (br< 

4 
During this monitoring,

I (bT<4l its are removed from the filling: machine. We observed that the Quality Unit did not 

t 
r (b)(4] 11 (b),, ;1 (bf(4]

collect the samples for the monitoring at nd At approximately he 
Quality Unit removed th{ Ml

4
ifilled units from the conveyor and weighed them individually. 

However, these weight results were not documented in the batch record. After a while, we observed 
the Quality Unit randomly documented the[(b

1141 
~eight results in the batch record. This deficiency 

was discussed with the Site Quality Manager. However, no process deviation was initiated, and no 

corrective actions were implemented. 

(B) Your firm failed to document in the manufacturing batch records critical process controls such as, 

11 
(b1141used to monitor the manufacturing process ofyour OTC products (e.g.,

(b)(4 I {6,(l\: I (6)14~ ream, ream and hampoo) distributed 

in the USA market. Therefore, there is no assurance that the established manufacturing process was 

followed at the time ofperformance. 
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OBSERVATION 5 

Individuals responsible for supervising the manufacture, processing, packing, or holding of a drug 
product lack the education, training, and experience to perform their assigned functions in such a 
manner as to assure the drug product has the safety, identity, strength, quality and purity that it 
purports or is represented to possess. 

Specifically, 

4
(A) Your Quality Unit consists ofl Ctifc ~ ew personnel responsible for overseeing the quality 

functions ofyour establishment. However, the current staffing under the quality unit lacks the 
resources, education, and training to support the current quality functions at your establishment. 

(B) The individuals responsible for supervising the manufacture, processing, packing, holding, and 
release ofyour OTC drug products are not aware of CGMP regulations and their implementation and 
are not following the guidelines to assure the drug product has the safety, identity, strength, quality, 
and purity that it purports to possess. 

OBSERVATION 6 

There are no written procedures for production and process controls designed to assure that the 
drug products have the identity, strength, quality, and purity they purport or are represented to 
possess. 

Your firm failed to conduct process validation for your commercial OTC products distributed in the 
USA market. For example, your firm did not provide documented evidence to demonstrate that the 
manufacturing processes of (e.g., ______{6)l__r1cream, l....________{6)1_r1soap, I Cb>"l"l 

CbT(4~ . r (b)(4) . • ----,shampoo, and iCream) are reproducible and controlled to consistently produce I-----batches within expected quality attributes. You also have not conducted equipment qualification. 
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OBSERVATION 7 

Procedures for the cleaning and maintenance ofequipment are deficient regarding sufficient 
detail of the methods, equipment, and materials used in the cleaning and maintenance operation, 
and the methods of disassembly and reassembling equipment as necessary to assure proper 
cleaning and maintenance. 

You have not conducted cleaning validation studies to demonstrate that your cleaning procedures for 
non-dedicated production equipment (e.g.~ {tirjtanks, holding tanks and filling lines) are adequate to 
prevent potential cross-contamination between the OTC drug products (e.g., cream and ointments) 

manufactured at your facility. 

OBSERVATION 8 

Each batch ofdrug product required to be free of objectionable microorganisms is not tested 
through appropriate laboratory testing. 

Your firm failed to validate the microbiological rapid test used as part of the release testing of your OTC 
products. There is no documented evidence on the criteria ofyour current test method to detect, 
identify, and quantify all microorganisms that may now be, or have the potential to be associated with 
your commercial OTC drug products. 

OBSERVATION 9 

The accuracy, sensitivity, specificity, and reproducibility of test methods have not been 
established. 

Analytical test methods that you used to determine acceptability ofyour drug products prior to release 
for distribution are not validated or verified, for USP compendial methods. These methods include, but 
are not limited to, assay, limit ofpreservative, and specific gravity. 
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For example, there is a lack of validating analytical methods for the determination ofl (bY{-4i 
<6n 

44
jwhich are the main ingredients in the formulations of your over-the-counter 

(b)(4' ti (liH~,·1soap and products distributed in the US market. A review of 

laboratory records found that your QC laboratory has been releasing in-coming materials and finished 
products of subject OTC products, and no analytical method validation activities have conducted. 

OBSERVATION 10 

Representative samples are not taken of each shipment of each lot of drug product containers for 
testing or examination. 

There is no assurance that your current sampling plan is scientifically sound and leads to representative 

samples of in-coming raw materials. 

(Ar ere is ~o <!.o-""IDOnted evidence that your in-coming sampling for I '""'I 
Cbrnk:: t[(b)l,aw ~aterials, which are the main ingredients in the formulations o 

Cb>( and Cb)<1oap is representative of the shipment received. There is no evidence 

regarding the number of containers sampled or the amount of raw materials sampled from each 
container to demonstrates that incoming raw materials are evaluated based on statistical criteria. 

(B) Your QC laboratory failed to perform assay testing for in-coming batches o 
(bY{,41 

I Cbn 4~l!ci~ltl which are identified as main ingredients in the 

formulations ofl .I (b)(4J: ti (6)"{41 ream, .Cream and 
Shampoo OTC products. The results of these assay testing have always been taken from the 
suppliers' Certificate of Analysis (COA). 

(C) Your Quality Control laboratory did not provide limit test results for I 
~CbT(4 

or batches of 

I (b)<4psP. 

IWW1.d'f 
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Specifically, your firm received batches off___(b,_~_~IUSP raw material, Batches[.____ (bY{l and 
I (b111but there is no documented evidence that these lots were tested forl .______CbT,_. 

limits before use in manufacturing of your OTC products. 

OBSERVATION 11 

There is a failure to handle and store components, drug product containers, and closures at all 
times in a manner to prevent contamination. 

Specifically, 

(A) During the walkthrough ofyour facility on 06/17/2024 the following deficiencies were observed: 

(1) Several doors in your warehouse had gaps that are large enough to allow pests to enter your 
facility. Your warehouse consists ofapproximatelyI CbT,doors directly facing the 
outside ofyour facility and several of the doors h~d gaQS o; the floor and faced the outside of 
your facility. In addition, we identified at least on (b)l4l oor that had an opening on the top of 
the door that was large enough to allow pest to enter the facility. 

CbTC4l 
(2) We observed approximately hipping trucks that contained various inventory, including 

components and finished drug products. The items on the trucks were in an unkept state with 
inventory piled on top of each other, fallen over, or covered with dirt and filth. Your warehouse 
manager stated that some of the trucks are used as an extension of the warehouse. The 
temperature that day was approximately 33 °C (92 °F). Additionally, he mentioned that the 
inventory in some of the trucks is to be destroyed; however, you do not have an inventory of the 
items in these trucks and their disposition status. 

(3) Your warehouse is in an unkept state. We observed components stored in boxes inside the 
warehouse had signs ofapparent damage including water damage and several tom boxes 
exposing the components prior to use. 
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(4) The outside ofyour facility is in an unkept state. We observed numerous items on the floor 
outside ofyour facility including components (pumps) on the ground, manufacturing equipment, 
raw materials, and standing water. 

(8) Your firm's pest control program is deficient. From January 2024 to May 2024 your firm has 
received pest control reports by a third-party company who services your facility. The reports show 
rodent infestation at various areas in your facility. Your establishment is not ensuring adequate 
actions are being taken to manage/control the infestation in your facility. 

OBSERVATION 12 

The written stability testing program is not followed. 

Your Quality Unit failed to conduct a long-term room temperature stability study to support the 
expiration dates ofyour over-the-counter drug products. 

Specifically, there is a failure to design and esrta~bli~.sh an ongoing stabili!Y program for OTC commercial 
I (bT(41 (b)l4l {6,(lI

products (e.g .. 1 ream ·jsoap,...._______. hampoo 
4 

andl (b>< :Cream) distributed in USA market. 

4
Your Quality Unit assigns an expiration date ofl (bfe ~depending on the product 
formulation. However, there is no scientific evidence or data to demonstrates that current manufacturing 
process/controls will produce OTC products that will remain within their quality attributes throughout 
the entire expiration date, as commercial products that represent annual production lots are not subject to 

an ongoing stability program. 

OBSERVATION 13 

Procedures designed to assure conformance to written specifications do not require appropriate 
retesting of components, drug product containers, and closures subject to deterioration. 
Specifically, 
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4 

Your firm has been manufacturing! (tif( k oa using an active ingredient that is beyond the 

retest date. I (b><
4
jBatchl WCl is the active ingredient for your OTC 

(bH ) oap. Your firm has been using this batch which has been in your inventory. UponI 
4 

review ofthe raw material in your warehouse, it was observed, the raw material has been expired since 
2023-04-24 and has not been retested. After this discrepancy was discussed with your Site Quality 
Manager, your staff stated they were not aware and contacted the supplier for a revised COA confirming 
retesting. However, you failed to provide the in-house retestinQ results to confirm the results reported in 

;I I{1,)l~ (bTT441the CO As. Furthermore, you have been using ~ atch to 
manufacture approximately! (bTT4Y ifferent types ofl (b>(4Joap since April 2023 to June 

2024. 

OBSERVATION 14 

Written procedures describing the handling ofcomplaints do not include provisions 'for review by 
the quality control unit of any complaint involving the possible failure of a drug product to meet 
any of its specifications and a determination as to the need for an investigation of any unexplained 
discrepancy. 

Your firm's complaint handling practices are deficient. For example: 

(A) Your complaint intake process is inadequate. According to your QA supervisor, your firm receives 
complaints by your clients and completes form QA-LFO0l 7-R0 for Customer Complaint Form. 
Your form is deficient in that it does not require information regarding firm personnel who received 
and recorded the complaints. Furthermore, your complaint intake process is not always being 
followed (Refer to FDA Observation 2). 

(B) Complaints received are not thoroughly investigated to establish ifcomplaint may be tied to quality 
issue. For example, Complaint C 03/2024 received Januarv 11, 2024, was for particle issues in drug 
productti (bTT4l~ oap. Accord"mg to your comp I • amt 
summary, the customer indicated there was an issue with I {6f(p articles, resemblin{:<6TT

4J• inside 
the product. Your QA supervisor stated she contacted the customer who provided the product 
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r----(bTC4l 
manufacturing date and expiration dates. Your firm did not perform a review to identify thel ·1 

C:(bTjnanufacturing batch received by your customer and failed to initiate an investigation on 
your product to establish if the complaint may be tied to a quality issue. Your investigation only 

states the customer was provided a "replacement" and "a gift" as a resolution to this complaint 
investigation. 

OBSERVATION 15 

Employees are not given training in the particular operations they perform as part of their 
function, current good manufacturing practices, and written procedures required by good 
manufacturing regulations. 

YoC (tifj GMP traini~g program for all ~n:1ployees is ~ot being followed. S_OP AQ-LSOP0l 1, GMP 
Trammg :standard Operatmg Procedure, Rev1s10n 1, effective 11/05/2021, reqmres { (b1141GMP 
refresher training at your site. However, your firm does not have records demonstrating Cb r~CGMP 
training has been performed for all employees, including part time employees and upper management, at 
your facility. Furthermore, your cGMP training procedure lacks specificity on the CGMP principles 
employees are trained on. 

OBSERVATION 16 

The building lacks adequate space for the orderly placement of equipment and materials to 
prevent mix-ups between different components, drug product containers, closures, and drug 

products and to prevent contamination. 

Your firm does not have an adequate warehouse for the proper management and storage of components, 
drug product containers, and closures, raw materials, and finished product. 

For example: 

DATE ISSUED EMPLOYEE($) NAME ANO TITLE /Print or Type) 
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(A) You do not have a warehouse inventory management system. Your warehouse inventory is held 
throughout the warehouse and there is no system in place to facilitate in identifying the status of 
your materials ( e.g. approved, rejected, released), quantities remaining, and location of items in 

warehouse. 

(B) Items are intermingled in your warehouse. Although your firm has identified designated locations 
for material storage in the warehouse including but not limited to released finished products, 
quarantine, or rejected, these designated areas are not being followed. During the walkthrough of 
your facility on 06/17/2024 and 06/19/2024, we observed material stored throughout your facility in 
areas designated for quarantine or rejection, on the aisle of the warehouse, and piled on top ofeach 

other. 

(C) Rejected and returned materials are stored in shipping trucks connected to your facility. The storage 
conditions inside these trucks are deficient and you do not have records of the current inventory of 

items in the rejection and returned trucks. 

OBSERVATION 17 

Records are not maintained so that data therein can be reviewed at least annually to evaluate the 
quality standards of each drug product to determine the need for changes in specifications or 
manufacturing or control procedures. 

Your firm's annual product review (APR) is deficient and is not being performed for all your USA 

marketed OTC products. 

(A) Your firm has failed to perform annual product review for all the OTC products manufactured at 
your facility. This includes but is not limited to the following: 

SEE 
REVERSE 
OF THIS 

PAGE 

{tiff~ 
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(B) In 2022. vour firm~performed an APR for the following OTC products: {6,(lL 

(b)(4.~J I (bT(4l•.s CbTC4l 
oao, oap, 

(b)(~\(b)(4)~ (b)(4) 
lil.D CbW oap, 

"icream. The following deficiencies were identified in the APRs: 
(1) Your APRs do not define batches manufactured for product during the year being reviewed. 
(2) The APR lacks specificity and focuses on an assessment ofapplicable procedures to your 

product. There is no documented evidence either about the number of rejected batches, 
complaint investigations, recalls, returned batches or manufacturing/laboratory investigations 
that occurred during the year being reviewed. 

OBSERVATION 18 

Reserve samples from representative sample lots or batches of drug products selected by 
acceptable statistical procedures are not examined visually at least once a year for evidence of 
deterioration. 

Your firm has failed to maintain an adequate reserve sample program for all the OTC drug products 

manufactured at your facility. 

For example: 

(A) You do not keep retain samples ofall the products manufactured at your facility. During the 
inspection, your firm was unable to identify retain samples for the following products 

manufactured: 

YJ;olMJ EMPLOYEE($) NAME ANO TITLE {Print or Type) OATEISSUEO 
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<6H4~ ; (b)l,• hampoo lot 

• (b><4Bhampoo lotl (b}l4~ 

iJ(l~~ (I (bTC,• Soap Lot 
(b)(41)

• lotI (bT, 

(B) Your retention sample inventory management is inadequate. You rely on a retention sample form to 

document the samples collected for I (bTC1however, you do not document the storage 

location, and do not always document complete lot numbers for traceability of your samples. 

(C) The conditions of your retention sample room are deficient. Retain samples are placed in bags 
inside cardboard boxes that are stored on shelves. The boxes in the retains room are unorganized 

and there no method to trace the location of retains in your establishmenrt.Furt 
4
ihermore, the 

(bT{4 

temperature of the room is high and although, temperature is monitored it is not monitored 
during highest temperaturer (bT(4lto ensure the samples are maintained in adequate temperature 
conditions. You have not conducted a mapping study of the retain room. There is only one 
temperature probe monitoring the room temperature. 

(D) Your firm does not perform an annual review of retention samples and does not document instances 
when retains are used to conduct investigation. For examif!e, retr tii!Qll..Sam les fo (b}ltj 

I (b}l44j "~}m (b) (4 
otion, Batches! d were collected for 

testing; however, you do not have a control procedure to document when retains are taken and 

returned. 

OBSERVATION 19 

Established laboratory control mechanisms are not documented at the time of performance. 

Your QC analysts failed to document the raw data of your in-coming/release testing. For example, your 

analysts do not document the sample/standard preparations, the solvents/reagents used during the 
analysis, including the lot numbers, the preparation of the mobile phase and the lot number of the 
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reference standard used in the preparation and testing ofyour chemical analysis (i.e. HPLC and GC). 
Therefore, there is no assurance that established analytical procedures were consistently followed during 

OTC product testing. 

OATE ISSUEOEMPLOVEE(S) NAME ANOTITLE (Aw Of' Type) 
SE£ 

Crystal Monroy, Investigator REVERS£ 
OF THIS June 21 , 2024Jose E Melendez, DOC Investigator 
PAGE 

FORM FDA 483 (09108) PREVIOUS El>JTION OBSOLETE INSPECTIONAL OBSERVATIONS Page 16 0F 16 




