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INTRODUCTION/BACKGROUND

The objective of this stability study is to provide evidence of the quality and potency of the active

ingredients in SPF 50 Body Stick products under the influence of ambient storage conditions for 3
years. This study was performed with retain samples that had been stored at ambient conditions
for a minimum of 3 years. This study provides documented evidence that the drug product is

stable, and packaging is not reactive, additive, or absorptive so that the identity, strength, quality,

0|
and purity of the drug product are unaffected.
1.2
of this product is 3 years.
1.3
executed batch record and packaging record.
PRODUCT STUDY RESULTS

2.1 Product Specification and test results:
2.1.1 Specifications

Test Description

Specification Range

This study was conducted with the purpose of determining and or validating that shelf-life stability

Components used for this stability study of formula number F132-121.CC are documented under

Appearance

Off white to pale yellow solid

Odor

Faint

Assay, Avobenzone

2.7%-3.3%

Assay, Homosalate

13.5%-16.5%

Assay, Octisalate

4.5%-5.5%

Assay, Octocrylene

9.0%-11.0%

2.1.2 Results

Test Description Specification Range 3 years 3 years, 3 months
Appearance Off white to pale yellow solid |Pale yellow solid| Pale yellow solid
Odor Faint Faint Faint
Assay, Avobenzone 2.7%-3.3% 3.1% 2.9%
Assay, Homosalate 13.5%-16.5% 15.0% 14.8%
Assay, Octisalate 4.5%-5.5% 4.9% 4.8%
Assay, Octocrylene 0.0%-11.0% 10.0% 9.9%

DEVIATIONS/INVESTIGATIONS — N/A
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4.0 PACKAGING INFORMATION
4.1 This product was packaged in a 50 g stick composed of polypropylene (PP). This can be
seen in the attached packaging diagram for FTP-157 and FTP-158.

5.0 CONCLUSION
5.1  All results were within specification and the shelf-life is validated to be 3 years.
5.2 The drug product will be placed on a real-time stability schedule as allowable by production and
stability schedules.

6.0 ATTACHMENT
6.1 Test results
6.2  Packaging Information

7.0 REFERENCES
7.1  Executed batch and packaging records, lot number 53B19.
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Product: SPF 50 Body Stick

Formula Number:

F132-121.CC

FP Specs: R&D-2019-008.00
Batch Number: 53B19
Expiration: 02/21
Tests to be Conducted by In-house Laboratory
Tests Specifications Method Results Tested By Date
Appearance | Off white to })ale SOP-L-002 P:‘*i 3&“0“” V3 [OMar 3
yellow solid =0
Odor Faint SOP-L-002 oot V3 O™ D2
Checked By/Date: /4
C o Jun AR
Testing to be Conducted by External Laboratory*
Tests Specifications Method Results Documented Date
By
®
Assay, 2.7-3.3% Outside 1 0
Avobenzone Laboratory 2% ’ JO SH 23 NAf 22
Assay, 13.5-16.5% Outside g/
Homosalate Laboratory 4. 8 “lo 6}1 23 Wiy 2
Assay, 4.5-5.5% Outside 2
Octisalate Laboratory Y- & ( 2 SH 3 hr{ 22
Assay, 9.0-11.0% Outside ‘ '
Octocrylene Laboratory ‘76 70 SH R3 MMy 12
Checked By/Date: 4(. [ /L Ju/z 20

*Attach results obtained by external laboratory
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Revision History:

Version Effective Date | Comment
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01 11 Feb 20 _ Updated with page number as footer
02 NOV 69 2021 Updated header and logo




Custom Analytics LLC

Certificate of Analysis
5/13/2022

53B19 Ex: 02/21 Sheer Tough SPF 50 Body Stick COMP £
; Acquired By: cgrier
Sﬁnﬁm a}(&nmim Dacﬁ:ikcqwrad: 5/13/2022 2:59:08 PM EDT
iaht: ; : Acq. Method Set: 15024
Injection Volume:  5.00 ul Vial 21 Processing Method: 15024
. Channel Name: 235 nm
Run Time: 12.0 Minutes : Calibration Id 9183
Sample Set Name: 5054 Sampling Rate: 1 per sec
0.16 -g
0.14% E‘
0.121 3
: m r
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0.04 % E
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B G S W ak ae o Y0 s 4 e he e
Minutes
Analyte RT | Area | % Area|Height | Wt. %
1 Homosalate 2823284 52.87| 171431 14.81
2 Octocrylene 6.113 | 1239841 23.22| 108317| 9.85
3 Avobenzone 6.870 | 372235 6.97 29767 | 2.89
4| cisHomoealate |8.133 253119 4.74 18443
5 Octisalate 0.090 | 904823 16.94 59260, 4.78
6 | trans-Homosalate 9.904 | 2570165 48.13| 152088
-~
3780 Thomas Sumter Hwy Dsizell, SC 20040 Phone 803.499.4489 FAX 803.499.4530
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Testing of Retain Samples for Stability
Department: Quality | Form No.:FRM-Q-046 { Version: 02 Reference: SOP-Q-011
Prepared By: Miryam Bost Approved By: Amy Caudle Effective Date:
Quality and Regulatory Qe-Manager
Manager '
1553, NOV 09 202
M2+ v10ua 0 70¢#2
Date: SssssssssssssssaRsansauRsas e EinasnS Dal"e: ................................
Product: SPF 50 Sheer Touch Body Stick
Formula Number: | FH8-826:€€-(L [ | 29 —) ] |
FP Specs: R&D-2018-006.01
Batch Number: #3R1Y 5’ R4
& !
Expiration: 02/21

Tests to be Conducted by In-house Laboratory

Tests Specifications Method Results Tested By Date
Appearance | Off white to pale | SOP-L-002 [Palz veilo.
yellow solid sohd NEZR | C8kzvnz 2
Odor Faint SOP-L-002 | gaint— WD [c8tepd).

Checked By/Date: | 4¢ D2FedHAD

Testing to be Conducted by External Laboratory*

Tests Specifications Method Results Documented Date
By
Assay, 2.7-3.3% Third Party _
Avobenzone Lab 31 M C)glb/f? fepR2-
Assay, 13.5-16.5% Third Party .
Homosalate ' Lab 5. pd)().)& 07}05?5 16 ap22
Assay, 4.5-5.5% Third Party : ,
Octisalate Lab L(,q P 0dA. 5’{&&/@@?&
Assay, 9.0-11.0% Third Party ,
Octocrylene Lab / 0. % pOM 6&533/@@:7&
Assay, Zinc 1.8-2.2% Third Party
7)) Oxide Lab
Micro USP <61>, <62> Third Party g . ;
Lab |27 92| sk okes

Checked By/Date: | /€ 223 Fe A3

*Attach results obtained by external laboratory
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Custom Analytics LLC

Certificate of Analysis

Total Asrodics, Total Collferms and Yeast & Mold
MCA00S2  Revision3 21112018

02/16/2022 13:16:09

Start incubation 02.41.2022 1:00.00
$top Incubation: 02.14.2022 1:00:00 pm $top Incubation: 02.16.2022 1:00:00 pm
35C incubator < 3 Days 25C incubator 5 § Days
T8A
Total Aeroblcs

53814 Ex; 02721 Shear Touch 6P% 50 80dy Stck |

NB Rel: 2111-125.8 Approved By:

MC4005-2  Revawon 3 L1201

3789 Thomas Sumtar Hwy Datesd, SC 29040 e s



Custom Analytics LLC
Certificate of Analysis

2/16/2022

Sheer Touch SPF 50 Body Stick BME Comp 53B19 Ex:02/21

o

Il

NB Reference: 2204-04803 Acquired By: jones

Sample Type: Unknown Date Acquired: 2/9/2022 11:25:16 AM EST
: Date Processed:  2/9/2022 12:47:03 PM EST

Injection Volume:  2.00 ul Vial 1:D,4 Processing Methoc 15024A

Run Time: 6.0 Minutes Channel Name: 235 nm
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0.00- AN ot g
0.00 050 1.00 HEE 150 ;
Minutes
Analyte RT | Area | % Area| Response | Wt. %
1 Homosalate 3799408 52.45 | 3799408.248 | 14.98
2 Octocryiene 2.151 | 1709019 23.59] 1708019.388{ 5.96
3| Avobenzone |2.342] 502116| 6.93| 502115.988] 3.00 T
4| cis-Homosalate |2.673| 354457 4.89| 354457.259
5 Octisalate 2.911 11232767 17.02 | 1232766.694 | 4.91
6 | trans-Homosalate | 3.153 | 3444951 47.56 | 3444950.989

Custom Analytics LLC 3788 Thomas Sumter Hwy Dalzell, SC 29040  Phone / FAX : 803.400,4469
Web: www.calabs.us Emall: cem@calabs.us




FillTech USA Batch Record Cover Sheet

Product: SPF 50 Body Stick, F132-121.CC
FP Specs: R&D-2019-008.00
Batch No. (Lot #) : 53139 __—
Expiration: i
Batch Size in pounds: i) MZJS
Total Waste in pounds /,-;;7,"?&\9 LY
Bulk Left Over in Pounds el i
Total Bottles L=
BULK PRODUCT TESTING
Tests Specifications Method Results i
: ; SOP-L- [Taw yellow Sou @
Appearance Off white to pale yellow solid. 002 m %V 2377 TiSS
: SOP-L- Faipnt @ Ren]
Odor Faint 002 P%sasm Cor <§%m
Avobenzone 2.7-33% Analytical 2% oo %_}m
7 =)
Homosalate 13.5-16.5% Analytical is. o Puss_DBRGIY
“bn
Octisalate 4.5-55% Analytical |y o i
4a% Pess ORCOND
@\I_\ Octocrylene 9.0-11.0% Analytical O pucs 329G
Checked by/date: At D3Fc b
YIELD CALCULATION (yield NLT 95%):
: _ (#of sticks rave wting) =
total amount in lbs = ( ey =
. __ ((total amt in Ibs+waste) » _
Zeyielh= ( Theoretical in Ibs ) ELO0;= RI=
Performed By/Date: Checked By/Date:

Yield Approved By:

Date:

OTanxabd A7m Cor Shoet otttched due 8 incatect ormegn

MEZB L2

®wlicro doxomend on afiacrad ca%sm@{\

Revision History m .

Date Version | Description

02/19/19 00 Initial

20May2020 | 01 Added the yield calculation and changed baich approved by to yield approved by.




FillTech USA Batch Record Cover Sheet

Product: Sheer Touch SPF 50 Body Stick, F118-026.CC
FP Specs: R&D-2018-006.01
Batch No. (Lot #) : S2P1%  S53ARI9 1E s
Expiration: 08 /) Al 23FL9 Tl
Batch Size in pounds:
Total Waste in pounds e —
Bulk Left Over in Pounds e Aq (g0 cT
Total Bottles ——  \\\&D
BULK PRODUCT TESTING
Tests Specifications Method Results
. . SOP-L- [fale yellow sotid
A ce Off white to pale yell lid.
ppearan white to pale yellow soli 002 Mg CE%ZL P
. SOP-L- [uss
Odor Faint \
: 002 |yt B30,
FINISHED PRODUCT TESTING
Avobenzone 2.7-33% Analytical | . -, i a2
Homosalate 13.5-16.5% Analytical |, o 0“0 R
Octisalate 4.5-5.5% Analytical Uay P47 WO sacam
Octocrylene 9.0 -11.0% Analytical |, o 0477 Vet
. o ore w LI SPUIG TAKAE Lio RVl Y, HSF ot 7 per) eolah X W
@ Zfé?dgi{: ; - qSE“(t:u.:\zA: :j;:l b/ ! f'louq‘\} U“';;‘;d R 5;25?7‘;%%
Tested by/date: ¥ - ' X
NB reference: 3«"’3‘2@% Checked by/date: A . 23 el 22
Batch Approved By: Date:
Revision History
| Date Version Description
| 06FEBI8 00 Initial ELC 06FEB18
-7inC ( -wnergq fX muoia
o A et 192
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