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7) Statistical criterion: Check whether 95% of confidence interval is within £ 17%
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A Clinical Study for Determining the Sun Protection Factor of
“GLUTANEX Sun stick”

l. Background

Exposure of the skin to ultraviolet ray may cause sun burn or skin photoaging and the increase of skin
epidermis thickness, and affect Langerhans cell due to DNA destruction, causing abnormalities in the
immune system or skin cancer. Due to these various hazards to the skin of ultraviolet rays, various
studies and products are being developed to protect the skin from ultraviolet rays. This study intends to
conduct the Clinical Study for Determining the Sun Protection Factor of test product.

1. Purpose

The purpose of this test is to determining the Sun Protection Factor (SPF) of “GLUTANEX Sun stick”
commissioned by “Nexus Pharma Co., Ltd.” in accordance with the JCIA and SPF Test Method of
Cosmetics Europe (IS024444:2019).

I11. Test Period

February 06, 2023 ~ May 31, 2023

IV. Research Organization

Name of research organization: Korea Institute of Dermatological Sciences

Address: 6F, H Business Park Building A, 25 Beobwonro 11-gil, Songpa-gu, Seoul, Republic of Korea
Tel: +82 2-6957-8114

Fax: +82 2-6957-8004

Email: wekim@skinresearch.or.kr

Homepage: www.skinresearch.co.kr

Researcher: Woncheol Kim

V. Requestor

Name of requestor: Nexus Pharma Co., Ltd.

Monitor: Yookyung Hyun

Address: 6F, 71, Gonghang-daero 45-gil, Gangseo-gu, Seoul, Republic of Korea
Tel: +82 2-2658-2408

Email: ykhyun@nexus-pharma.com

Korea Institute of
Dermatological Sciences
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A Clinical Study for Determining the Sun Protection Factor of
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VI. Test methods

This test is conducted in accordance with the JCIA, SPF Test Method of Cosmetics Europe
(ISO24444:2019) and the Standard Operating Procedures (SOP) of Korea Institute of Dermatological

Sciences.
1. Selection criteria of subjects
1.1 Selection criteria

e Healthy female and male aged 20 to 60 years without skin disease and individual typology angle
(ITA®) of 28 or higher was selected using a spectrophotometer (CM-26d, KONICA MINOLTA,
INC.). ITA® is calculated by Formula 1 and expressed as an integer according to the [ISO24444:2019
guideline. The mean ITA® of all study subjects was 41° to 55°, and the subjects are divided into
three ITA groups (28° to 40°, 41° to 55°, and >56°), and at least 3 individuals should be included in
two or more groups.

*

ITA® = {Arc Tangent[ ]} 180/3.1416 (Formula 1)

*

e After fully listening to explanation about the purpose and procedures of the study, schedule,
compensation, and anticipated adverse reactions, the subjects filled out the “informed consent form”
and “questionnaires for selection of subject” and participated in the test.

e  Healthy subjects without serious diseases including skin diseases which can affect the test result.

Table 1. Individual typology angle (ITA°)

Skin color ITA® value Range
Very Light ITA°>55°
Light 40° <ITA° < 55°
Intermediate 28° <ITA° <40°
Tan (or matt) 10° <ITA° < 28°
Brown -30° <ITA° < 10°
Black -30° > ITA®

Korea Institute of 2
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1.2 Exclusion criteria

In case of any of followings, we excluded from the subjects.

e Female who are pregnant or breastfeeding or likely to be pregnant.
e  Subjects who have the history of photo-allergy or photosensitization

e Subjects who have used skin ointment containing steroids for the treatment of skin diseases for one
month or more.

e Subjects who have skin diseases such as sensitive, irritative, atopy diseases

e Subjects with skin disorders such as spots, acne, erythema, scars in the area where artificial
ultraviolet ray is irradiated.

e  Other Subjects who are judged to be improper by the researcher

1.3 Criteria for dropout
Even if the selection criteria is satisfied but in case of any of followings, we dropped out such a person.
e In case of unexpected adverse events occur at the test area,

e If the subject is exposed to excessive ultraviolet rays on the test area during the course of the test,
or if the result is disturbed due to excessive drinking or smoking,

e Ifthe test is judged to be difficult to continue due to the personal circumstances of subject,

e Ifexcessive exposure to UV rays on the test area during the course of the test makes it difficult to
accurately determine the minimal erythemal dose (MED), it is excluded from the calculation of the
results.

14 Data rejection criteria

The number of valid subject results shall be 10 to 20, and up to 5 people can be excluded in the following
cases. If more than 5 data are excluded for the following reasons, all test results are rejected and test
conditions are reset and the test is repeated.

e There is no erythema response on any UV exposure subsite applied with standard reference
sunscreen.

e There is erythema on all subsites applied with standard reference sunscreen or test product.

e  There are random erythema responses on subsites applied with standard reference sunscreen or test
product (randomly absent responses)

Korea Institute of 3
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1.5 Details that are informed to the subjects

In addition to the contents of this test, unexpected risks and skin adverse reactions due to participation
in the test are fully explained.

e  The purpose of test is to evaluate the sunscreen effect of cosmetics.
e  Our company is commissioned to evaluate the sunscreen effect from cosmetic manufacturers.

e By signing the “informed consent form”, subject agrees to voluntarily participate in this test, and
can refuse to participate in the test at any time, and there is no penalty for rejection.

e  About the overall test process for UV protection evaluation

e There may be individual differences in the erythema reaction and pigmentation reaction of the skin
caused by UV exposure.

e There is a possibility of causing an adverse reaction during the test, so there are restrictions on the
subjects

e  Matters regarding risks or adverse skin reactions and side effects processing from this test

Korea Institute of 4
Dermatological Sciences
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2. Test product

2.1 Information of test product
e Requestor: Nexus Pharma Co., Ltd.
e  Test product: GLUTANEX Sun stick
e Product code: KIDS-CSCRO02-035
e Formulation: Solid stick
e Color: Ivory
e  Main ingredients

Table 2. Main ingredients and content

Main ingredients

Contents (%)

Titanium Dioxide (35%)*
C12-15 Alkyl Benzoate*
Aluminum Stearate*
Polyhydroxystearic Acid*
Alumina

(As Titanium Dioxide)

20.00
(7.00)

Titanium Dioxide (49.5%)*
Caprylic/Capric Triglyceride*
Polyhydroxystearic Acid*
Alumina*

Stearic Acid

(As Titanium Dioxide)

2.00
(0.99)

* Main ingredients are described based on the data provided by requestor.

Korea Institute of
Dermatological Sciences
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2.2 Management and storage of evaluation product

Upon the receipt of test product, the information such as the product code, receipt date, storage date
shall be listed and the product shall be stored in the standard product storage room for 6 months after
the completion of test, and disposed.

3. Standard reference sunscreen

For the standard reference sunscreen, P2, P5 or P8 was used according to the expected SPF of the test
product according to the standards of 1S024444:2019.

Table 3. SPF reference sunscreen

Standard Acceptance limits
Exsp;:)(}::ted reference Mean SPF Note
sunscreen Lower lll’nlt Upper lll’nlt
SPF<24 P2 16.1 13.7 18.5 P2, P5 or P8
25<SPF<50 P5 306 237 374 P5 (minimum 5 subjects) and P2 on
the remaining subjects
SPF>50 P8 63.1 439 823 P8 (minimum 5 subjects) and P2 on
the remaining subjects
4, Main Steps

- Day 1: Initial unprotected MED (MEDul) irradiation
- Day 2

e  Determination of the initial MEDul

e UV radiation for the final unprotected MED (MEDu2)

e UV radiation for the standard reference sunscreen and test product (MEDs, MEDp)
- Day 3: Determination of the MEDu2, MEDs, MEDp

Korea Institute of 6
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5. UV irradiation area

The test area on the back was restricted between the scapula line and the waist. Skeletal protrusions and
extreme areas of curvature should be avoided. The test sites were randomly placed with no variation in
ITA® greater than 5° from each other test area.

- Distance between test site: 1 cm
- Distance between subsites: 0.8 cm
- UV radiation area of each port: 0.64 cm?
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Figure 1. UV irradiation area
6. Light source

Multi-port Solar Simulator 601-300W (Solar Light, USA) equipped with 300W xenon arc lamps was
used in this test. The filter used the Dichroic mirror and UG11 filter to selectively take light from 290
to 400nm wavelengths, blocking most of the wavelengths other than ultraviolet light, and using the
WG320 filter to remove the wavelengths in UVC areas. Ultraviolet light is a square with a side length
of 0.8 cm, and is radiated through six light guides, and the light intensity is individually adjusted using
the aperture at the top of the light. The subjects were taken in a stable position and taken care not to
move while investigating UV rays.

7. Light intensity meter

Model name: PMA2100, UVB detector (Solar Light, USA)

Korea Institute of 7
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8. Product application

- Application area: 35 cm? (7 x 5 cm)
- Application amount per application area: 2.00 + 0.05 mg/cm?

- Application method:
The product equivalent to 70 mg are deposited using an electronic scale, then spread over the whole
test site, first with circular movements to gather the droplets and second in horizontal and vertical
directions using light pressure. During the application process, the finger with a finger coat was stayed
in contact with the skin. After drying it for 15 to 30 minutes, the ultraviolet rays are irradiated.

9. Determination of minimal erythemal dose (MED)
9.1 Initial unprotected MED (MEDul) irradiation

To determine the initial minimal erythemal dose (MEDul), the provisional MEDiu was calculated
according to Formula 2 based on the ITA® of each subject, and this value was set between ports 3 and 4
(3.5 port), which are the center of the 6 ports of the multi-port solar simulator. The UV intensity of each
port was increased or decreased by 15% from the first 4.96 W/m? to the sixth 10.02 W/m? based on the
3.5 port.

The irradiated UV intensity is shown in the example below.

Provisional MED (J/m?) = (0.051 x (ITA°*2)) - 10.718 x ITA® + 629.32 (Formula 2)

(Example) When the subject's ITA is 40, the provisional MED according to formula 2 is 282 J/m?, and
the UV intensity for each port is shown in Figure 2.

1port 2port 3port
4.96 W/m?x40s | 5.70 W/m?x40s | 6.56 W/m? x 40s
=198 J/m* =228 J/m? =262 J/m?
6port Sport 4port
10.02 W/m? x 40s 8.72 W/m? x 40s 7.58 W/m? x 40s
=401 J/m? =349 J/m? =303 J/m?

Figure 2. The UV intensity of initial minimal erythemal dose site based on ITA® 40

Korea Institute of 8
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9.2 Final unprotected MED (MEDu2) irradiation

To determine the final minimal erythemal dose (MEDu2), the initial unprotected MED (MEDul) was
set at port 4. The UV intensity of each of the 6 ports was increased or decreased by 15% from the first
4.96 W/m? to the sixth 10.02 W/m? based on the 3.5 port.

The irradiated UV intensity is shown in Figure 3.

1port 2port 3port
496 W/m?>x46s | 5.70 W/m>x46s | 6.56 W/m? x 46s
=228 J/m? =262 J/m? =302 J/m?
6port Sport 4port
10.02 W/m? x 46s 8.72 W/m? x 46s 7.58 W/m? x 46s
=461 J/m? =401 J/m? =349 J/m?

Figure 3. The UV intensity of final minimal erythemal dose site
(When ITA® is 40 and MEDul is port 5)

9.3 UV radiation for the standard reference sunscreen and test product (MEDs, MEDp)

To determine the MED of standard reference sunscreen and test product (MEDs, MEDp), the UV dose
multiplied by the initial unprotected MED (MEDul) and the expected SPF of the sample was set in port
4. The UV intensity of each of the 6 ports was increased or decreased by 15% from the first 4.96 W/m?
to the sixth 10.02 W/m? based on the 3.5 port.

(Example) When ITA® is 40, MEDul is port 5, and the expected SPF of the sample is 16.1, the UV
irradiation time is calculated as follows, and the UV intensity for each port is shown in Figure 4.

MEDul X expected SPF _349x16.1

UV irradiation time(s) = = 741(s)

UV intensity of port 4  7.58
1port 2port 3port
496 Wm?x741s | 570 W/m?x741s | 6.56 W/m?x 741s
=3675 J/m? =4224 J/m? =4861 J/m?
6port Sport 4port
10.02Wm?x741s | 8.72W/m?x741s | 7.58 W/m?x 741s
=7425 J/m? = 6462 J/m? =5617 J/m?

Figure 4. The UV intensity of sample application site with expected SPF 16.1
(When ITA® is 40 and MEDul is port 5)

Korea Institute of 9
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9.4 Determination of minimal erythemal dose (MED)

The minimum erythema dose (MED) was determined by visual assessment of the erythema responses
within the range of 20 £ 4 hours (16 to 24 hours). The observers of erythemal responses shall not be the
same persons as the ones who performed product application and exposure. MED is expressed as an
integer in J/m’.

Table 4. Criteria for minimal erythemal dose (M ED) determination

Response Description Note
0 No response
05 Erythema response less than 50% on irradiated area or is not defined
’ borders appearing over most of the field of UV exposure
1 Erythema response more than 50% on irradiated area with defined Minimal erythemal
borders dose (MED)
2 Moderate to intense erythema

10. Calculation of SPF value

A SPF value for each test subject (SPFi) was calculated according to Formula 3 and expressed to one
decimal place by truncation.

Protected minimal erythemal dose (MEDip)

SPFi = - — -
! Final unprotected minimal erythemal dose (MEDiu2)

(Formula 3)

Korea Institute of 10
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11. Statistical criterion

The 95% confidence interval (CI) of the mean SPF should be within a range of + 17% of the mean SPF.
If the 95% confidence interval does not exist within = 17% of the mean SPF, the number of subjects
should be increased until the statistical criterion is met up to maximum of twenty valid results.

95% confidence interval (CI) = (SPF —c) to (SPF +c¢) (Formula 4)
c=txS/Vn (Formula 5)

100 x
Cl[%] = SPF < (Formula 6)

t value: t value from the ‘two-sided’ Student-z distribution table under at a probability level p=0.05
and with (n-1) degrees of freedom

n: total numbers of subjects

S: standard deviation

Table 5. Student-7 distribution
N 10 11 12 13 14 15 16 17 18 19 20

tvalue 2262 2228 2201 2179 2.160 2.145 2131 2.120 2.110 2.101 2.093

12. Skin adverse reaction evaluation

When the subject has a skin adverse reaction, the researcher graded it according to the severity. The
adverse reaction evaluation includes the judgment of the existence of erythema, edema, scaling, itching,
stinging, burning, tightness and prickling, and takes the actions in accordance with the regulation for
skin abnormality treatment. The research organization is conducted with the safety of the subject as the
top priority during the test period. If adverse reactions and side effects occur, the medical treatment or
decision was made by dermatologist. The cost of medical treatment is paid by the requestor. The
investigation will proceed until the skin adverse reaction is resolved or stable, or it is no longer possible
to follow up. However, if damage is not caused by participation in the test, compensation is excluded.

Korea Institute of 11
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VII. Test results

1. Results of SPF

The SPF of the test product was provided as [SPF 50+] from the requestor “Nexus Pharma Co., Ltd.”,
and the expected SPF of the sample was set to [SPF 50] according to the Standard Operating Procedures
(SOP) of Korea Institute of Dermatological Sciences. A total of 10 subjects participated in the test (Table
6, 7).

As a result of the test, the SPF of the standard reference sunscreens P2 and P8 was 15.2 £ 1.1 and 74.9
+ 8.8, respectively, and the mean SPF of the test product was 56.0 + 5.1.

Table 6. Subjects information

No Subject ID Age Sex ITA®
1 KIDS-FS0213-317 24 F 32
2 KIDS-FS0213-441 29 F 44
3 KIDS-FS0214-537 24 F 54
4 KIDS-FS0214-474 28 F 47
5 KIDS-MS0221-391 29 M 39
6 KIDS-FS0222-425 24 F 42
7 KIDS-MS0222-511 26 M 51
8 KIDS-MS0227-463 21 M 46
9 KIDS-FS0227-435 24 F 44
10 KIDS-FS0301-403 26 F 40
Mean ITA° 43.9
Female 7 o 40° 3
Total 10 subjects 1\24:1511 zjo a5 ;
Male 3
256° 0

Korea Institute of 12
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Table 7. Results of SPF test

Initial Final Standard Reference Reference Test Test
No unprotected | unprotected reference | SUmScreen | o cen product roduct
MEDul MEDu2 | 'SR | MED SPF MED P SPF
(J/m?) (J/m?) (J/m?) (J/m?)
1 274 314 P8 22856 72.7 18106 57.6
2 236 235 P2 3798 16.1 15601 66.3
3 212 244 P8 17685 72.4 12191 49.9
4 296 340 P2 4768 14.0 19569 57.5
5 234 235 P2 3767 16.0 13464 57.2
6 249 288 P8 18077 62.7 14318 49.7
7 227 262 P2 3654 13.9 13054 49.8
8 265 230 P2 3693 16.0 13250 57.6
9 273 273 P8 22775 83.4 15705 57.5
10 228 227 P8 19018 83.7 13115 57.7
P2 3936 15.2
Mean 249 265 14837 56.0
P8 20082 74.9
P2 469 1.1
Standard 27 39 2409 5.1
Dev. PS8 2542 8.8
2. Statistical criterion

The SPF of standard reference sunscreens P2 and P8 is within the range suggested by 1S024444:2019,
and the SPF result of the test product has a 95% confidence interval within £17% of the mean SPF
(Table 8). Therefore, this test has the suitability and reliability.

Table 8. Statistical criterion of SPF test

Dg;;n s|pomop ot mlezu?solfF (t an) LI 226 ]
Test Product | 56.0 | 5.1 | 10 | 2.262 9.5 3.7 6.5 | 52.31059.7 (n=10)
P2 152 [11] 5 | 2776 2.6 1.4 93 | 13.81016.6 (n=5)
P8 749 | 88| 5 | 2776 | 127 10.9 146 | 64.01085.8 (n=5)

3. Skin adverse event

The skin adverse reaction was not observed during the entire test processes.

Korea Institute of 13
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VIIl. Conclusion

This test shows the result that determining Sun Protection Factor (SPF) of “GLUTANEX Sun stick”
requested by “Nexus Pharma Co., Ltd.”

The test was conducted on 10 subjects in total that satisfied the selection criteria.

The SPF of standard reference sunscreens P2 and P8 is within the range suggested by the SPF Test
Method of Cosmetics Europe (ISO 24444:2019) and the Standard Operating Procedures (SOP) of Korea
Institute of Dermatological Sciences.

Since the 95% confidence interval (CI) was within a range of + 17% of the mean SPF, this test has the
suitability and reliability.

The skin adverse reaction was not observed during the entire test processes.

The Sun Protection Factor (SPF) of “GLUTANEX Sun stick” was confirmed to be 56.0 + 5.1.

Korea Institute of 14
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[Appendix 1] Research members of the organization

m In Sook An (director of research center, Adjunct Professor, Doctor of
Science)

Educational background and careers

2005.09-2008.02 Master’s degree of Department of Cosmetic & beauty at Konkuk University
Graduate School of Industry

2010.03 - 2013.02 Ph.D. of Department of Cosmetic & beauty at Konkuk University
2011.12 - 2015.07 CEO of B&Jin Co., Ltd.

2015.10-2017.10 Korea - China Cosmetics Industry International Joint Forum [Korea Institute
of Skin Science/GENECELLPHARM International Joint Forum] Organisers

2015.07 - Currently CEO of GENECELLPHARM Co., Ltd.
2015.07 - Currently Director of the Korea Institute of Derma Science

2017.01 - Currently member of the Korea Food and Drug Administration's Research Council
on Cosmetic Non-medical Products

2017.01 - Currently member of the Consumer Hazard Prevention and Assessment Committee
of the Ministry of Food and Drug Safety

2017.01 - Currently Editorial Writer of the current Asian Beauty Cosmetics Journal (KI
Research Foundation, Registry)

2017.01 - Currently Editorial Writer of Biomedical Dermatology (International Names, English
Literature)

2017.01 - Currently Special Experts (Representative of Korea) - China Personal Care Products
Cosmetic Industry Innovation Alliance

2017.01 - Currently CJ On Style TV Channel Beauty Program Fixed Panel (Cosmetics
Specialist)

2017.03 - Currently industry-academic professor of cosmetics engineering at Konkuk
University

2019.01. - Currently please. Goddess (Taiwan Beauty Program) Fixed Panel (Cosmetics
Specialist)

Award details
2007 Excellent thesis award by Korean Society of Skin and Beauty
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[Appendix 2] Facilities of the organization

* Korea Institute of Dermatological Sciences (KIDS) expertly performs the non-invasive clinical studies
with human subjects for the safety and efficacy of functional cosmetics, common cosmetics, and other
cosmetic products.

» KIDS is established by dermatologists, professors and researchers in Department of Dermatology,
Cosmetic Biology, and Biological Sciences.

* All of studies in KIDS are conducted according to the laws and regulations of designation as the test
institution for drugs, quasi-drugs, cosmetics, and medical devices; the guidelines of the management
standards for clinical drug evaluations; the guidelines of in vivo clinical and in vitro evaluation studies;
the guidelines of the experimental methods for cosmetic display and advertisements; and the
guidelines of the validation of functional cosmetics of the Ministry of Food and Drug Safety, Republic
of Korea; the laws of the bioethics and safety of the Ministry of Health and Welfare, Republic of
Korea; and the standard operation procedure of the KIDS.

 Evaluation and Research Fields

1. Efficacy evaluation

Skin whitening

Inhibition of melanogenesis

Skin hydration

Skin sebum secretion

Skin desquamation and regeneration

Stratum corneum recovery

Stratum corneum turnover

Epidermal barrier quality

Anti-aging
Skin wrinkle
Skin lifting effects

Skin biomechanical properties and elasticity

Skin thickness and dermis density

Transepidermal water loss

Cleansing effects

Anti-microbial effects

Irritation prevention

Calming effects

Anti-inflammatory effects

Anti-acne effects

Protection and recovery against free radicals

Demodex folliculorum removal

Improvement of skin pore
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Improvement of scalp condition
Anti-dandruff effects

Prevention of hair loss and hair growth

Curling effects of eyelashes

Sliming

Cellulite treatment effects

Breast lifting and firming effects

Edema reducing effects

2. Safety evaluation

Human patch test

Repeat insult parch test

Cumulative test

Stinging potential test

Modified lactic acid stinging test

Phototoxicity and photosensitization

Usage test

3. Sensory evaluation

Subjective evaluation

Questionnaire on usability assurance

4. Cell efficacy evaluation and mechanism studies

2D and 3D cell culture based experiments (keratinocytes, melanocytes, dermal fibroblasts, sebocytes,
dermal papilla cells, immune cells, fat cells, primary cells, etc.)

Various biochemical experiments

Skin cell and molecular biology

Anti-aging and senescence

Melanogenesis

Anti-inflammation

Cell growth, migration, cell cycle arrest, autophagy, and apoptosis

Cell differentiation

* Major Facilities and Laboratories

Constant Temperature and Humidity Sector

Clinical Data Analysis Room

Clinical Efficacy Room

Efficacy Evaluation Room

Safety Evaluation Room

Functional Evaluation Room

UV Irradiation Room
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Waterproof Evaluation Room

Cellular Efficacy Room
3D Skin Cell Culture Room

3D Image Processing Room

In Vitro Experiment Equipment Room
Studio

Dark Room and Film Analysis Room

Data Storage Room

Storage Room

Washing Room

Microscope Room

Molecular Targeted Drug and Biomedical Research Lab
Cell Culture and Analysis Room
DNA and Gene Analysis Room

Protein and Enzyme Analysis Room

Microorganism Culture and Analysis Room

Highly Functional Biomaterial Screening Room

Bioactive Material Isolation and Purification Room

Super Precisional Material Analysis Room

Freezer and Incubator Room

Volunteer Waiting Room

Volunteer Counseling Room

Volunteer Locker Room

Conference Room
Office for Director

Office for Researchers

Administrative Office
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[Appendix 3] Details of test results

Subject ITA® of test site
No. code 1 2 3 4 5 6 7 8 Mean
1 KIDS-FS0213-317 311 | 315 | 314 | 31.8 | 31.9 | 32.1 | 32.1 | 319 32
2 KIDS-FS0213-441 442 | 440 | 441 | 443 | 442 | 441 | 441 | 441 44
3 KIDS-FS0214-537 534 | 536 | 535 | 53.6 | 53.7 | 53.7 | 53.9 | 54.1 54
4 KIDS-FS0214-474 471 | 474 | 473 | 472 | 474 | 474 | 475 | 475 47
5 KIDS-MS0221-391 390 | 391 | 39.2 | 39.0 | 39.1 | 39.2 | 39.1 | 39.2 39
6 KIDS-FS0222-425 423 | 429 | 425 | 423 | 424 | 426 | 426 | 424 42
7 KIDS-MS0222-511 50.5 | 51.7 | 514 | 50.5 | 51.1 | 51.3 | 51.2 | 51.2 51
8 KIDS-MS0227-463 46.2 | 46.1 | 464 | 465 | 465 | 463 | 46.1 | 46.0 46
9 KIDS-FS0227-435 436 | 436 | 435 | 432 | 432 | 432 | 435 | 442 44
10 KIDS-FS0301-403 408 | 409 | 40.2 | 39.7 | 395 | 40.2 | 403 | 410 40
ISO 24444:2019 Test Method | Test Code: KIDS-CSCR02-035
Laboratory: Korea Institute of Dermatological Sciences
Start Date: 2023-02-13 ‘ End Date: 2023-03-03
Test Product Description: GLUTANEX Sun stick
Expected SPF: 50 ’ Dose Increments: 1.15x
UV source: Multiport® Model 601-300W V2.5, Xenon Lamp (Solar Light Company, Inc.)
TEST SIM TEST SUBJECTS
Subj. Exposure | Applied | Read SIM EE Subject Skin
(hightes)
No. data by by W/m? eff. code age | gender | ITA®
1 2023-02-13 KTY KWC 113 KIDS-FS0213-317 24 F 32
2 2023-02-13 KTY KWC 113 KIDS-FS0213-441 29 F 44
3 2023-02-14 KTY KWC 113 KIDS-FS0214-537 24 F 54
4 2023-02-14 KTY KWC 113 KIDS-FS0214-474 28 F 47
5 2023-02-21 KTY KWC 113 KIDS-MS0221-391 29 M 39
6 2023-02-22 KTY KWC 113 KIDS-FS0222-425 24 F 42
7 2023-02-22 KTY KWC 113 KIDS-MS0222-511 26 M 51
8 2023-02-27 KTY KWC 113 KIDS-MS0227-463 21 M 46
9 2023-02-27 KTY KWC 113 KIDS-FS0227-435 24 F 44
10 2023-03-01 KTY KWC 113 KIDS-FS0301-403 26 F 40
Mean 25.5
SD 2.6
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Subj. Subject MEDu1 MEDu?2 MEDp Reject?
No. code h:mm:ss | J/m? | homm:ss | J/m? | h.mm:ss | J/m? | SPFis | Y/N
1 KIDS-FS0213-317 0:00:48 274 | 0:00:36 | 314 | 0:30:07 | 18106 | 57.6 N
2 KIDS-FS0213-441 0:00:36 236 | 0:00:31 235 | 0:25:57 | 15601 | 66.3 N
3 KIDS-FS0214-537 0:00:28 212 | 0:00:28 | 244 | 0:23:18 | 12191 | 49.9 N
4 KIDS-FS0214-474 0:00:34 296 | 0:00:39 | 340 | 0:32:33 | 19569 | 57.5 N
5 KIDS-MS0221-391 0:00:41 234 | 0:00:31 235 | 0:25:44 | 13464 | 57.2 N
6 KIDS-FS0222-425 0:00:38 249 | 0:00:33 | 288 | 0:27:22 | 14318 | 49.7 N
7 KIDS-MS0222-511 0:00:30 227 | 0:00:30 | 262 | 0:24:57 | 13054 | 49.8 N
8 KIDS-MS0227-463 0:00:35 265 | 0:00:35 | 230 | 0:29:08 | 13250 | 57.6 N
9 KIDS-FS0227-435 0:00:36 273 | 0:00:36 | 273 | 0:30:01 | 15705 | 57.5 N
10 KIDS-FS0301-403 0:00:40 228 | 0:00:30 | 227 | 0:25:04 | 13115 | 57.7 N

Mean 249 265 14837 | 56.0
SD 27 39 2409 5.1
Subj. Subject Reference Standard Reference Standard
No. code P# | himmss | J/m? | SPF | P# | homm:ss | J/m? | SPF
1 KIDS-FS0213-317 8 0:38:01 22856 | 72.7
2 KIDS-FS0213-441 2 0:08:21 3798 | 16.1
3 KIDS-FS0214-537 8 0:29:25 | 17685 | 724
4 KIDS-FS0214-474 | 2 0:10:29 4768 | 14.0
5 KIDS-MS0221-391 | 2 0:08:17 3767 | 16.0
6 KIDS-FS0222-425 8 0:34:33 | 18077 | 62.7
7 KIDS-MS0222-511 | 2 0:08:02 3654 | 139
8 KIDS-MS0227-463 | 2 0:09:23 3693 | 16.0
9 KIDS-FS0227-435 8 0:37:53 | 22775 | 834
10 KIDS-FS0301-403 8 0:31:38 | 19018 | 83.7
Mean 3936 | 15.2 20082 | 74.9
SD 469 | 1.1 2542 | 88
Mean 17% of C
SPF : " k mean SPF | (t x s/Vn) clrel %l
Test Product 56.0 5.1 10 | 2.262 9.5 37 6.5 | 523 to 59.7 (n=10)
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[Appendix 4] Case Report Form

®
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