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Good Laboratory Compliance Statement

This study was conducted in compliance with the Organisation for Economic Co-operation and Development
(OECD)-Principles of Good Laboratory Practice (GLP) and Taiwan Food and Drug Administration-Good
Laboratory Practice for Nonclinical Laboratory Studies.

The laboratory is exempt from the following provisions: Sections 6.2.2, 6.2.3, 6.2.4, 6.2.5 in Taiwan Food and
Drug Administration -Good Laboratory Practice for Nonclinical Laboratory Studies and The Organization for
Economic Co-operation and Development (OECD) -Principles of Good Laboratory Practice (GLP).
Characterization and verification of the test item identity, strength, purity, stability, composition, method of
synthesis, fabrication, derivation or other characteristics provided from sponsor, which are the responsibility

of the sponsor.

Study Director
N Jj?/l Yy Moy ot
Signer Name: Wei-Jen Hsu, BS Date |
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Quality Assurance Statement

Study Number TW025-23070L01
" “NoGerm” General Purpose Disinfectant
Study Name ( "#E —HRBRESHABER),

The Intracutaneous Irritation Study in Rabbits

This study has been divided into several phases for inspection. Using a random sampling approach, each of
these phases was monitored by quality assurance representative over a series of inspections. Related
procedures, equipment records, and documentation are examined in order to assure that the study is performed
in accordance with GLP guidelines from the regulatory body, such as the Taiwan Food and Drug
Administration and OECD.

The following list describes the inspection date, inspection type, inspection phase, and report dates of

inspections conducted by Quality Assurance in this study.

DATE DATE
INSPECTION | INSPECTION REPORTED | REPORTED
STUDY PHASE TO TO
DATE TYPE
STUDY FACILITY
DIRECTOR MANAGER

Feb. 29, 2024

Study-Based

inspections

Draft Study Plan Review &
Operator's Qualification

Feb. 29, 2024

Feb. 29, 2024

Study-Based

Mar. 19, 2024 ) ) Test Item Application Mar. 19, 2024 Mar. 19, 2024
inspections
Study-Based X

Apr. 26, 2024 i ) Raw Data Review Apr. 26, 2024 Apr. 26, 2024
mspections
Study-Based . .

Apr. 30, 2024 ) ) Final Report Review Apr. 30, 2024 Apr. 30, 2024
ispections

[ accept the responsibility for conducting inspection to assure that the methods and procedures used in the
study and the reported results accurately reflect the raw data of the study.

Quality Assurance Auditor

(iﬂi‘a o Tegi

Signer Name: Chia-Yun Tsai, MS,

)L(mj (D1 20>
Date
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Summary

The test item, “NoGerm” General Purpose Disinfectant ( “3%& %" - LFHEEH & #)), was
evaluated for the potential to cause irritation following intracutaneous injection in rabbits. This study was
conducted based on ISO 10993-23, Biological evaluation of medical devices - Part 23: Tests for irritation
(2021). The test item was extracted in 0.9% sodium chloride solution and sesame oil. A 0.2 mL dose of the
appropriate test item extract was injected intracutaneously into five separate sites on the left side of the back
of each of three animals. Similarly, the extract vehicle alone (control) was injected on the right side of the
back of each animal. Observations for erythema and edema were conducted at 24, 48, and 72 hours after
injection.

There was no erythema and no edema observed on the skin of the animals treated with the test item
extract. The test item met the requirements of the test since the difference between each test item extract
overall mean score and corresponding control extract overall mean score was 0.0 and 0.0 from the 0.9%
sodium chloride solution and sesame oil test item extracts, respectively. The test result showed that the

response of the test item extract was categorized as negligible under the test condition.
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1. Objectives

The purpose of this study was to evaluate the local dermal irritation of a test item extract following
intracutaneous injection in rabbits.

2. Test Facility
2.1.Name:

Chang Bing Show Chwan Memorial Hospital Animal Center (CBSCMHAC)
2.2.Address:

1F., No. 6, Lugong Rd., Lukang Township, Changhua County 505, Taiwan (R.O.C.)
3. Personnel

Associates involved in this study was appropriately qualified and trained.
3.1.Study Director:

Wei-Jen Hsu, BS
Phone: +886-4-7813888#73630
E-mail: weijen1025@gmail.com

Address: 3F.,No. 6, Lugong Rd., Lukang Township, Changhua County 505, Taiwan (R.O.C.)
3.2.Study Personnel:

De-Wei Lai, Ph.D.
Hao-Ting Wu, MS
Wei-Jen Hsu, BS

3.3.Study Location:

Operation room Preparation of Extracts

Rabbit room Intradermal irritation test and animal feeding

Study Number:TW025-23070L01
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4. Sponsor Information

4.1 Name:

Nanoplus Life Biomedical Technology Co., Ltd

4.2.Address:

9 F., No. 179, Sec. 2, Tiding Blvd., Neihu Dist., Taipei City 114735, Taiwan (R.O.C.)
4.3.Sponsor’s Representative and contact information:

Tzu-Ying Hung (i % %)

Phone: (02) 2656-0555

Email: Cecilia@nanoplustech.com

5. Study Schedule

1. Study Initiation Date: Mar. 12, 2024
2. Test item receipt date: Feb. 16, 2024
3. Experimental starting date: Mar. 16, 2024
4. Experimental completion date: Mar. 22, 2024
5. Study Completion Date: The date Study Director signed in final report.

Study Number:TW025-23070L01
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6. Test Item

6.1.Test Item:

Name of Test Item: “NoGerm” General Purpose Disinfectant ( “2%& " - 4% FR&EH WA )

Receipt Date: Feb. 16, 2024

Lot Number: 51224010004

Test Item No.: TW025-23070L01- 51224010004 (1): Polar Extracts &Non-Polar Extracts
TW025-23070L01- 51224010004 (2): Polar Extracts &Non-Polar Extracts (retention)

Type: Medical Devices, Category: Class1; Surface Device

External Features: Liquid

Surface Area: Not Available

Thickness: Not Available

Concentration: N/A

Purity: N/A

Expiry Date: Jan. 30, 2027

Manufacture Date: Jan. 31, 2024

Amount: Test: 1 bot* 4L, Retention: 1 bot* 4L

Major Components: Electrolyzed Water

Sterilization: No

Color: Colorless

Storage Condition: Room Temperature (SC-01 region)

Cut or Not: N/A (Liquid)

Extraction: By Weight: (0.2£10%) g/mL; Condition: (50%2) °C (72+2) Hours

Test Conditions: No Dilution

Others: The Intracutaneous Irritation Study in Rabbits; Test Item/ Control Item/ Information Form as
Appendix 1

Study Number:TW025-23070L01
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7. Test System

7.1.Test System:

7.1.1. Species: Rabbit

7.1.2. Strain: New Zealand White

7.1.3. Weight: 2.688~3.046kg

7.1.4. Number of Animals: Four females (non-pregnant and nulliparous). Three for testing, one for spare.

7.1.5. Source: Livestock Research Institute, Council of Agriculture Executive Yuan. (No.112, Farm Road,
Hsinhua, Tainan 71246, Taiwan (R.O.C.))

7.1.6. Feeding region: Chang Bing Show Chwan Memorial Hospital Experimental Animal Center Rabbit
Room. (1F., No. 6, Lugong Rd., Lukang Township, Changhua County 505, Taiwan (R.O.C.))

7.1.7. Acclimation Period: Quarantine and acclimatization for 4 days in the rabbit room

7.1.8. Animal Facility Environment Control:

i Temperature for the room: 18.8~20.6°C

I Relative humidity: 32.7%~52.9%

iii Light cycle: 12 hours light, 12 hours dark (set 07:00 open; 19:00 close)

iv Condition: Animals were individually housed in stainless steel cages identified by a card
indicating the study number, animal number, experimental group, sex, and experimental date,
species, strain, and source.

v Diet: Laboratory Rabbit Diet —Prolab5p26 (LabDiet) was supplied ad libitum throughout the

study period.
Vi Potable water: RO and sterilization water was supplied ad libitum throughout the study period.
It was distributed to the polycarbonate bottles and autoclaved, and then attached to the cages.
vii Animal Marking and identification: Write the numbers (A1-3) on the right ear with a marker pen.

7.2.The procedures for this study were approved by the Chang Bing Show Chwan Memorial Hospital
Institutional Animal Care and Use Committee (IACUC) prior to conduct. IACUC approval Number:
113010.

7.3.Selection: Only healthy, previously unused animals free of mechanical irritation or trauma that could
interfere with the test were selected.

7.4 Justification of Test System: The rabbit is specified as an appropriate animal model for evaluating potential
skin irritants by the current testing standards. The following rules of 1SO10993-23 (2021) and OECD
Guideline 404 (2015) suggestion.

Study Number:TW025-23070L01
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8. Study Design

This test procedure referred to ISO10993-23 (2021), OECD Guideline 404 (2015) and SOP GLP-TM-10-
04 Irritation Test by Intracutaneous Administration.

8.1.Reagent, Material and Equipment:

8.1.1.

8.1.2.

8.1.3.

8.14.
8.1.5.

8.1.6.

8.1.7.
8.1.8.
8.1.9.

8.1.10.
8.1.11.
8.1.12.
8.1.13.

8.1.14.
8.1.15.

Biological Safety Cabin (BSC), model: AC2-4S9-NS, supplier: ESCO, equipment number: BSC-06,
calibration date: Oct. 04, 2023

Rotary shaking incubator, model: LM-575RD, supplier: YIHDER, equipment number: SI-O1,
calibration date: Mar. 19, 2024

Electric shaver for animals, model: CF-202 > supplier: CHI FON SHAVER IND. CO., LTD., calibration
date: N.A.

Vernier caliper, model: CD-6"CSX, equipment number: DC-01, calibration date: Aug. 21, 2023

Electronic balance, model: PA224C, supplier: OHAUS, equipment number: BAL-05, calibration date:
Mar. 19, 2024

Electronic balance (animal weight), model: AX5202, supplier: OHAUS, equipment number: BAL-04,
calibration date: Mar. 19, 2024

1000uL Pipette, supplier: Sorenson, equipment number: P1mL-06, calibration date: Mar. 12, 2024
1000uL tip, catalog: TF112-1000, supplier: QSP, lot: 13641440, expiry date: Jan. 08, 2028

Extraction container (50mL tube), catalog:5100050C, 1ot:50C2G1128B, supplier: CAPP, expiry date:
Aug. 31, 2024

Marker pen
75% alcohol, supplier: TOUN-SHIN CO., LTD., lot: HA221127, expiry date: Nov. 21, 2026
Cotton swabs, supplier: BELIA, lot: 20230911-1, expiry date: Sep. 11, 2025

ImL Syringes 26G x 1/2", supplier: PERFECT MEDICAL INDUSTRY CO., LTD. ; lot: 220304,
expiry date: Feb. 12, 2025

0.9% saline, lot: 1TKB2022, supplier: Taiwan Biotech Co., Ltd., expiry date: Aug. 01, 2025
Sesame oil, catalog: S3547, lot: MKCP7144, supplier: Sigma, expiry date: Jul. 17, 2024

Study Number:TW025-23070L01
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8.2.Preparation of Extracts:

8.2.1. Test item was taken according to the sampling method (Whole sampling adds additional volume of
extraction vehicle that the test sample absorbs when performing the extraction, using the weight data
of the test item provided by the CBSCMHAC detection). The extraction was performed in close inert
containers according to the extraction ratio of (0.2£10%) g: 1 mL (sample: extraction vehicle). The
vehicle (without the test items) was similarly prepared to serve as the control. The extraction steps
referred to SOP GLP-TM-10-03 Test Item Extraction and ISO10993-12 (2021).

8.2.1.1.The Extraction Vehicle:

Polar solvent: 0.9% saline; Non-polar solvent: Sesame oil
8.2.1.2.Extraction Condition:

50+2°C for 7242 hours

Study Number:TW025-23070L01
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8.3.Test Procedure:

8.3.1.

8.3.2.

8.3.3.

8.3.4.

8.3.5.

8.3.6.

The test procedure, consumables and related operation time points were recorded in “GLP-TM-10-04-
01T For Irritation Test by Intracutaneous Administration Record”.

Recorded the body weight of the rabbit before and after the test in “GLP-TM-10-04-02F For Irritation
Test by Intracutaneous Administration-Animal Body Weight Record”.

Used the rabbits with healthy intact skin. Fur was clipped within 4 to 18 hours period before testing,
each animal was clip free of fur from the back and both sides of the spinal column to yield a sufficient
injection area (approximately 10 X 15 cm).

Injected intracutaneously 200uL of the extract obtained with polar or non-polar solvent at five sites on
one side of each rabbit.

Similarly, injected 200uL of the polar or non-polar solvent control on five sites of the contra lateral
side of each rabbit.

Figure 1. Arrangement of injection sites

11 o1
2x 2 1 © cranial end
2 3x a3 4
41 u 4 2 : 200uL injections of polar extract
> " 3 : 200uL injections of non-polar extract
6 1 X 6 4 : 200uL injections of polar solvent control
7x o7 . e
3 8 o - 5 5 : 200uL injections of non-polar solvent control
9 x o9 6 : caudal end
10X 10

Observations for erythema and oedema were conducted at 24+2, 4812 and 7242 hours after injection.
Reactions were scored on 0 to 4 basis. Any reactions at the injection sites were also noted. The reactions
were evaluated according to the following subjective rating scale in Table 1and recorded in “GLP-TM-
10-04-03F Individual Values of Intracutaneous Reactions”.

Study Number:TW025-23070L01
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Table 1: Test Scoring

Reaction Numerical grading
Erythema and eschar formation
No erythema 0
Very slight erythema (barely perceptible) 1
Well-defined erythema 2
Moderate erythema 3
Severe erythema (beet-redness) to eschar formation preventing grading of erythema) 4

Oedema formation

No oedema

Very slight oedema (barely perceptible)

Well-defined oedema (edges of area well-define raising)

Moderate oedema (raised approximately 1 mm)

Severe erythema (raised more than 1 mm and extending beyond exposure area)

Maximal possible score for irritation

0| | WIN|—=|O

8.3.7. Observations were examined daily included all clinical signs and recorded in “GLP-TM-10-04-04F

Laboratory Animal Observation Record”.

9. Results Analysis

9.1

9.2.

9.3.

The scores for erythema and oedema site for the test item and control extracts for each animal at each
scoring interval were calculated by adding the erythema and oedema together. The mean score for each
individual animal (test and control) was calculated by summing all individual site scores for each animal
and dividing by 15 (3 scoring time points x 5 test or control sites). The overall mean for each test item
extract and control extract was calculated by summing the mean scores for all three animals and dividing
by 3. The difference between the overall mean score of the test item extract and corresponding control
extract was calculated by subtracting the overall mean score for the control extract from the overall mean
score for the test item extract. If the overall mean score of the test item extract was less than the overall
mean score of the corresponding control extract, 0.0 was reported.

The requirements of the test were met if the difference between the test extract overall mean score and
corresponding control overall mean score was 1.0 or less.

According to ISO 10993-23 (2021), acute dermal irritation in the rabbit conducted a positive control
substance confirmed, which was performed at regular intervals and did not exceed six months.

Study Number:TW025-23070L01
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10.Results
10.1.Extraction

10.1.1. Polar Extract

Condition of
Weight of Test | Extraction Condition of
Group Extraction Ratio Extraction
Item Volume Extraction(Actual)
(Estimated)
50+2°C; 50C;
Test (0.2+10%) g/mL 5084 ¢g 25.42 mL .
72+2 hours 72 hrs 5 min
50+2°C; 50C;
Control N.A. N.A. 20.00 mL .
72+2 hours 72 hrs 5 min
10.1.2. Non-Polar Extract
Condition of
Weight of Test | Extraction Condition of
Group Extraction Ratio Extraction
Item Volume Extraction (Actual)
(Estimated)
50+2°C; 50C;
Test (0.2+10%) g/mL 5.008 g 25.04 mL i
7242 hours 72 hrs 5 min
50+2°C; 50C;
Control N.A. N.A. 20.00 mL i
7242 hours 72 hrs 5 min

Study Number:TW025-23070L01
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10.2.Condition of Extracts

10.2.1. Polar Extract

Observation Extraction State
Group : . .
Point Color Clarity | Precipitate
Before extract colorless clear No
Test After extract colorless clear No
Before used colorless clear No
Before extract colorless clear No
Control After extract colorless clear No
Before used colorless clear No
10.2.2. Non-Polar Extract
Observation Extraction State
Group )
Point Color Clarity | Precipitate
Before extract | light yellow turbid No
Test After extract | light yellow turbid No
Before used | light yellow turbid No
Before extract | light yellow clear No
Control After extract | light yellow clear No
Before used | light yellow clear No
10.3.Animal Body Weight
Total body weight, Kg
Animal number Sex Before (Kg) After (Kg)
Al Female 2.910 2.976
A2 Female 2.688 2.775
A3 Female 3.046 3.120

Study Number:TW025-23070L01
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10.4.Individual Values of Intracutaneous Reactions

Animal Reaction
Test _ Items 48 hrs+
Number Site 24hrs | 48hrs | 72hrs |72 hrs)/15
2-1 Ery/ Oed 0/0 0/0 0/0
2-2 Ery/ Oed 0/0 0/0 0/0
polar 2-3 Ery/ Oed 0/0 0/0 0/0
extracts |5 4 Ery/Oed | 0/0 0/0 0/0
2-5 Ery/ Oed 0/0 0/0 0/0
(2) Total 0 0 0 0
3-6 Ery/ Oed 0/0 0/0 0/0
3-7 Ery/ Oed 0/0 0/0 0/0
Non_polar 3'8 El‘y/ Oed 0/0 0/0 0/0
extracts 3-9 Ery/ Oed 0/0 0/0 0/0
3-10 Ery/ Oed 0/0 0/0 0/0
(3) Total 0 0 0 0
Al
4-1 Ery/ Oed 0/0 0/0 0/0
4-2 Ery/ Oed 0/0 0/0 0/0
polar 4-3 Ery/ Oed 0/0 0/0 0/0
solvent
4-4 Ery/ Oed 0/0 0/0 0/0
control
4-5 Ery/ Oed 0/0 0/0 0/0
(4) Total 0 0 0 0
5-6 Ery/ Oed 0/0 0/0 0/0
5-7 Ery/ Oed 0/0 0/0 0/0
Non-polar| 5 ¢ Ery/Oed | 0/0 0/0 0/0
solvent
5-9 Ery/ Oed 0/0 0/0 0/0
control
5-10 Ery/ Oed 0/0 0/0 0/0
(5) Total 0 0 0 0
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(24 hrs+

. . OBS
Animal Reaction
Test _ Items 48 hrs+
Number Site 24hrs | 48hrs | 72hrs |72 hrs)/15
2-1 Ery/ Oed 0/0 0/0 0/0
2-2 Ery/ Oed 0/0 0/0 0/0
polar 2-3 Ery/ Oed 0/0 0/0 0/0
extracts |5 4 Ery/Oed | 0/0 0/0 0/0
2-5 Ery/ Oed 0/0 0/0 0/0
(2) Total 0 0 0 0
3-6 Ery/ Oed 0/0 0/0 0/0
3-7 Ery/ Oed 0/0 0/0 0/0
Non_polar 3'8 El‘y/ Oed 0/0 0/0 0/0
extracts 3-9 Ery/ Oed 0/0 0/0 0/0
3-10 Ery/ Oed 0/0 0/0 0/0
3 Total 0 0 0 0
A2
4-1 Ery/ Oed 0/0 0/0 0/0
4-2 Ery/ Oed 0/0 0/0 0/0
polar 4-3 Ery/ Oed 0/0 0/0 0/0
solvent
4-4 Ery/ Oed 0/0 0/0 0/0
control
4-5 Ery/ Oed 0/0 0/0 0/0
(4) Total 0 0 0 0
5-6 Ery/ Oed 0/0 0/0 0/0
5-7 Ery/ Oed 0/0 0/0 0/0
Non-polar| 5 ¢ Ery/Oed | 0/0 0/0 0/0
solvent
5-9 Ery/ Oed 0/0 0/0 0/0
control
5-10 Ery/ Oed 0/0 0/0 0/0
(5) Total 0 0 0 0
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(24 hrs+

. . OBS
Animal Reaction
Test _ Items 48 hrs+
Number Site 24hrs | 48hrs | 72hrs |72 hrs)/15
2-1 Ery/ Oed 0/0 0/0 0/0
2-2 Ery/ Oed 0/0 0/0 0/0
polar 2-3 Ery/ Oed 0/0 0/0 0/0
extracts |5 4 Ery/Oed | 0/0 0/0 0/0
2-5 Ery/ Oed 0/0 0/0 0/0
(2) Total 0 0 0 0
3-6 Ery/ Oed 0/0 0/0 0/0
3-7 Ery/ Oed 0/0 0/0 0/0
Non_polar 3'8 El‘y/ Oed 0/0 0/0 0/0
extracts 3-9 Ery/ Oed 0/0 0/0 0/0
3-10 Ery/ Oed 0/0 0/0 0/0
3 Total 0 0 0 0
A3
4-1 Ery/ Oed 0/0 0/0 0/0
4-2 Ery/ Oed 0/0 0/0 0/0
polar 4-3 Ery/ Oed 0/0 0/0 0/0
solvent
4-4 Ery/ Oed 0/0 0/0 0/0
control
4-5 Ery/ Oed 0/0 0/0 0/0
(4) Total 0 0 0 0
5-6 Ery/ Oed 0/0 0/0 0/0
5-7 Ery/ Oed 0/0 0/0 0/0
Non-polar| 5 ¢ Ery/Oed | 0/0 0/0 0/0
solvent
5-9 Ery/ Oed 0/0 0/0 0/0
control
5-10 Ery/ Oed 0/0 0/0 0/0
(5) Total 0 0 0 0
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. . ) ) Irritate
Animal | Reaction | Reaction Reaction
. . . Response
Number | Site (2) Site (4) | Site mean (2-4)
YES/ NO
Al 0 0 0 NO
A2 0 0 0 NO
A3 0 0 0 NO
] . ) . Irritate
Animal | Reaction | Reaction Reaction
. . . Response
Number | Site (3) Site (5) | Site mean (3-5)
YES/ NO
Al 0 0 0 NO
A2 0 0 0 NO
A3 0 0 0 NO

10.4.1. During the test (Mar.18, 2024 - Mar. 22, 2024) Laboratory Animal Observation

Date Mar. 18, 2024 | Mar. 19, 2024 | Mar. 20, 2024 | Mar. 21, 2024 | Mar. 22, 2024
Non-abnormal 3/3* 3/3* 3/3* 3/3* 3/3*
Abnormal 0/3* 0/3* 0/3* 0/3* 0/3*
Death 0/3* 0/3* 0/3* 0/3* 0/3*

Remarks: During the test period, animal clinical observations were carried out every Monday to Friday, and
the observation content included whether the appearance and behavior of the animals were normal.

* (number of animals with normal clinical observation/total number of animals in each group)

+(number of animals with abnormal clinical observation/total number of animals in each group)

#(Number of dead animals in clinical observation/total number of animals in each group)

All animals were survived and no abnormal signs were observed during the study. According to what observed,
the skin reaction of polar and non-polar extract on testing site did not exceed that on the control site. Thus, the
final test item score was calculated to be 0.

11. Conclusion

The test result showed that the response of the test item extract was categorized as negligible under the
test condition.

12. Deviation Statement

There were no deviations from the approved study plan which were judged to have any impact on the
validity of the data.
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13.Study Documents and Archives
The study pertinent records to be maintained included, but not limited to, the following objects:

- Signed Study Plan

- Material record (e.g. Test Item/ Control Item/ Specimen Information Form, Receiving Item
Confirmation Form, Controlled Item Request Form, Control Area Access Record, Item Return

Processing Record and etc.)

- Raw data for experimental handling (e.g. IACUC approval certification, Laboratory Animal
Quarantine Report, Laboratory Animal Receive Record, Animal Room Environmental Monitoring
data and etc.)

- Raw data of experimental results (e.g. Extraction Test Procedure, For Skin Irritation Test Procedure,
Animal Body Weight Record, Individual Values of Skin Reactions, Mean Values of Skin Reactions,
Laboratory Animal Observation Record, Cage Card, Photograph of the Observation, Autoclave
Record-Water and Diet and etc.)

- Correspondence between the CBSCMHAC and the Sponsor and Application Form

- A copy of Final Report.

The above-mentioned data and documents will be maintained in the archives at Animal Center of Chang Bing
Show Chwan Memorial Hospital for at least 6 years after the finalization of the report. The retention of test
item will be retained in the storage cabinet (SC-01) located in the control area of the test item management
room at room temperature. The storage period of the test item will be reserved for at least 6 years after the

final report becomes effective or be withdrawn after the validity period of the test item.
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Appendix1
Reliability Check

The positive control study was finished on Dec. 15, 2023. According to ISO 10993-23 guidelines, positive

control shall be performed at least once every six months. Sodium Lauryl Sulfate (SLS) (Sigma, 1614363, Lot

No R11250) were used for positive control substances. The method for positive control assay is identical to

the method described above in this study.

A 0.2 mL dose of the 0.15% SLS was injected by the intracutaneous route into five separate sites on the right

side of the back of each of three animals and duplication. Similarly, the dimethyl sulfoxide (solvent) was

injected on the left side of the back of each of animal to serve as the control condition. Observations for

erythema and edema were conducted at 24, 48, and 72 hours after injection. Reactions were scored on a 0 to

4 basis. The final 0.15% SLS score were obtained by subtracting the score of the control from the test score.

Scoring system for intracutaneous (intradermal) reaction

BN
(Reaction)

#L{E 8
(Numerical grading)

S8 91 8% 578 ik (Erthema and eschar formation)

£ 4w (No erytherma)

8 4 (A 5 B8 (Very slight erythema (barely perceptible))

G (Well-defined erythema)

4 & frm¢ (Moderate erythema)

BEoms st ot b fom i 88 (Severe erythema (beet-redness) to eschar
formation preventing grading of erythema)

B IR O B

AR (Oedema formation)

£ 2 (No oederma)

84k (A & ) (Very slight oederma (barely perceptible])

& ik e (E S a0 o o 48 (Well-defined oederm (edges of area well-define

raising))

[T A 1

o AL (N A2 M A 1 & ) (Moderate oederm (raised approximately 1 nom])

BEEm(Sapm il €85 0 &%EE & EN) (Severe ervthema (raised more
than 1 mm and extending beyond exposure area)

A BB E R A ERE

The 0.15% SLS demonstrated a positive response since the difference between the 0.15% SLS overall mean

score and control overall mean score was 1.09 and 1.48, respectively.

R &4 BB
WY |REHA . BB 3 G Iy TIESTIPIP Y
TR LE 23 ) 73 (24)  |YES/NO
L4 Bl 1.33 0.33
A (1.33+1.80+1.40)/3 (0.33+0.33+0.6)/3 _
B2 1.80 0.33 1.51-0.42=1.09 YES
=1.51 =042
B3 1.40 0.6
Animal | & & 8 4z ’i'[’fj:ﬁ R E‘f_jﬁz“‘ RT3 | R
, [Number|  3) i 5) o (3-5) YES/ NO
4 Bl 2.13 0.93
# (2.13+2.20+1.86)/3 (0.93+0.2+0.6)/3 _
B2 2.20 0.2 N 2.06-0.58=1.48 YES
=2.04 =0.58
B3 1.86 0.6
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Appendix2

WA T/ R WA TR A (EX)
Test Item/ Control Item/ Specimen Information Form (English)
Informatson marked with **" will be wntten in the final report, please fill in carctully.
Test/Control - -C[)) L f\.,)_)
ItemNo. twi 0 CBSCMHA|
receiving personnel.
Sponsor information
*SponsorCompanyName Nanopius Life Biomedical Technology Co., Ltd.
*SponsorAddress 9 F,, No. 179, Sec. 2, Tiding Blvd., Neihu Dist., Taipei City 114735, Taiwan (R.0.C.)
*Sponsor's Representative Ming-Jer Shich(# ¥ 41 )/ Tzu-Ying Hung(i & 4)
Tzu-Ying Hi Telephone Number 02 555
*Contact Person e e i
(% 8 4) E-mail Cecilia@nanoplustech.com
*Test Name Animal Intracutaneous (Intradermal) Reactivity Test
*Estunated Transfer Date 02 /16 2024(mm/dd’ yyyy)
Transfer Method |MPersonal delivery [0 Post [ By sea/shipping [ Others -__
Transfer Conditions M Room Temperature]_|Refrigerated ~ Freezing 7] Dry ice [ Liquid Nitrogen™ |
Others ©
WTESTITEM/ _CONTROLITEM
Information of Test Item/ Control Item
* Name
ofTestltem/Controlltem
* Batch/LotNumber S$1224010004
WMcdical Devices + Category:Class |
W SurfaceDevice
[ ExternalCommunicating Device: CrrculatingBlood : [TYes/ [[INo
Type [ImplamDevice
[D)GasPathways
[DOtherType :
[JFood; JCosmetics Products; _IndustrialChemicals; JPesticide Products;
[ IDrug; TiOthers
PackingCondition [ZJin Bulk:! JIntact Packing: (liBouled |Boxed [ Tube! Barrel | Bagl |
Others © _)
Amountxe Test:] bottles, volume; 4 L; Retention: | bottles, volume: 4 L
Manufacture Date 01 /31 2024(mmvdd’ yyyy)_INo information provided.
Expiry Dateivoas 01 /30 /2027 (mm/dd’ yyyy)
* MajocComponents Electrolyzed water
Punty:N.A,
* Punty/Concentration
Concentration: NA
Chang Bing Show ChiwanM; ialHospital Exp 1 Animal Center (CBSCMHAC) 1/3
GLP-QA-30-01-08F Vision 3
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HBRYH A RYE/BERERED)
Test Item/ Control Item/ Specimen Information Form (English)

ExternalFeatures: [JRegular; [llregutar; MiUiquid; [JPowder; [“IGranule:
[CFtat; [JOther:

Color: Colorless
Stability: N.A,
PH values:N.A.
*Description Sterilization: Has been Sterilized WINO{_JYES.IfYes, Please Selectthe FollowingMethod
(et TTEO Sterilization \Gamma SterilizationSteamSterilization] Other
Thickness : ____ mmvpes or [liNotAvailable.
Surface Area : [ em’/ pesIDouble Side” Single Side[JAll Side or
WINot Available.
A ding o FDA gead 4 the appeop amount of test material by using surface area (o extrpctant volame ratios.
Mass to extractant volume ratsos should only be used if surface ares ceznot be calculated, or if use of mass will resalt i a larger
sampile. [n addition, the test will be performed diroetty with the serface area provided by the sposiee
* Storage WRoomTemperature] 2-8T[-20£10°C[]-65--85C[ Liguid Nitrogen
Condition ["IKeep in Dark Placd_|Avoid Moisture_[Others
CutorNotowasy | [1Ves No BBN.A. (Liquid, Gel, Powder)
*Solvent Solvent:N A,
/Solubility Solubility:N.A,
Test Conditions | lNo Dilution
(Dilution) [ Yes,Test final concentration (%6): :Recommended Solvent:
MNo, The remaining materials considered as retention™_|YesliiNo [IN.A.
(Processing Method: _ Remaining material is prossssed by CBSCMHAC )
Ttem Return Yes, only for un-used test item *
(k) Delivery Conditions: [“JRoom Temperaturc_Refrigerated JFrozen_[Dry lee_] Liquid Nitrogen
Recipient:_______, Telephone:
Address:
Altsckitient ICertificate of Analysis” Material Safcty Data Sheet [ IStability Test Result [ Product Manual
(Neaed} [ Others - WNo Atachment
Ratio:
_No Extraction
By Surface Arex: [J(3210%)em¥mL [{6£10%)cm¥/mL
Extraction WBy Weighs: [X0.1£10%)g/mL I0.2410%)g/mL
[JOthers:
Condition:
U3741)C(2442)Hours IK(50+2)'C (7242)Hours [JOther © |
m |

Chang Biag Show ChwanMemorialHospital Experimental Animal Cemter (CBSCMHAC)

GLP-QA-30-01-08F Vision 3
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W /8R40 KB THEGER)
Test Item/ Control Item/ Specimen Information Form (English)

Precautions

*
*

* o

Notel. All informutica in the form includiog e blanks which can't be provided are disclosure and shonhd taken responsiality by the £ casor,

Note2 If the test follow GLP, should provide extra smout 0f the testicontrol items with the same lot for retention. If spoasor doesa’t provide the
of test | item, the of a resarved tost liem/control itom from each Soubaich of test item /comtrol wem is the
Ailiey of the Sp {Example: Img/l ol * | ot or Ix10* cell'] mL*2 vadl)

Notel. For retention, 1f the effective penod is less than CBSCMHAC SOP defi the test /i | nem will be d ull the expiry

date. I the expiry date is bomger tham CBSCMHAC SOP definition, the tent temvcontrol ftom will be retained for the period of CRSCMHAC

SOP definition only. If the expiry date ined picte, 4 that sp will agroe st test faciity will determine the carliest dae,

€& BxpDwe 2021(YYYY), spormor didn"t identify the MM/DD, the expiration dane should be 01012021 (means Jaa 01, 2021)

Notesh. Sp should d & and confurm the identity wgih, purity, stab:lity posizion, method of syn thests, fabrication,

derivation of cther characteristics of the test itemvcontrol item before study. If (he spomsce cannot provido the information, determination and

d tion of the tost & { itom are the respoasidelity of the Sp

NokS. The test mem/control #em which has boen destroyed or cutting will be discarded after the end of experiment unless spplicant'sp

have extrs reguirensenl. If the sponscr docs not agree or have specaal requirsmsents, should take the initiative 1o nform tont facility and stalc the

apphication prier to test, If relatod losses & d by applicant'sp dida 't inform, we will not be Hable.

Noch. 1 sponsoc wants 10 setum the sample, the » i o aed biological safety related issue of test inemconsrol item are the

responsitility of the Spoasor.

NateT. Note "N/A" o ‘N A"If o applicable, Do oot leave blask.

Nowe®. Test mem snd control isem should be filled mdividually in “INFORMATION OF TEST ITEM/CONTROL ITEM®.

Noae9. GLF test © (1) Comections and addutions 10 a final report should be in the form of amendments. Amendments should clearly specify the

Teason forthe hons or additions. Lot number, test item photos sed raw data cannol be amended dY spoesor’s requitement, (2)One prosecol

oaly can generaie one report except for translazion version. If the report with moce than twe languages version, we only wssu e Englash versson

prosacel. We only issue ameedment or addtional leguage GLP report within three years and von-GLP report within one year, (3)The GLP

complisnce statoment will state that we Lllow TFDA GLP and TAF OECD GLP norm unless spoasor’s requiroment. Chung Bing Show Chwas

M ) Hospieal Expert I Animal Center (CBSCMHAC) Bave acquired Good Lab v Practice S of Comp from TFDA

ard TAF.

Nosel0. Please write Sown it carefully and @ detail. “INFORMATION OF TEST ITEM/CONTROL ITEM™ will be placed m the protocol and

report along with & copy of this official document. If the information ks mot chear, we will exclade them from GLP stazemers

Notel 1. The results shown in this test report refir onlly o the test item(s) tested

Neae 12, If the sponsoe ks differens from the apphs tomed in the application foem, the sponsor agrees that the sudy -relaiad information,
| item and appli forms provaded er reply to CBSCMIAC shall bo agreed by the spoasor. The roport submiticd by SGS is oaly 10

he applxcas,

Notel3. For commissioned tests wnder GLP specifications, cach batch of test itemicontrol stem shall comply with the regelatioas of dhe plasced

regelatory agency (for example: FDADECD GLP). The sest consipeor should attach the relovant cettificate of the tost itom, if it canoot be provided,

1t will be excludod from the GLI

CBSCMHAC malers o GLP complissce clakm for the Sllowing isoms:

@ | Scctions 622 623,624,625 in Taiwan Food and Drug Adoxi loo «Good Lab y Practice for Nonchaical Laboratory Stodies
wd The Organiration foe E jc Co-cpertion and Develog (OECD)- Principlcs of Good Laboratory Practice{GLF),
(& and verification of the sest artiche Mentity and propertios provided from spomsor, which ane the responsibility of the spomsor.

¢ 1 Sectices 6.2.6 in Tuiwea Food asd Drug Admi Good Lab y Pracuce for Noacknacal Laborssory Stadics med The
Orgas ion for E ic Co-op nd Develop (OECD)- Principles of Good Lab y Practice (GLP). A sample for analytical
purposes froms each batch of test item should be retasned for all studics except shont-1em sudics. Sp s respoesible for the ion of
sanples for soeage conditions other than room kg and 4°C refri,

L

Sponsor'sRepresentative Signature/Date: 01/22/24

Chang Bing Show ChwanM, ialHospital Experi ! Animal Center (CBSCMHAC) 3/3
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Appendix3
Photograph of the Test Item
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