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The following sample(s) was/were submitted and identified by/on behalf of applicant as:

Sample Name: Sora

Applicant : CAP Global Limited

JP No.: JP2017060345

Sample Condition: Please refer to the photo for sample shown at the last page of this report.

MFG: —

EXP: —

Date of Sample Receive 2017/06/09

Date of Testing : 2017/06/09 to 2017/08/18

Test Requested: The challenge tests for the sample are to assess the preservative effectiveness.

Purpose: According to USP <51>.it refers to the five test microorganisms, including Escherichia coli (

BCRC 11634 ; ATCC 8739), Staphylococcus aureus ( BCRC 10451 ; ATCC 6538P),
Pseudomonas aeruginosa ( BCRC 11633 ; ATCC 9027), Candida albicans ( BCRC 21538 ;
ATCC10231) and Aspergillus brasiliensis (BCRC 30506 ; ATCC 16404).The challenge tests for
the sample are to assess the preservative effectiveness.

Test Method : With reference to U.S. Pharmacopeia <51> Antimicrobial Effectiveness Testing.

Test Results : -Please refer to next page(s)-
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This document is issued by the Company subject to its General Conditions of Service printed overleaf, available on request or accessible at http://www.sgs.com/en/Terms-and-Conditions.aspx and,
for electronic format documents, subject to Terms and Conditions for Electronic Documents at http://www.sgs.com/en/Terms-and-Conditions/Terms-e-Document.aspx. Attention is
drawn to the limitation of liability, indemnification and jurisdiction issues defined therein. Any holder of this document is advised that information contained hereon reflects the
Company’s findings at the time of its intervention only and within the limits of Client’s instructions, if any. The Company’s sole responsibility is to its Client and this document does not
exonerate parties to a transaction from exercising all their rights and obligations under the transaction documents. This document cannot be reproduced except in full, without prior
written approval of the Company. Any unauthorized alteration, forgery or falsification of the content or appearance of this document is unlawful and offenders may be prosecuted to the
fullest extent of the law. Unless otherwise stated the results shown in this test report refer only to the sample(s) tested.
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Test Results

Procedure :

Sample was handled under sterile environment and operated with aseptic technique during preparation.

First, the test was conducted in five sterile containers of suitable size into which a sufficient volume of the sample has
been transferred. Inoculate each container with one of the prepared and standardized inoculum, and mix. The volume of
the suspension inoculum used is between 0.5% and 1.0% of the volume of the sample. The concentration of test
microorganisms that is added to the sample are such that the final concentration of the test preparation after inoculation is
between 1x10 °> and 1x10 ® CFU /mL of the product.

Incubation the inoculated containers for 7, 14, 21, 28 days at the appropriate condition specified in Table 1. Count and
record any changes observed in appearance at these condition. Using the calculated concentrations of CFU/mL present
at the start of the test, calculate the change in log,, values of the concentration of CFU/mL for each microorganism at the
applicable test intervals, and express the changes in terms of log reductions.

Table1 : Culture Conditions for Inoculum Preparation

. Microbial

Incubation Recove

. . Vi
Organism Suitable Medium Temperatur Inoculum Incubation Time Incub t.ry
ncubation
e(°C

(€) Time
Escherichia coli TSA 32.54€2.5 18~24 hrs 3~5 days
Pseudomonas aeruginosa TSA 32.542.5 18~24 hrs 3~5 days
Staphylococcus aureus TSA 32.542.5 18~24 hrs 3~5 days
Candida albicans SDA 22.5€2.5 44~52 hrs 3~5 days

Aspergillus brasiliensis SDA 22.542.5 6~10 days 3~7 days
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Test Results

Counts of the Log
Organism Original inoculum Contact sample at contact | reductions
CFU/mL time time (CFU/mL (R)
7 days <1 >3
14 days <1 >3
Escherichia coli 5.50 x 10°
21 days <1 >3
28 days <1 >3
7 days <1 >3
14 days <1 >3
Staphylococcus aureus 2.18 x 10°
21 days <1 >3
28 days <1 >3
7 days <1 >3
14 days <1 >3
Pseudomonas aeruginosa 3.00 x 10°
21 days <1 >3
28 days <1 >3
7 days <1 >3
14 days <1 >3
Candida albicans 3.75x 10°
21 days <1 >3
28 days <1 >3
7 days <1 >3
14 days <1 >3
Aspergillus brasiliensis 2.20 x 10°
21 days <1 >3
28 days <1 >3
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