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1. SUMMARY
This report presents the stability data on the product stored up to 3 months in the primary
packaging used for marketing.
Any storage-related changes occurring in the finished product were monitored by means of
stability-specified control tests.

Shelf-life

The product has a shelf life of é years.

2. OBJECTIVE
The objective of the present study on is the assessment of the stability profile for storage under
accelerated conditions. The samples were in inverted position to ensure contact with the

container closure system.

3. PACKAGING
The stability tests on the test material listed above are performed in primary packaging.

4. STORAGE CONDITIONS AND TESTING INTERVALS
The various samples of the packaged product have been / will be tested according to the
following schedule:

3 Weeks / Months
Storage Condition
0 1w 2W 4W 2M 3M
-15°C X X X X X X
25°C X X X X X X
50°C X X X X X X

5. ANALYTICAL PROCEDURES
The stability tests on the products were performed according to the control tests of USP. In the
course of the stability testing the main emphasis was put on the stability-relevant test items as

listed below:
Test Item Test Method Specification
. In accordance with the
Appearance Visual
standard sample
. . . In accordance with the
Packaging properties Visual
standard sample
. . L Total count <500 CFU/g
Microbial Contamination USP
Yeast & Mold < 100CFU/g

6. Results

The test results of the study are presented in the tables attached.
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Physical Stability

The physica tabilty o sanples proved t e unchanged afer 3 months under condfons af
JUC 15 and 257

The result obtamed for e tst e appeatance was nofchanged signifcanl,

Chemical tabiliy
Storage under condiionsat S0°C,-15°C and 25°C for 3 months id not et the chemmial

sably,

The content ws not sgniicantly changed compared o the il vlue o he batche

T CONCLUSION
Slgnfcant changes i physical and chemica sabiites were nof observed. The aceelrated

dat show 1t orno change over e and e vamabity, te productpessd sablty s
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8. Summary of Stability Study Result

Storage Packaging Yeast &
- — Appearance . Total count
Time ‘ Conditions properties Mold
Color:
Specifications Odor: Functional <500CFU/g <100CFU/g
Texture:

Initial - Complies Complies <10 <10
1w Complies Complies <10 <10
2W Complies Complies <10 <10
4W 50°C Complies Complies <10 <10
M Complies Complies <10 <10
3M Complies Complies <10 <10
1w Complies Complies <10 <10
2W Complies Complies <10 <10
4W 25°C Complies Complies <10 <10
M Complies Complies <10 <10
3M Complies Complies <10 <10
1w Complies Complies <10 <10
2W Complies Complies <10 <10
4W -15°C Complies Complies <10 <10
M Complies Complies <10 <10
3M Complies Complies <10 <10
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9. Schedule for Stability Study

Storage

: " Schedule
Period Condition

Initial 25°C 2023/08/24

-15°C
1 week 259G
50°C

2023/08/31

-15°C
2 weeks 25°C
50°C

2023/09/07

-15°C
4 weeks 25°C
50°C

2023/09/21

-15°C
2 months 25°C
50°C

2023/10/19

-15°C
3 months 25°C 2023/11/16
50°C
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