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Summary of Stability Study of VB1 (Thiamine Mononitrate)

1 Stability summary and conchasions

In accordance with ICH Guidance for industry: ICH Q1A (R2) Stabilety Testing of New Drug
Substances and Products, and QIE Evaluation of Stability Data, ca-going stability studies
performed in support of this application inclads lots of Thianyine Mozonitrate drug substance
stored under the recommended storage condition. One batch of eack product mazufsctured =
every ysar is added © long-term testing.

11 Recommended retest period

A re-tost pariod of 4 years (48 months) is recommended.

12 Adwice om storage
Preserve in a tight noz-metallic containgr, protocted from light.

2 Pestapproval stability protocol and stability commitment
21 Long-term stsbility study

Duration 0,3,6,9, 12 18, 24, 36, 48 months.
Packaging The same as the actual packaging wsed for storage and distribution,
1. polysthylens bags / carton system.
Sterage conditions Temperature 3012 *C; relative Immidity 65 £ 5%.
Test performed As listed below.
Test Specification Method
Appearance White crystals or crystalline powdar, Vismal
pH 60~75 Usp
Raland substances
Impurity A =0.15%
Impunity B <0.6% EP
Impurity C 0.4%
Unspecified impunitios | =0.10%
|Total mmpunties =L0%
Raland compound =1.0% usp
Loss on drying =1.0% use
Asay (oa dry basis) 98.0% ~102.0% Usp

3 Tabulated stability data
3.1 Data from long-term stability study

Batch sumber Mazufacturing date
TN17012019 Jan 4,2017
TN18012001 Dec 31,2017
TN15012001 Jan1,2019
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Tabslated Lons Term Studs Data for Thiamine Monegitrate -1

Batch No. TN17012019 Dats of imitial test- Jam 5, 2017 30£2°C, 65 5%RH
Test Speafication, Ph. E e
ur.
o [ 3 [ s | o | 12 | 18 [ 2 36 43
White crystals or crystalline ] ]
Appearance powder, wsually baving a White crystalling powder
skght, charactenistic odor.
pH 60~75 7.1 70 72 72 7.0 72 7.1
Impurity A=0.15% 0.13% | 0.14% | 0.12% | 0.13% | 013% | 013% | 0.12%
Impurity B=0.6% ND. ND. ND. ND. ND. N.D. ND.
" . Impurity C~_:O4’°n . ND. ND. ND. ND. ND. ND. ND. Ou-going
Unspecified impurities=0.10% | <0.05% | <0.05% | <0.05% | <0.05% | <0.05% | <0.05% | <0.05%
Total impurities<1.0% 0.13% | 0.14% | 0.12% | 0.13% | 013% | 013% | 0.12%
<10% 0.2%% | 027 | 022% | 021% | 021% | 022% | 020%
| compousnd
Loss ca drying | <1.0% 0.14% | 0.12% | 0.14% | 0.14% | 010% | 012% | 0.14%
Assay 98.0% ~ 102.0% 99T | 99.5% | 99.6% | 99.6% | 99.6% | 99.5% | 99.5%
* Ramark: N. D. = Not Detected
Tabslsted I be Study Data for Thiamine M. . 2
Batch No. TN18012001 Date of imitial tost- Jan 2, 2018 30£2°C, 65 5%RH
ation, -
o [ 3 | s | o [ | s # | s [ 4
Wkate crystals or crystalline
Appearance powder, usually having 2 White crystalline powdaer
pH 60~75 71 71 72 72 7.1 72
Inspurity A<0.15% 0.11% | 0.12% 0.12% | 0.14% | 0.12% | 0.12%
Impurity B=0.6% ND. N.D. ND. ND. ND. ND.
. .l . . Inpnm) Cs(_).ﬁ'- N ND. N.D. ND. ND. ND. ND. On-going
Unspecified impuritios=0.10% | <0.05% | <0.05% | <0.05% | <0.05% | <0.05% | <0.05%
Total impuarities=1.0% 0.11% | 0.12% 0.12% | 0.14% | 0.12% | 0.12%
Ralated )
<=1.0% 0.19% | 022% 021% | 0.18% | 0.18% | 0.23%
| compound
Loss ca drying | <1.0% 0.08% | 0.10% 0.10% | 0.12% | 0.10% | 0.12%
Assay 98.0% ~ 102.0% 99.6% | 99.5% 99.6% | 99.5% | 992% | 993%
* Ramark: N. D. = Not Detected
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Tabslated Lons Term Stads Data for Thismine Monsgitrate 3

Batch No. TN19012001 Date of ixitial test- Jan 2, 2019 30£2°C, 65 5%RH
Test Speafication, Ph. E —
ur.
o | 3 | s s | 1 [ 1 | 2 | 3 | s
White crystals or crystalline ) )
Appearance powder, wsually kaving a White crystalline powder
skght, characteristic odor.
pH 60~75 69 72 71
Impurity A=0.15% 0.13% | 0.14% | 0.13%
Impurity B=0.6% ND. ND. ND.
" . Impurity C=0.4% _ ND. ND. ND. On-going
Unspecified impunities=0.10% | <0.05% | <0.05% | <0.05%
Total imparities<1.0% 0.13% | 0.14% | 0.13%
Raolated .
<10% 0.18% | 0.28% | 0.28%
| compousd
Loss ca drying | <1.0% 0.14% | 0.14% | 0.14%
Assay 98.0% ~ 102.0% 992% | 99.2% | 99.2%

* Ramark: N. D. = Not Detected
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