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Lamotrigine 50 mg tablet, 1 tablet

1. Foun Lamotrigine 50 mg tablet

2. AruaudAvaly

21 Uk uedln dwmsuiudsenu

22 @wlszneu  Usenaumesien Lamotrigine 50 mg Tu 1 e
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Naﬂ’lﬁm'i'lsﬁﬂmmmﬂuiﬂmu Finished product specification ua¥ Drug substance
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3.1 Finished product specification: Lamotrigine Tablets USP 41 %38 BP 2016

Test Items USP 41 BP 2016
1. Identification Meet the requirements Meet the requirements
2. Assay 90.0-110.0% of the L.A. of 95.0-105.0% of the L.A. of
lamotrigine lamotrigine
3. Dissolution* - Test 1 NLT 80% (Q) of the | NLT 75% (Q) of the labeled
labeled amount of amount of lamotrigine is

lamotrigine is dissolved in 30 | dissolved in 45 min
min

- Test 2 NLT 75% (Q) of the
labeled amount of
lamotrigine is dissolved in 30
min

- Test 3 NLT 80% (Q) of the
labeled amount of

n33UNIT
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lamotrigine is dissolved in 15

min

4. Uniformity of dosage unit*

Meet the requirements

Meet the requirements

5. Organic impurities

- Lamotrigine related
compound B: NMT 0.2%

- Lamotrigine related
compound C: NMT 0.5%

- Any individual unspecified
degradation impurity: NMT
0.2%

- Total impurities: NMT
0.75%

- Impurity A: NMT 0.3%

- Unspecified impurities, for
each impurity: NMT 0.2%

- The sum of the areas of all
the secondary peaks is not
greater than 2.5 times the
area of the principal peak in
the chromatogram obtained
with solution: NMT 0.5%

- Disregard any peak with an
area less than 0.5 of the area
of the principal peak in the
chromatogram obtained with
solution: NMT 0.1%

3.2 Drug substance specification: Lamotrigine USP 41 %38 BP 2016

Test Items

USP 41

BP 2016

1. Identification

Meet the requirements

Meet the requirements

2. Assay 98.0-102.0% (on the dried 99.0-101.0% (dried substance)
basis)
3. Residue on ignition or NMT 0.1% Maximum 0.1%

Sulfated ash

4. 2,3-dichlorobenzoic acid

- Lamotrigine related
compound B: NMT 0.1%

- Impurity E: NMT 0.1%

5. Organic impurities
(Related substances)

- Lamotrigine related
compound C: NMT 0.1%

- Lamotrigine related
compound D: NMT 0.2%

- Any individual, unspecified
impurity: NMT 0.1%

- Total impurities, excluding

lamotrigine related

- Impurity F: NMT 0.2%

- Impurity A, G: for each
impurity: NMT 0.1%

- Unspecified impurities: for
each impurity: NMT 0.10%
- Total impurity: NMT 0.2%
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compound B: NMT 0.2%
5. Loss on drying NMT 0.5% Maximum 0.5%

nBmR - *sgyite Dissolution fiu Uniformity of dosage units Tiuuuienansuansseasidoana
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011 luddymstunadousniuen me2 ne3 ved vde 82 wdusinsd)

012 Tudwetunsiious ve 1/8 1 vesefiiauesien wieuseasdeavdons
muquqmnwmamﬁmﬁmﬁmuﬁﬂﬁwmﬁau (finished product specification)
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w324 finished product specification waz/v3e Drug Substance specification

4.2 BNATIUTBWINTFIUNTHEREN

421  nsdifiemdnlulsamelng fuandesidiunmaenidesuseunasgiunisnan
NSNS NS TIRUASHAREN PIC/S (Pharmaceutical Inspection Co -
operation Scheme) lagwiae41u PIC/S participating authorities ¥Sailienans
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ANIYNITUNTEMNSUATE NENTNAGTIUEY Fesrhmuatulnefinuaennde
waziaufieufuvaninasivasIBmsnmuniswdne PIC/S Tumnaenfiausue
atuagamuseunsasiaasulneiinansiusesfiviufivssniausemasimaidn
Instind

422 nsiiiduenindhnnsiesane fudafesiionansiusennasgiumstdnsin
VANINIIBNSARLUNTSWARET PIC/S (Pharmaceutical Inspection Co -
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431 HanIRTIvIATEVRMUN KA YIvawHER (Certification of analysis of
finished product) Tua’l‘iuﬁﬁaﬁqadﬂa

432 wamslaseviRuAwingiuveiiendifey (Certification of analysis drug
substance) Ml#lunsnaneuiidadumegisiwesdnsuazitdningiu
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(Drug substance) 98 4.3.2 fiugumsndnveswndnsiasidnsagy (finished
product) 8 4.3.1
43.4 wWansAnw) Long term stability #13 ASEAN guideline on stability study of
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