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3.1 Finished product specification: Donepezil hydrochloride tablet USP40

3.1 ldentification Meet the requirement

3.2 Assay 90.0 - 110.0% labeled amount of donepezil
hydrochloride '

3.3 Uniformity of dosage units Meet the requirement

3.4 Dissolution test Not Less than 80% (Q) of donepezil dissolved

in 30 minutes
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3.5 Organic impurities

Procedure 1

- Deshenzyl donepezil Not more than 0.5%
- Donepezil oren ring Not more than 0.5%
- Donepezil N-oxide Not more than 0.5%

- Any individual unspecified degradation Not more than 0.2%

product

Procedure 2

- Desbenzyl donepezil - Not more than C.15%

- Donepezit pyridine analog : Not more than 0.15%

- Donepezil benzyl bromide ' Not more than 0.15%

- Dehydrodeoxy donepezil Not more than 0.15%

- Deoxydonepezil Not more than 0.15%

- Any individual degragation product Not more than 0.1%

- Total impurities Not more than 0.75%
3.2 Drug substance specification: Donepezil hydrochloride UsP40

3.1 ldentification Meet the reguirement

3.2 Assay | 98.0 -- 102.0% labeled amount of calcium

carbonate

3.3 Water determination

- Anhydrous form Not more than 0.4%
- Anhydrous form-} Not more than 7.0%
- Monchydrate form Not more than 7.0%

3.4 Organic impurities

Procedure 1
- Desbenzyl donepezil Not rore than 0.2%
- Hydroxydonepezil Not more than 0.2%
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- Donepezil related compound A Not more than 0.1%

- Any individual unspecified impurity Not more than 0.1%
- Total impurities Not more than 1.0%

Pracedure 2

- Desbenzyl donepezil Not more than 0.2%
- anepezil alkene pyridine N-oxide Not more than 0.15%
- Donepezit N-oxide Not more than 0.1%
_- Donepezil pyridine analog Not more than 0.15%
- 3-Hydroxydonepezil Not more than 0.15%
- Hydroxydonepezil Not more than 0.2%
- Donepezil quaternary salt Not more than 0.15%
(Donepezilbenzyl)
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3.1 Finished product specification: Lamotrigine tablet USP40

3.1 Identification

3.2 Assay

3.3 Uniformity of dosage units
3.4 Dissolution test

- Test 1

- Test 2

-Test 3

Meet the requirement
90.0 — 110.0% labeled amount of lamotrigine

Meet the requirement

Not less than 80% (Q) of lamotrigine dissolved in 3¢ minutes
Not less than 75% (Q) of lamotrigine dissolved in 30 minutes

Not less than 80% (Q) of lamotrigine dissolved in 15 minutes
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3.5 Organic impurities

- Lamotrigine impurity compound B Not more than 0.2%
- Lamotrigine related compound C Not more than 0.5%
- Any individual unspecified impurity Not more than 0.2%
- Total impurities Not more than 0.75%
3.2 Drug substance specification: Lamotrigine USP40
3.1 Identification Meet the requirement
3.2 Assay 98.0 — 102.0% labeled amount of
lamotrigine (on the dried basic)
3.3 Loss on drying Not more than 0.5%
3.4 Residual of ignition Not more than 0.1%
3.5 Limit of tamoirigine related compound B Not more than 0.1%

3.6 Organic impurities

- Lamotrigine related compound C Not more than 0.1%
- Lamotrigine related compound D Not more than 0.2%
- Any individual unspeciiied impurity - Mot more than 0.1%
- Total impurities excluding tamotrigine related ~ Not more than 0.2%
compound B
3.3 Finished product specification: Lamotrigine tablet BP2016
3.1 identification Meet the reguirement
3.2 Assay 95.0 — 105.0% labeled amount of lamotrigine

3.3 Uniformity of dosage units Meet the requirement 7
3.4 Dissotution test Not less than 75% (Q) of lamotrigine dissolved in 45 minutes

2.5 Related substance

- Impurity A . Not more than 0.3%
- Other impurity Not more than 0.2%
- The sum of impurity Not more than 0.5%
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3.4 Drug substance specification: Lamotrigine BP2016

3.1 ldentification Meet the requirement
3.2 Assay 99.0 — 101.0% labeled amount of lamotrigine (dried
substance)
3.2 Loss on drying Not more than 0.5%
3.4 Heavy metals Not more than 10 ppm
3.5 Sulfated ash Not more than 0.1%
3.6 Impurity £ Not more than 0.1%
3.7 Related substance
- Impurity A Not more than 0.1%
- Impurity F Not more than 0.2%
- Unspecified impurities Not more than 0.1%
- Total impurities ' Not more than 0.2%
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