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1. Finished Product Specifications
(619891955 1UnF5U United State Pharmacopoeia 40)

1.1 Identification

1.2 Assay

1.3 Dissolution (33la33nie)
-test 1

-test 2

1.4 Uniformity of dosage units
1.5 Impurities
- Citalopram related compound A
- Citalopram related compound B
- Citalopram related compound C
(3-oxocitalopram)
- Citalopram related compound £
(citalopram N-oxide)
- Any other individual, unspecified impurity

- Total impurities

Meet the requirement

90.0%-110.0% of L.A. of escitalopram

Not less than 80%(Q) of L.A. of escitalopram is
dissolved in 30 min
Not less than 80%(Q) of L.A. of escitalopram is
dissotved in 30 min

Meet the requirement
Not more than 0.3%
Not more than 0.5%
Not more than 0.5%

Not more than 0.2%

Not more than 0.2%

Not more than 2%
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2. Drug substance specification

(1989A5gULNFYRITU United State Pharmacopoeia 40)

2.1 Identification test Meet the requirement

2.2 Assay 98.09%-102.0% of L.A. of escitalopram oxalate
(anhydrous basis)

2.3 Residue on ignition Not more than 0.1%

2.4 Enantiomeric purity Not more than 3%

2.5 Organic impurities

- 5-dimenthylamino-butyryl citalopram Not more than 0.2%
- Citalopram related compound A Not more than 0.1%
- Citalopram related compound B Not more than 0.1%

(3-hydroxycitalopram)
- Citalopram related compound C Not more than 0.1%
(3-ox-ocitalopram)
- Citalopram related compound D Not more than 0.1%
(desmethyl citalopram)
- Citalopram related compound E Not more than 0.1%
(citalopram N-oxide)
- Any other individual unspecified impurity Not more than 0.1%
Total impurities Not more than 0.5%
3. Drug substance specification
(9Bamsgrundysindu European pharmacopoeia 9.0)
3.1 Identification test Meet the requirement
3.2 Assay 99.0%-101.0% of L.A. of escitalopram oxalate
(anhydrous basis)
3.3 Related substances
- Each impurity Not more than 0.1%

-Total impurities Not more than 0.5%
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3.4 Enantiomeric purity

- Impurity K Not more than 2 %
3.5 Water Not more than 1 %
3.6 Sulfated ash Not more than 0.1%
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A157187 (30 AZLUY)
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2.2.2 nsdilalasunissusestusmisnen Non-Official Pharmacopoeia

Y a o v v
- 8989 In-house specification NdonAaBINY general
chapters aufiszylu USP, BP, Ph.Eur, Phint, JP atfudas, ICH
Guidelines (Q6A) wazurlalungidoussueud (@5 Azuuu)

- 81984 In-house specification fidonadaaty general
chapters msfiszylu USP, BP, Ph.Eur., Ph.int, JP atiulvinitdssna
52usi13181 9nn31 1 T, ICH Guidelines (Q6A) wazuAlalungidousiiiu
Ba7 (30 AUL)
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ot o e v
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Y a e ., o [ Y]
- 7489 In-house specification vigonAaBINY general
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