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3.1 Finished product specification : Azathioprine tablets, USP 41

D)

Test items Specifications

Usinauiaendadey 93.0 - 107.0% of the LA, of azathioprine

Identification AIIVNTU

Dissolution NLT 75%(Q) of the L.A. of azathioprine aelu 30 u#l

Sl B A

Uniformity of dosage units AT

3.2 Drug substance specification : Azathioprine, USP 41

Test items Specifications

USunausnendidyy 98.0 - 102.0% of azathioprine (dried basis)

ldentification MU
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3.2 Drug substance specification : Azathioprine, USP 41 (sia)

da Test items Specifications
Related substances/ Organic impurities
- Azathioprine related compound A - NMT 0.15%
- Mercaptopurine - NMT 0.15%
- Azathioprine related compound G - NMT 0.10%
- Any other unspecified impurity - NMT 0.10%
- Total impurities - NMT 0.5%
4, | Loss on drying NMT 1.0%
5. | Residue on ignition NMT 0.10%

3.3 Finished product specification: Azathioprine tablets, BP 2016

U8 Test items Specifications
L | YSuneudhendsgy 92.5 - 107.5% of the L.A. of azathioprine
2. | ldentification ATV
3. | Dissolution NLT 709%(Q) of the L.A. of azathioprine nellu 45 w1
4. | Uniformity of dosage units AT
5. | 5-Chloro-1-methyl-4-nitroimidazole | asa9rUse38 Thin-layer chromatography
and 6-mercaptopurine

3.4 Drug substance specification: Azathioprine, BP 2016 & EP 8.0

{9 Test items Specifications
1. | Ysunauseanddgy 98.5 - 101.0% of the L.A. of azathioprine (dried substance)
2. | Identification MUY

3. | Related substances/ Organic | - Impurities A, B : for each impurity, NMT 0.15%

impurities - Unspecified impurities : for each impurity, NMT 0.10%
- Total : NMT 0.5%
4, | Loss ondrying NMT 1.0%
5. | Sulfated ash NMT 0.10%
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