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1. down Desmopressin acetate 0.1 mg tablet
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3. udulinianaiia

3.1 Finished product specification: Desmopressin tablet, BP 2016

L) Test items Specifications
1. | Identification NI
2. | YSuneushendrdyy 90.0 - 110.0% of the stated amount of the peptide
3. | Dissolution NLT 75%(Q) of the L.A. of desmopressin(nielu 45 ui)
4. | Related substances - The area of any secondary peak : NMT 2.0%
- Total impurity : NMT 4.0%
5. | Uniformity of dosage units AT
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3.2 Drug substance specification: Desmopressin, BP 2016 & EP 8.0

D) Test items Specifications
1. | Identification MITIWIY
2. | Vanawshendadiy 95.0% - 105.0%
(anhydrous and acetic acid-free substance)
3. | Specific optiéal rotation -72 to -82 (anhydrous and acetic acid-free
substance)
4. | Related substances
- Unspecified impurities, for each impurity | - NMT 0.5%
- Total - NMT 1.5%
5. | Acetic acid 3.0% - 8.0%
6. | Water NMT 6.0% (determined on 20.0 mg)
7. | Bacterial endotoxin Less than 500 IU/mg
3.2 Drug substance specification: Desmopressin Acetate, USP 41
9o Test items Specifications
1. | Identification ATITWIY
2. | YSanausenddgy 95.0% - 105.0%
( on the anhydrous, acetic acid-free basis)
3. | Desmopressin-Related Impurities
- Any individual impurity - NMT 0.5%
- Total impurities - NMT 1.5%
4. | Acetic acid in peptides 3.0% - 8.0%
5. | Tests for specific microorganism
: The total aerobic microbial count NMT 100 cfu/g
6. | Water determination NMT 6.0%
7. | Bacterial endotoxin NMT 500 USP Endotoxin Units/mg of

Desmopressin Acetate
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3.3 namiuAswi Elemental impurity vw3adl Risk assessment report (WeRBAENT

Jiznau)
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