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3.1 Finish product speclflcatlon

AmaNIAMIINALa BP 2013

1. USnmudandng 95.0 - 105.0% of the L.A. of Leuprorelin

2. Identification AU

3. Water content NMT 5.0%

4. pH 5-7

5. Sterility ATIVNIN

6. Uniformity of dosage units AU

7. Bacterial endotoxins NMT 11.6 1U/mg of Leuprorelin

8. Related substances - the area of any peak corresponding to impurity D : NMT 1.0%
- the areas of any peaks corresponding to impurity A, B and C
: NMT 0.5%
- the area of any other secondary peak : NMT 0.5%
-the sum of the areas of any secondary peaks : NMT 2.5%
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3.2 Drug substance specification "

andNAMIImana BP 2013

1. dSinuedng 97.0% - 103.0% of the L.A. of Leuprorelin

(anhydrous and acetic acid-free substance)

2. Identification ATIINU
3. Specific rotation -38.0 to -42.0 (anhydrous and acetic acid-free substance)
4. Related substances - Impurity D : NMT 1.0%

- Impurity A, B, C : for each impurity, NMT 0.5%
- Unspecified impurities : for each impurity, NMT 0.5%
- Total : NMT 2.5%

5. Acetic acid 4.7% - 9.0%

6. Water NMT 5.0%

7. Sulfated ash NMT 0.3%

8. Bacterial endotoxins NMT 16.7 IU/mg
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