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3. AMENUAMILNAKA

3.1 Finish pro

duct specificationm

anAiEnImaia : -  BP2013

1. Yhnudmdniny

94.0 - 110.0% of the L.A. of Desferrioxamine mesilate

- OUMATIIA > 10 um LLAin 6,000 a9
- aumAEwIa > 25 um it 600 ayma

2. ldentification m’mmumuﬁimﬂ% Finished product specification
3. Uniformity of weight AT
4. Sterility asau
5. Bacterial endotoxins mmahumuﬁi:qlu Finished product specification
6. Particulate matter AT

7. Water content m’mi'mﬂ’mﬁi:qlu Finished product specification
8. pH AU
9. Related substance - the area of any secondary peak : NMT 4%
- Total impurity : NMT 7%
3.2 Drug substance specification : Desferrioxamine mesilate’”
anAiAnwinata ~ BP2013
1. YSnmeendaty 98.0 - 102.0% of Desferrioxamine mesilate (anhydrous substance)
2. Identification A3 %
3. Appearance of solutuion aTHw
4. pH 37-55
(aa%a) ................ ) NMV\ .............................. U UAUEATINAITS
(WWRITATAMN TIFNW)
—Y
(m%a) ........... P nITUNS (aa%a) (\/ ........................ nIsuNs
(WNRIWIRT NBITRN) (Wignngand 1817913)
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3.2 Drug substance specification : Desferrioxamine mesilate"” (Gia)

anaNaNMImatia BP 2013
5. Related substances - Impurity A : NMT 4.0%
- Total : 7.0%
6. Chlorides NMT 330 ppm
7. Sulfates NMT 400 ppm
8. Heavy metals NMT 10 ppm
9. Water NMT 2.0%
10.Sulfated ash NMT 0.1%
11. Bacterial endotoxins NMT 0.025 IU/mg
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579157 2 Gefitinib 250 mg tablet
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1.8887  Gefitinib 250 mg tablet
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3.1 Finish product specification”
1. YSnmdasnday @li’lﬁlmuﬁl’mﬁizﬂu Finished product specification
2. |dentification miiilcimmuﬁszq'lu Finished product specification
3. Dissolution mnmumuﬁs:qh Finished product specification
4. Uniformity of dosage units m’lﬁ]mum&lﬁsquu Finished product specification
5. Impurity / Related substance mm&humuﬁszq‘lu Finished product specification
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1. ‘z’?am Osimertinib 80 mg tablet
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2.1 3uyy
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2.3 MruzuIN
2.4 aan
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3.1 Finish product specification™?

1. WBnadndeny

ATIHMANTEY U Finished product specification

2. Identification

m‘mmumuﬁi:y'lu Finished product specification

3. Dissolution mwmumuﬁszq’lu Finished product specification
4. Uniformity of dosage units m’mchumuﬁ?u‘lu Finished product specification
5. Impurity / Related substance m’mmumum.u'lu Finished product specification
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