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4 Test Iterns . : - USP40 - NF35 ‘
1 | Identification mmﬁlﬁi’]um’mm:ﬁﬂu Finished product specification
2 | Yuausnendidy 90.0 - 120.0% L.A. of Ceftazidime and
90.0 - 105.0% of Ceftazidime on the dried and
Sodium carbonate-free (or Arginine-free) basis
3 | Bacterial endotoxins NMT 0.1 USP endotoxin units/mg of Ceftazidime
4 | Sterility mmchumuﬁ.izqiu Finished product specification
5 | pH 5.0 - 7.5 (100 mg of ceftazidime/ml)
6 | Loss on drying NMT 13.5% w/w (ﬂﬁiﬁﬁﬁ Sodium carbonate)
NMT 12.5% w/w (n3difidl Argenine)
7 | Uniformity of dosage units mmmumuﬁszﬂu Finished product specification
8 | Particulate matters mwmummﬁﬁsﬂu Finished product specification
9 | Content of Arginine or Sodium mi’s’«amum’mﬁszﬂu Finished product specification
carbonate ‘
10 | Limit of pyridine NMT 0.4% w/w (n36dil Sodium carbonate Tus$u)
NMT 0.3% w/w (nseidl Arginine lusinsu)
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3.2 Drug substance specification: Ceftazidime

9 |  Testltems ‘ | USP40 - NF35

1 | Identification m’mmumuﬁixq"lu Finished product specification

2 | Yuauiiendidgy 95.0 - 102.0% of Ceftazidime (on the dried basis)

3 | Crystallinity mawhummﬁwqiu Finished product specification

4 | Sterility maﬂtﬁ’lumﬂﬂﬁ‘szﬂu Finished product specification

5 | pH 3.0 - 4.0 (5 mg/ml)

6 | Loss on drying It loses between 13.0 - 15.0% of its weight

7 | Bacterial endotoxins NMT 0.1 USP endotoxin unit/mg of Ceftazidime
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