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3 1 Flnlshed product specn" catlon PlperaCIllln and Tazobactam for Injection (USP43 NF38)

. Test ltems - , : Pekﬁcliﬁcatidh .
1 ldentlﬂcatlon mwmum’mm“ﬂu Finished product specification
2 | Assay 90.0 - 110.0% of the labeled amount of Piperacillin
90.0 - 110.0% of the labeled amount of Tazobactam
Uniformity of dosage units maﬁlﬁhumuﬁszﬂu Finished product specification
Organic impurities m’mmumuﬁizulu Finished product specification
Bacterial endotoxins test NMT 0.08 USP Endotoxin Units in a portion equivalent to

1 mg of a mixture of Piperacillin and Tazobactam (0.89
and 0.11 mg, respectively)

o - = " o
6 | Sterility tests . m’aﬁ]mumumz‘lﬂu Finished product specification

) , 4 - L
7 | Particulate matters mmmumwazﬂu Finished product specification
8 | pH 50-70
9 | Water determination NMT 2.5%
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F%’a"' | Testltems .. . Specnf‘ca’uon -
10 | Constituted solution m’mmummmvﬂu Finished product specification

3.2 Drug substance specification:
#281 Piperacillin @anfiansanda 3.2.1 #39 3.2.2 Folatonis
3.2 1 PlperaCIle WHRENRE PlperaC|Ll|n monohydrate (USP43 NF38)

L h - Test ltems ... Spec1’r" ication
1 Identlfcat;on mmmumumuﬂu Drug substance specn‘“caﬂon
2 | Assay (on the anhydrous basis) | 960 — 1030 mcg/mg of Piperacillin
3 | Impurities m’gﬁlmummﬁizﬂu Drug substance specification
4 | Water determination 2.0 -4.0%

5 | Optical rotation +155° to +175°

6 | Bacterial endotoxins NMT 0.07 USP Endotoxin Units/mg of Piperacillin
7 | Sterility tests G]’i?ﬁ]ﬂi’lum’mﬁwﬂu Drug substance specification
3. 2 2 Plperac;llln sodium (USP43 - NF38)

. . Test. ftems Specn‘“ cation . .
1 dentlﬂcatlon mi’sﬁlﬁi’lummﬁs ‘Lﬂ,u Drug substance speoﬁca’uon
2 | Assay (on the anhydrous basis) | 863 — 1007 mcg/mg of Piperacillin
3 | Impurities mi’aﬁwi’mmmﬁimﬂu Drug substance specification
4 | pH 55-15
5 | Water determination NMT 1.0%

6 | Bacterial endotoxins NMT 0.07 USP Endotoxin Units/mg of Piperacillin
7 | Sterility tests mwmumuﬁszﬂu Drug substance specification

3 2 3 Tazobactam (USP43 NF38)

, Test ltems . - Speuf‘ca‘uon , .

1 Identlﬁcation ma%mumwmlu Drug substance specn“catlon
2 | Assay (on the anhydrous basis) | 98.0 — 102.0% of Tazobactam
3 | Residue on ignition NMT 0.1%
4 | Organic Impurities ms’mﬂi’mm’mﬁizﬂu Drug substance specification
5 | Bacterial endotoxins NMT 0.08 USP Endotoxin Units/mg of Tazobactam
6 | Optical rotation +160° to +167° (t=20°)
7 | Microbial enumeration  tests m’mmum’mﬁisﬂu Drug substance specification

and tests for  specified

microorganisms
8 | pH 18-28
9 | Water determination m‘iwr}hummﬁ‘izﬂu Drug substance specification
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3.3 Elemental impurity #5083 Risk assessment report (Wdndtana1slIznay)
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