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31 Flnlshed produc:t specn" cation: PlperaCILUn and Tazobactam for InJectlon (USP43 NF38) ‘

;:ﬂa Test ltems »‘ ‘;3'.‘-3 e xff}f; Specn“ cation -
1 Identifcation mmmummiuﬂu Finished product specn‘lcatlon
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 Gl‘i?w”\umuﬁixﬂu Finished product specification
Organic impurities Gl’i’mchumuﬁizﬂu 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)
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6 | Sterility tests mwmumwmzﬁlu Finished product specification
, . J . o
7 | Particulate matters m’i’JﬁJmum:ﬁmﬂﬂu Finished product specification
8 | pH 50-70
9 | Water determination NMT 2.5%
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ECE Test tems Specﬂr‘catlon ;
10 | Constituted solution mmm‘um’mm“ﬂu Finished product spec;f‘"cahon

3.2 Drug substance specification:
281 Piperacillin idonfiansaunde 3.2.1 wse 3.2.2 Jaladenils
3. 2 1 Piperacﬂtln mrmm PlperaCIlUn monohydrate (USP43 NF38)

°ua Test Items Ew o Spemﬂcatlon

1 | Identification m?ﬁ]mumw}i“ﬂu Drug substance speoﬂcatlon
2 | Assay (on the anhydrous basis) | 960 — 1030 mcg/mg of Piperacillin

3 | Impurities mww‘mmuﬁ%‘tﬂu 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 m’;’ﬂdwmuﬁixﬂu Drug substance specification
3.2.2 Plperacmm sodlum (USP43 NF38)

%’a T est Items j : . . L,I{SpeCIf' catlon ..... | -
1 | Identification Gl'i’mmummmuﬂu Drug substance specxﬂcatlon
2 | Assay (on the anhydrous basis) | 863 — 1007 mcg/mg of Piperacillin
3 | Impurities mmmumuﬁizﬂu Drug substance specification
4 | pH 55-7.5
5 | Water determination NMT 1.0%

6 | Bacterial endotoxins NMT 0.07 USP Endotoxin Units/mg of Piperacillin
7 | Sterility tests mi’mci’mmuﬁwﬂu Drug substance specification
3.2.3 Tazobactam (USP43 NF38)

%’a T o i‘ Specn‘" catlon : :
1 identlﬂcation mmmumumuﬂu Drug substance speof“cahon
2 | Assay (on the anhydrous basis) | 98.0 — 102.0% of Tazobactam
3 | Residue on ignition NMT 0.1%

4 | Organic Impurities mwmumuﬁizﬂu 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 mimmumuﬁisﬂu Drug substance specification
and tests for  specified
microorganisms

8 | pH 1.8-28

9 | Water determination mw&humuﬁizq‘lu Drug substance specification
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3.3 Elemental impurity #3838 Risk assessment report (Wdnstang13Usznay)
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