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. |dentification Test ATIVEU

. USunaudigndAgy

-Piperacillin ®0.0-®®0.0% L.A.
-Tazobactam ®o.0-0®0.0% L.A.
. pH &.o-o.o (Solution containing the equivalent
of &o mg of piperacillin per ml)
«. Bacterial Endotoxins 14ifiu o.0@ USP endotoxin units/mg of mixture of
piperacillin and tazobactam
&. Sterility MTIVAU
b. Particulate matter MIIMU
o. Water 1aiiAiu .&%
. Uniformity of dosage unit ATIMU
. Impurities

- Piperacillin related compound A NMT &.0%
- other Individual impurity NMT @.0%
- Total Impurities NMT &.0% (not include Piperacillin related compound A )
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(A) Piperacillin USP (nanefis piperacillin monohydrate)

®. Identification Test A1

. Usunusendfty &oo-@omo mcg/mg of piperacillin
(on the anhydrous basis)

o. Heavy metals NMT lbo ppm

& Ampicillin and piperacillin related compounds A,B and C
- Piperacillin related compound B NMT o.lo%
- Ampicillin NMT o.b%
- Piperacillin related compound C  NMT o.€%
- Piperacillin related compound A NMT @.0%
&. Piperacillin related compound D
- Piperacillin related compound D NMT l.0%

- Total Impurities NMT en.=<%
0. Water b.o-&.0%
o. Specific rotation +e&&° to +en@®
. Bacterial Endotoxins NMT o.os USP endotoxin units/mg of
piperacillin
«. Sterility ATIMUY
(B) Piperacillin sodium USP
. ldentification Test MTIMU
. USunusendingy Qom-eooel mcg/mg of piperacillin

(on the anhydrous basis)
. piperacillin related compounds A and C
- Piperacillin related compound C ~ NMT @.0%
- Piperacillin related compound A NMT a.&%

& pH &.&-0.&

&. Water NMT @.0%

b. Bacterial Endotoxins NMT o.os USP endotoxin units/mg of
piperacillin

o. Sterility ATIMIU
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(C) Tazobactam USP

. ldentification Test MTIVIU

. USanaushendeny Rd.0-00.0% of Tazobactam
(on the anhydrous basis)

o. Residue on ignition NMT o.@ %

& Heavy metals NMT oo ppm

&. Organic impurities

- Tazobactam related compound A NMT @.0%

- Any other individual impurity NMT o.@%
-Total impurities NMT o.:%
(liisau Tazobactam related compound A )
. Bacterial Endotoxins NMT o.e USP endotoxin units/mg of
Tazobactam
o. Specific rotation +@oc® to +ebn®
w. Microbial enumeration tests meet the requirement

For specified microorganisms
«. pH 0.cb.c
@o. Water
- For the anhydrous form NMT o.0%
- For the hemihydrate form o.lo-0n.c8%
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o.l0.0 N3dAnansluUszmAlng grinadelidnunmarentdideiuseunnsgunisuds
grmuvdninaeEnsudsialunisadnen PIC/S (pharmaceutical Inspection Co-operation Scheme) lag
iU PIC/S participating authorities vﬁaﬁLaﬂaﬁ%’usaqmmigmmwﬁmmmmé’mnmﬁuaz%‘%’msﬁﬁ
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