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@. ldentification Test MY
. Usuudigndfgy

-Piperacillin xo.0-990.0% L.A.
-Tazobactam xRo.0-@@0.0% LA
. pH &.0-0.0 (Solution containing the equivalent
of &o mg of piperacillin per ml)
. Bacterial Endotoxins 14ilfiu 0.0 USP endotoxin units/mg of mixture of
piperacillin and tazobactam
&. Sterility HTITU
. Particulate matter AR
o. Water 140U ©.&%
. Uniformity of dosage unit NI
«. Impurities

- Piperacillin related compound A NMT &.0%
- other Individual impurity ] NMT @.0%

- Total Impuirities NMT &.0% (not include Piperacillin related compound A )
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Drug substance specification :
(A) Piperacillin USP (vansfly piperacillin monohydrate)
®. ldentification Test NI
. Uinaudhendrdny ®oo-aomo mcg/mg of piperacillin
(on the anhydrous basis) '
o. Heavy metals NMT o ppm
& Ampicillin and piperacillin related compounds A,8 and C
- Piperacillin related compound B NMT o.b%
- 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 lv.0%

- Total Impuirities NMT en.c%
. Water , b.o-c.0%
&. Specific rotation +ed&d® 10 +taald&®
. Bacterial Endotoxins NMT o.oe USP éndotoxin units/mg of
piperacillin
«. Sterility ATIANU

(B) Piperacillin sodium USP
@. dentification Test ATV
. USuneusnendAgy oam-eoos mcg/mg of piperacillin

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

& pH &&o.&

&. Water NMT @.0%

©. Bacterial Endotoxins NMT o.os) USP endotoxin units/mg of
‘ piperacillin

. Sterility - e T Y
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Q) Taz m USP

®. Identification Test PIIDY

. Usuusienddgy «®c.0-e0b.0% of Tazobactam
(on the anhydrous basis)

on. Residue on ignition NMT o.@ %

& Heavy metals NMT o ppm

&. Organic impurities

- Tazobactam related compound A NMT @.0%

- Any other individual impurity NMT ©.e%
-Total impurities NMT o.:%
(laism Tazobactam related compound A )
. Bacterial Endotoxins NMT o.e9 USP endotoxin units/mg of
. T_aéobactam
. Specific rotation +e00° to +eoeP
@. Microbial enumeration tests meet the requirement

For specified microorganisms _
. pH 6.6-9.c
ao. Water
- For the anhydrous form NMT 0.0%
- For the hemihydrate form ©.lo-on.:%
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o.0.6 lufraTunzISoue vt.e wie b.e veswfiausina wieussasdunidons
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uwilufsfuesdeuuuenansdediunnmaiensveudle (8.¢) 1mdau finished product specification
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o.0.0 nsfindnluUsEmAlng drdntefesidnuameonidosuseunaspiumsnan
IR UMENINETIT M INERTiRluNSHARYN PIC/S (pharmaceutical Inspection Co-operation Scheme) Tag
a8 PIC/S participating authorities %38fllonas3useaIATg N SHAAEIMAMENINMeILAL AT TR
TumsuangmesdineuAnENTIINITOMSLALEN NTENTIANE1TIAY Betmustulasiinuaesndouas
Fiaufsutundninaueiuarisnisinlunisndne PIC/S luvmneeniiiausnny aliuangnnusounisnsivaey
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