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Finished product specification :Piperacillin and tazobactam for injection USP ¢
. ldentification Test ATIAHIU
. USuusieidirgy

-Piperacillin ®0.0-060.0% L.A.
-Tazobactam ®0.0-0®0.0% L.A.
m. pH &.o-e.o (Solution containing the equivalent

of €o mg of piperacillin per ml)
&. Bacterial Endotoxins Lalifiu o.oc USP endotoxin units/mg of mixture

of piperacillin and tazobactam

&. Sterility ATI

. Particulate matter ATV

o. Water TallAu o e%

. Uniformity of dosage unit MTIINIU

&. Impurities A5 UM USP o
@o.Constituted solution ATIAU

Drug substance specification : USP &

(A) Piperacillin USP

@. Identification Test HTIWIU
. YFunasnednAgy ®oo-@omo mce/mg of piperacillin
(on the anhydrous basis)
o. Heavy metals/Elemental Impurities NMT o ppm/fs7a61U
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& Ampicillin , piperacillin Penicilloic acid, Piperacillin related compound E, and acetylated
penicilleic acid of piperacillin

a & 2 v

- Piperacillin related compound E
- Ampicillin

- Acetylated penicilloic acid of piperacillin

- Piperacillin penicilloic acid

. Piperacillinylampicillin

- Piperacillinylampicillin
- Total Impurities

. Water

. Optical rotation

. Bacterial Endotoxins
. Sterility

(B) Piperacillin sodium USP&'e

. Identification Test

. USunasiaendifgy

(2%

3 5 A R

- Acetylated penicilloic acid of piperacillin

- Piperacillin penicilloic acid
pH

. Water
. Bacterial Endotoxins
. Sterility

(C) Tazobactam USPeg

. Identification Test
. YSunausiendrfiny

. Residue on ignition
. Heavy metals /Elemental Impurities
. Organic impurities

- Tazobactam related compound A
- Any other individual impurity
-Total impurities

(laiv7u Tazobactam related compound A )
‘ b},{fﬁBacteriaL Endotoxins
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NMT o.b%
NMT o.lb%
NMT o.e%
NMT @.0%

NMT .0%

NMT en.%

b.o-a.0%

+@&E° 10 +a@nd®

NMT o.00 USP endotoxin units/mg of piperacilin
AT

AT
&om-ecos mcg/mg of piperacillin
(on the anhydrous basis)

. Piperacillin Penicilloic acid and acetylated penicilloic acid of piperacillin

NMT &.0%

NMT en.&%

&.&-o.d&

NMT @.0%

NMT o.08 USP endotoxin unity/mg of piperadllin
AU

HTIU

ex.0-e@ob.0% of Tazobactam
(on the anhydrous basis)
NMT o.e %

NMT bo ppm/AsI9HIY

NMT @.0%
NMT o.e%
NMT o.:%
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&. Optical rotation +@bo® to +ebn®
. Microbial enumeration tests and tests meet the requirement

for specified microorganisms

&. pH 0.6 .
eo. Water
- For the anhydrous form NMT o.0%
- For the hemihydrate form o.lo-on.<%
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(n) Amsfnwiduluu Randomized controlled trial €o o&
(1) FBnsAnwuuuy Non-Randomized controlled trial €o e
(@) FensAnwnduwuy Comparative studies Wuu Cohort mo 55
studies
(@) 38n13fnwdunuu Descriptive studies kuu Case wo B
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