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Test Items Specifications"llel

@) Identification Meet the requirement
e Assay <io.o - ©l©lo.0% of the labeled amount of piperacillin

<io.o - ©l©lo.0% of the labeled amount of tazobactam
GTl Uniformity of dosage units* Meet the requirement
a' pH &'.o - ml.o
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& Bacterial endotoxins Not more than o.o~ USP EU/mg of a mixture of
piperacillin and tazobactam

b Sterility Meet the requirement
gJ/ Particulate matter

Size ~®o µm Not more than b,ooo particles/container
Size >ls& um Not more than boo particles/container

c Water Determination Not more than h&%
<i Organic impurities Meet the requirement

(9)0 Constituted solution Meet the requirement

&. Drug substance specification : USP
(o) Piperacillin
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(9) Identification Meet the requirement
® Assay ribo - ®,omo mcg/mg of piperacillin

(on the anhydrous basis)
Specific rotation/optical rotation 0 0n between +o&& and +ocl&

cs:'. Water Determination e.o- cs::'..o %

& Bacterial endotoxins Not more than o.o USP EU/mg of piperacillin
b Impurities

- Piperacillin related compound E Not more than o.®%

- Ampicillin Not more than o.®%

- Acetylated penicilloic acid of Not more than o.cs::'.%

piperacillin
- Piperacillin penicilloic acid Not more than ®.0%

- Piperacillinylampicillin Not more than .o%
- Total impurities Not more than n.3%

(1€J) Piperacillin sodium
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(9) Identification Meet the requirement
e Assay ~bm - ®,oogi/ mcg/mg of piperacillin

(on the anhydrous basis)
m pH d.& - cl.&
cs:'. Water Determination Not more than ®.0%
& Bacterial endotoxins Not more than o.o USP EU/mg of Piperacillin
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b Impurities
- Acetylated penicilloic acid of Not more than C9l.o%
piperacillin
-Piperacillin penicilloic acid Not more than n.&%

(rn) Tazobactam
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(9) Identification Meet the requirement
le Assay ~~.o - C9lO®.o% of the labeled amount of

tazobactam (on the anhydrous basis)
Specific rotation/optical rotation 0 0c;n between +C9lbo and +C9lb(I'])

a pH o.cs - le.c$
& Bacterial endotoxins Meet the requirement
b Water

- anhydrous form Not more than o.'.:>%
- hemihydrate form ®.® - rn.~ %

(I']) Residue on ignition Not more than o.(9)%
c$ Organic Impurities

- Tazobactam related compounds A Not more than (9).o%
- Any other individual impurity Not more than o.o%
- Total impurities (b.h·1&-1 Not more than o.rn%
tazobactam related compound A )

c Microbial enumeration tests and Meet the requirement
Tests for specified microorganisms
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