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d.o Finished product specification: Piperacittin and Tazobactam for injection

USP end

Ito Test items Specifications

o. ldentification Meet the reouirement

Ie. Assay

- Piperacitlin

- Tazobactam

\
c(o - ooo %o of labeled amount of Piperacitlin

clo - ooo %o of labeted amount of Tazobactam

\e/d.te Drug...
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tJo Test items Specifications

6n Uniformity of Dosage units Meet the requirement

d Organic impurities

- Tazobactam related compound A

- Piperacitlin impurity d
- Piperacillin impurity o

- Piperacil|.in related compound A

- Piperaciltin related compound C

- Piperaci[tin impurity d
- Piperacitlin impurity b
- Any individual unspecified impurity

Not more than o.oolo

Not more than o,oolo

Not more than o.oolo

Not more than d.oVo

Not more than o.o%o

Not more than o.oolo

Not more than o.oolo

Not more than o.o7o

d. BacteriaI Endotoxins Not more than o.od Endotoxin Unit/me of

mixture of Pioeracillin and Tazobactam

I^ Sterility Meet the reouirement

6fl, Particutate matter

Size > oo f-[m
Size > bd Ll,m

Not more than booo oarticles/container

Not more than boo partic[es/container

re pH d.o - e'/.o

c( Water Not more than lo.dolo

d.lo Drug substance specification :

d.lor.o Piperacil.tin USP raursdt Piperacittin monohydrate

9
lJO Test items Specifications

o ldentification Meet the requirement

b Assay c(bo - olocno microgram/mg of Piperaci[tin

(on the Anhydrous basis)

6n Heavy metal Not more than tEo ppm (o.oobo/o)

d Ampiciltin and Piperaciltin related

compounds A, B, and C

- Piperacitlin related compound B

- Ampicil.l.in

- Piperacit[in related compound C

- Piperacitlin related compound A

Not more than o.b7o

Not more than o.bZo

Not more than o.d9o

Not more than o.o%o

P Piperaci[in related compound D

- Piperaciltin retated compound D

- Total impui.tles""-. . -.-.-

Not more than lo.o%o

Not more than en.d%o

"' aW)J
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1'O Test items Specifications

Ia Water Io.o - d.o%o

o Specific rotation +odd to +oe'rlff

K BacteriaI endotoxins Not more than o.oe.rl Endotoxin Unit/mg of

PioeraciIin

G( SteriIity Meet the reouirement

d.b.b Piperacittin sodium USP

I
tJ0 Test items Specifications

o ldentification Meet the requirement

b Assay dben - oooe'/ microgram/mg of Piperacil[in

(on the Anhydrous basis)

6n Piperaciltin related compound A and C

- Piperacitlin related compound C

- Piperacitlin re[ated compound A

Not more than o.o7o

Not more than en.d7o

d. pH d.d - 6d.d

P Water Not more than o.o7o

l^ BacteriaL endotoxins Not more than o.oet Endotoxin Unit/me of

Pioeracillin

6't SteriIity Meet the requirement

Ito Test items Specifications

o ldentification Meet the requirement

te Assay c(d.o - oolo.o%o of Tazobactam

(on the anhydrous basis)

6n Residue on ignition Not more than o.oolo

d Heavy metals Not more than too ppm (o.oolo%o)

d Organic impurities

- Tazobactam related compound A

- Any other individual impurity

- Total impurities 0ri:u Tazobactam

related compound A)

Not more than o.oolo

Not more than o.oolo

Not more than o.enolo

I^ BacteriaI endotoxins Not more than o.e'rl Endotoxin Unit/me of

Tazobactam

6r, Specific rotation +obo" to +obe'/"

6 Microbial enumeration tests and tests

fo r s pecifi ed "microorga nisrns

Meet the requirement

d.lo.sn Tazobactam USP
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tJ0 Test items Specifications

G( pH o.d - b.d

oo Water

- For the anhydrous form

- For the hemihydrate form

Not more than o.bolo

to.tc, - m.dolo
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