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a.@ Finished product specification: Piperacillin & g and Tazobactam &oo mg injection

da Test ltems Specifications
a.@.e | ldentification Meet the requirement
a.elo | Assay
- Piperacillin «o.0 - e@@o.0% of the labeled amount of
Piperacillin
- Tazobactam co.0 - @@0.0% of the labeled amount of
, | Tazobactam
a.e.o | Uniformity of dosage units* | Meet the requirement
a.e.€ | Organic Impurities e

- Tazobactam relate_d
compound A

- Piperacillin impurity &

Not more than @.0% .

N6t more than &.0%

Piperacillin impurity e.......cc.cccoeruue.




faIdANLILANIEY861 Piperacillin & g and Tazobactam &oo mg Hi1 /b

- Piperacillin impurity e

- Piperacillin relate
compound A

- Piperacillin relate
compound C

- Piperacillin impurity ¢

- Piperacillin impurity o

- Any individual unspecified
impurity

- Total impurities (not
include piperacillin related

Not more than e.0%
Not more than ¢.0%

Not more than @.0%
Not more than e.0%
Not more than .0%

Not more than @.0%

Not more than &.o%

compound A)
a.e.& | Bacterial endotoxins Not more than o.o& USP endotoxin unit/mg of a
mixture of piperacillin and tazobactam

a.eb | Sterility Meet the requirement

a.e.00 | Particulate matter Meet the requirement

am.ec | pH &.o-w.o

| e« | Water determination Not more than .&%
a.e.eo | Constituted solution Meet the requirement

.o Drug substance specification: Piperacillin

D) Test ltems Specifications
alo.e | ldentification Meet the requirement
alolo | Assay ao - @,0mo mcg/mg of piperciltin (on the
anhydrous basis)
e | Heavy metals Not more than wo ppm
alo.€ | Ampicillin and Piperacillin

 related compounds AB,C

- Piperacillin related
compound B

- Amliciltin

- Piperacillin related
compound C

- Piperacillin related
compound A
Piperacittin related compound
D

- Piperacillin related
compound D

Not more than o.e%

Not more than ole%
Not more than o.a%

Not more than &.0%

Not more than ©.0%

Total impurities...




AuANNAMNIZYBI81 Piperacillin < g-and Tazobactam &oo mg Wil

-Total impurities

Not more than e.g%

alo.¢ | Water determination .0 - 0%

mlbb | Specific rotation +add® to +end’

alo.e | Bacterial endotoxins Not more than o.oed USP endotoxin unit/mg of
piperacillin

aloc | Sterility Meet the requirement

a.en Drug substance specification: Piperacillin sodium

U8 Test ltems Specifications
| m.n.@ { Identification Meet the requirement
a.mlo | Assay <o - @,000 mcg/mg of piperacillin (on the
| ‘ anhydrous basis)
a.ana | Piperacillin related compound
Aand C
- Piperacillin related Not more than «.¢%
“compound A Not more than e.0%
- Piperacillin related
compound C
oo | pH &&-ad
a.a.d | Water determination Not more than @.0%
.o | Bacterial endotoxins Not more than o.oe USP endotoxin units/mg of
| piperacillin o
a.en.ef | Sterility - Meet the requirement

a.& Drug substance specification: Tazobactam

compound A

impurity.

- Tazobactam related

- Any other individual

D) Test items Specifications
a.€e | Identification Meet the requirement
a.clo | Assay .0 - ®@ow.0% of tazobactam (on the anhydrous
basis)
a.&a | Residue on ignition Not more than oc.e%
98 Test ltems Specifications
l m@& | Heavy metals Not more than wo ppm
a.&& | Organic Impurities

Not more than e.0%

Not more than o.e%

Total impurities
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- Total impurities (Not include | Not more than o.m%
tazobactam related

_ compound A)

a.co | Bacterial endotoxins Meet the requirement

o.&e | Specific rotation +ew0’ to +ene’ )

a.ec | Microbial enumeration tests | Not exceed @o™ cfu/g, and the total combined
and tests for specified molds and yeasts count does not exceed @o®
microorganisms cfu/s

amas | pH 0.6 -b.a

m.c.a0 | Water determination
-~ For the anhydrous from Not more than o.b%
- For the hemihydrate from b - n.c%

NUIBR

- * %28 Uniformity of dosage unit MluUana1swans S18a188nNan15ATITIATIEN wnlila
uiseandaanidusnadlilily coa

- nsdifemmasuudinmsiy (waive) nssmsssuirsmidesenslalibunansenanswdngu
FandnilaTueyiame

- Drug substance specification finnsananluiirsenveudn drug substance Wisluliasien
drug substance vesdnediiaguatiulaativil dimsnsniieneviasuynideiitvmun

« fauladug
.o dunnmieenarnsEsuaygytunsleudfusiitedmindluissndlneg uazdung

(declare) uvawdn

c.0.0 lddymstunslousniue Mede ne.a ne.e wdwdnsdl)
<.o.0.0 Wnsdidueindalulssmalng (e velo)

@.0.0l0 unsdifugninduionsudussy uneds ne.m)
<.o.0.a lunsdiiliugniihanndnusuva ned ve.e)

&.o'o lufvetunsiioust ne.e vawiiaueinl nioueasiBuaidanisaiuny
AuANYeIAR S sin it unsifouly (Finished product specification) uaz
FormunaunmeasingAu (Raw material specification) nsdlfingseninenis
wWaruwlawsluiuduesdeuuuienarmisduuinmdissasmsvaudlaumion
Finished product specification ua/w3® Raw material specification

e lunsdifiewdalulszmelne fudndediduunamdemideiuseunasgumse@ng s

VSNBSS TR TINEAE1Y8INTENTIET1TURY (GMP ¥5a GMP/PICS) lumuamendl

iustsatudgamusauninsivaey Tasiinanisiusesdieiuitaueimuas uilnanen

lunsdfiduemindnsisang fdadedidunamdenidoiusewniguniindn

AMETNEIIE TRl SHERE IR TEAGHAR W3a Certificate of pharmaceutical

product atuaganaseuntsasiasy TnelinantsusesfeiuiiaueTinuas Tuindngn

fIiInauauy
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