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Finished product specification : USP &a - &

identification

. Assay

. Content of Sadium

Unitormity of dosage unit

& Organic impurity

- Meropenem Impurity |
- Meropenem Impurity i

Bacterial endotoxins

. Constituted solution

Loss on drying
Particulate matter
- Size = @c um

- Size 2 e um

Meet the reguirement
«o.c - abo.o % of labeled amount of meropenem
o - abo % of labeled amount of sodium

Meet the requirement

Not more than o.g %

Not mere than o.b %

Not more than o.eb& endotoxin units/mg
of meropenam

Meet the requirement

w0 - av.o %

Not more than b,o0o0 particles/container

Not more than boo particles/container

®0.pH (& in bo) olon — &.en
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Identification

Assay

Specific rotation

pH (@ in @co)

Water determination
Residual on ignition
Limit of acetone

Heavy metal
Chromatographic purity
- Any of two major impurities
- Any other impurities

- Sum of all such other impurities
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a®.Bacterial endotoxins
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Not more than
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Finished product specification : Fosfomycin sodium for injection JP el

Identification Meet the requirement
. Assay «o.0 - @®0.0% of labeled amount of Fosfomycin
o, Uniformity of dosage unit Meet the requirement
@ pH {e in @0) D.é&- G.&
€. Purity :
- Clarity and colors of solution The solution is clear and colorless
. Water Not more than &.o %
Bacterial endotoxins Not more than o.clb& endotoxin units/mg

of Fosfomycin

. Sterility Meet the requirement
&. Foreign insoluble matter Meet the requirement
®o.Insoluble particulate matter Meet the requirement

Drug substance specification: Fosfomycin sodium JP aed

®. |dentification Meet the reguirement
. Assay slod pg (potency) — elwo pg (potency) per mg,
calculated on the anhydrous basis
an. Optical rotation -on.¢” to -&.&°
& pH R.E- ®0.¢&
&. Phosphorus content eb.lo % - ed.e %
. Purity :
- Clarity and colors of solution The solution is clear and colorless
- Heavy metals Not more than bo ppm
- Arsenic Not more than v ppm
o. Water Not more than m.o %
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Finished product specification : Cefoperazone and Sulbactam injection

@. |dentification

. Assay

pH

Uniformity of dosage unit

Particulate matter

- Size > @c UM

- Size z b& um

Related Substances of Cefoperazone
Water

Sterility test

A & 2 U

Constituted solution

mo.BRacterial endotoxins

Drug substance specification : Cefoperazone

Meet the requirement

w&.0 - @od.c% of labeled amount of Cefoperazone
&&.0 — @od.0% of labeled amount of Sulbactam
@& - b.d

Meet the requirement

Not more than v,0o0 particles/container

Not more than oo particles/container

Meet the reguirement

Not more than &.o %

Meet the reguirement

Meet the requirement

Not more than o.ee® USP Endotoxin Unit per mg

Of Cefoperazone

sodium UsSP42

@. ldentification Meet the requirements
&, Assay oo — a,0ad g of Cefoperazone per mg
{on the anhydrous basis)
a. Crystallinity Meet the requirermnents
& pH & & - &
&. Water determination Not more than &.o %
. Bacterial endotoxins Not more than o.leo USP Endotoxin Unit per mg
Of Cefoperazone
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Drug substance specification : Sulbactam sodium USP&le
@. ldentification Meet the requirements
lo. Assay oo — d@e Yg of sulbactam per mg

{on the anhydrous basis)

m. Crystallinity Meet the requirements
. Woater determination Not more than .o %
&. Sterility test Meet the requirements
. Organic impurities
- Sulbactam related compound A Not more than o.& %
- Amoxicillin related compound A Not more than o.e %
- 6-Bromopenicillanic acid suifone Not more than o.lb %
- Sulbactam related compound D Not more than o.@ %
- Sulbactam related compound F Not more than oo %
- Sulbactam related compound F Not more than o.a %

- Any individual unspecified impurity  Not more than o.e %
- Total impurities Not more than e.o %
o. Bacterial endotoxins Not more than o.ee USP Endotoxin unit/me

of sulbactam
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