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BatchNo.

Sampling Date 301r012025

Mfg. date
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Exp. Date
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Batch Size
Release date t4lrrl20zs

Specification No rr/JrL/u\--r
Observations

White powder filled in 20 ml clear

slass vials, Plugged with GreY

6uWl rubber Plugs & sealed with

Cree! qolor F/O aluminium seal'

I uomPtles
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I
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I B:0,41 mg
I

SpecificationsS.
No.

Test

1 DescriPtion

I Identification
I ey rnrc

White to off white powder filled in 20 ml

clear glass vials, plugged wilh Ct"y bytyl-,,

r"Lt"i pf"gs & sealed with Green color F/O

aluminium seal.

2.

The retention time of Meropenem peakof the

sample solution corresponds to that of the

.tuniutd solution, as it obtained in the Assay

1350.0 mg *.20 %

* 10.0%of avg. fill weight' Q'{ot more. than

two individuai weight deviates from the

"t"tug" 
weight by more than * 10'0%and

none ieviat" bY *ot" than * 20'0%)

a Average filled weight

UniformitY of weight

+ -!,21o/l

-1.13 %

7r9.Q

="11:-
0'1192r

0.39Tq
-=1-:7?l-==,-
90,72 mg/vial

| 1Q0.9 v,e

F:-
i19.9 

e/t

Aa.

Between 7.3 and 8.3"

NMT 0.80%

NMT 2.00%

5. pH (5%w/v Solution)

6"

Related substances
Individual ImPuritY

Total ImPuritY

1. Content of sodium
Not less than 80.0% and not more than

120.0%

Between 9'0%andI2'0%

Limit
900.Omg to
(90.0% to

NMT 0,125 EU/mg of MeroPenem

Claim
1200.0mg 1000'0mg

120.0'h of label claim)

8. Loss on Drying

1004.18 mg
(Iplo,4iz;w;1

Less than 0.126 EU/mg

-

Complies

-

crt!,Plipq

9.

Assay
Each vial contains:

Meropenem TrihYdrate

(Sterile) IP eq' to

Meropenem l.0qt_

10. Bacterial Endotoxins Test

Should be sterile
11 Sterility

t2. Constituted Solution

when reconstituted wtth swll rne lltaLerl

should dissolve completely leaving no visiblg

residue as undissolved matter'

QC/038- F03123-04



lJ.
Completeness and claritY

of solution

The constituted solution not significantly less

clear than an equal volume of the diluents or

of water for injections content in a similar

vessel and examined similarlY.

Complies

t4.

Particulate Matter

The solution after reconstitution should free

from particles of foreign matters /black

particles that can be observed on visual

inspection.

Complies

Sub visual particulate

matter

> 1 0 pm-l'{MT 6000 particlelv ial 937

225 pm-NMT 600 particleivial JZ

:s w if Lr I n - Florse/l P/BPAISP--Report: -ln the opinion of under sign the above material Coffilies/Dee+r+e+eernpl

Spec.ifications.

As per test report No.: CHB-01212026 FTOMI- AARGE TIEALTHCRAFT.

Checked By: /)/aryto

Date: / Q/ tll ,.v\q

Analyzed By: frrAd _

Date: lEl lt lt o*?
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