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Certificate of Analysis Finished ProductTitle
Product Name MORENAM Injection A.R. No. ARB/FP/26/0 1 8

Generic Name Meropenem Injection lP lgm Sampled qfy. 45 vials

Batch No, ARB2615A Sampled by Aakash

Batch Size 8,780Vials Sampled on 02tD'712026

Mfg. Date 0'7 /2026 Date of Testing 0310'7 /2026

ExD. Date 0612028 Date of Release 10t0s12026

s.
No,

Tests Specilications Observations

Descdption A rvhite dry powder filled in clear

slass vial.
A white dry porvder filled in
clear glass vial.

2. ldentification ln the Assay, the pdncipal peak in the

chronatogram obtained with the test

solution co esponds to the peak in the

chromatogram obtained with the

working staDdard solutiolt 

-

Complies

3. UniformitY of weight Average weighi +10% -0.41Y" & + 1.00o/o

4. A\erase weig.ht h1s1n161j!,- !.206. I359.6 mg

5. Related Substance

(Bv HPLC)

Meropenen Open Ring NMT 0.8%
0.236%

Meropenem Diner NMT 2.0% Not Detected

Sinsle Ma\imutn lmPuritY NMT 0,1% 0.236%

Sum ofAll Other Secondary Peaks NMT 1.0% 0.035%

Sum of All SecondarY Peaks NMT 2,0% 0.272

6. DH 7.3 to 8.3 E.l0

1. Content of Sodium 80 to 120% oflabeled amount of
Sodiurr.

100.06%

L Loss on drying 9.0 t012.o%\v/w 9.93% w

9. Particulate Matter

NMT 6000/vial
NMT 600/ vial

The reconstituted solution should be

essentially lree fron extraneorls.

mobile undissolved pafticles, other

than gas bubbles, unintentionally that

can be obsewed on visual inspection.

1.173/vial

Corrplies

(A) Light Obscuration Particle
Count Test
(1.) Parlicles >10pm
(2.) Paticles 225pm

(B.) Visual Paticle

10. Sterility No microbial groMh should be

observed,

Complies

ll Bacterial Endotoxlns NMT 0. L2 5 Eu/rng of Meropenern Less than U.ll) bunng or
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Product Name MORENAM Injection A.R. No. ARB/FP/261018

ceneric Name Meropenem lnjection IP lgm SamDled qtY. 45 vials

Batch No, ARB2615A Sampled by Aakash

Batch Size 8,780Vials Sampled on .02t0'712026

Mfg. Date 0'712026 Date of Testing 03107 /2026

ExD. Date 06t2028 Date ofRelease t0/0812026

12. Assay: (By HPLC)

Each slass vial contains

lngredients Labelled Found

Claim I

% oflabelled L Limits % of
amount ] tafeiteo

amoufi

Sterile Meropenem IP

tq. to anhtdrous Veropenem 1000 mg 981.1866 ms 98.34 % 90.0 to 120.0%

fodiumcarbonateAnhydrous(sterile)IP
Lq. to Sodium 90.25 mg 100.06% 80.0 to 120.0%

d to attov e rs/ lsrgror rn
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