
Certi{icate of A is Finished Product

Product Name IMSTATIN lniection A.R. No. ARBlFP1261002

Generic Name lmipenem & Cilastatin Injection IP lgm Sampled qty. 45 Vials

Batch No. ARB2544A Sampled by Rakesh

Batch Size 5.000 Vials Sampled on 0210412026

Mfs. Date 0312026 Date of Testine 0310412026

Exo. Date 0212028 Date of Release 1810412026

S. No. Tests Specifications Observations

1 Description A whitp dry powder filled in clear glass

vial.
A white dry powder filled
in clear glass vial.

2. Identification "$i- In the $ssay, the principal peaks in the

chromatogram obtained with the test

solution corresponds to the peak in the

chromatogram obtained with the

reference solution.

Complies

3. Uniformitv of Weight Averase weieht +l0Yo -0.61% & +1.46%

4. Average weieht Informative *2o/o: 1108.3 me

pH 6.5 to 8:5 7.62

6. Loss on drying NMT 3.5Yowlw 2.llYowlw

7. Particulate Matter

NMT 6000/vial
NMT 600/ vial

The solu.tion is free from particles of
foreign matter particles that can be

observed on visual inspection.

110/vial
llvial

Complies

(A.) Light Obscuration
Particle Count Test
(1.) Particles ZlOpm
(2.) Particles Z25pm

(B.) Visual Particle

8. Sterility No ,$isrobial gowth should be

observed,

Complies

9. Bacterial Endotoxins NMT 0.17 EU/mg of ImiPelem &
Cilastatin.

Less than 0.17 EU/mg of
Imipenem & Cilastatin.

10. Assay: (By HPLC)
Each slass vial contains:

Ingredients Labeled Claim Found % of labeled
amount

Limits % of
labeled amount

Sterile Imipenem IP
Eq. to Anhydrous ImiPenem 500 me 565.62ms rt3.r2% 90.0 to ll5%
Sterile Cilastatin Sodium IP
Eq. to Cilastatin
(Sodium Bicarbonate IP added as

buffer)

500 mg 470.91mg 94.1,'8% 90.0 to ll5%
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