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Name of Sample
Generie Name
vitd. By

Bateh No. IMTN-01

Mg, Date 0672026

Supermax Drugs & Pharmaceuticals Pvt, Ltd. |
TH-1231, DSIDC Industrial Comples, Narela, Belhi

FROG0

|

CERTIFICATE OF ANALYSIS
(FINISHED PRODUCT)

Imipenem & Cilastatin Injection 1P 1G

supermax Drugs & Pharmacceaticals Pyl Lid., Delhi-1 10040

#Hdentifieation

Reference

Test

Description

Average weight

Unilormity of weight

Particulate matter

A. By Visual Inspection

*B. By Light Obscuration
Particie Count Test

Clarity ol solution A,

pH

“Loss on drying

Indian Pharmacopoeia (1P}

CHEMICAL ANALYSIS

ANALYSIS DATA

Resulis

Almost White powder filled in colourless
alags vials

112,68 my

Within limit

Complies

e constituted solution is free from foreign
particles that can be observed on visual
inspection

813.3 particles Container

6.7 particles Container

Aller constitwtion ol injection sofid
dissolves completely. leaving no visible
residue as undissoived matter,

The constituted injection is not signilicantly
lessy clear than an equal volume of the dilute
ar water for injections contained in a similar
container and examined in the same

- T

nREner,
EL

1.3 wow

{The Drugs & Cosmetics Act 1940 & Rules Made Thereunder)
IMSTATIN 300 INJECTION 1G

Certifieate No. | BF-26072°202

Reeeipt Date 23-07-2020
Sample Qty 30 viuls

Batch Size

10100 vials
05 2028

Iap. Date

Specification / Limits

A White or almost white powder Mlled in
colourless glass vials

1008.0 mg to 1288.0my

Not more than two ol the individual weighi
deviate from the uverage weight by more
than 10%e and non deviates by more than
200,

In the assay the principal peak in the
chromatogram abtained with the 1est sotution
corresponds o the peak in the chromatogrm
abtained with the reference solution,

I he constituted solution should be free rom
foreign panicles that can be observed on
vistal inspection

S 10 g NMT 6000 particles Container

S 25 i NM L 600 particles Container

Alter canstitution vl injection solid should
dissulves completely. feaying no visible
residue us undissolved matier.

The constituted injection should not
significintly fess clear than an equal solume
of the dilute or water Tor injections containged
in a similar container and examined in the
sl nanner

051085

Nul more than 3.3%0w w

Page Tol'2




B
%U DerMaX

Name of Sample
Generic Name
Mfd. By

Batch No.

Mfg. Date

CERTIFICATE OF ANALYSIS
(FINISHED PRODUCT)

IMSTATIN 500 INJECTION 1G

Imipenem & Cilastatin Injection [P 1G

IMTN-01
062026

Sepermax Drugs & Pharmaceuticals Pyt Lid.. Delhi-1100-40

{The Drugs & Cosmetics Act 1940 & Rules Made Thereunder)

Certificate No.
Receipt Date
Sample Qty

Batch Size

Supcn‘mznx Drugs & Pharmaceuticals Pvt. L.td.

FI-1231, DSIRC Industrial Comples. Narcla, Delhi 11000

3126072702
32072006
30 vials

10100 vials

Exp. Date 032028
Limit | Method
| .
A30.0me 1o 3750 me Iy
A30.0mg to 3750 myg

I

To Sterile

Not more than 0. T7EU mg of  Imipenem &

Cilastatin

Refercnee Indian Pharmacopocia (11°)
*ASSAY / CONTENT: Each vials vn an average [ill contains:
3 Ingredient Result Claim
[mipenem eg. w o
Auhydrous Imipenem 508.81 me 500.0 mg
Cilastatin Sodium ¢q. (o .
Cilastatin S07.70 mg 500.0 mg
*BIOLOGICAL ANALYSIS
Sterility Complies with the test Tor sterility. W
(Vide Report no- BSF-26060301
Txue- 18-06-2026)
Bacterial endotoxing ess than 0.17 U'mg el Imipenem &
Cilastatin
Remark: In the estimated the sample referred above is of standard quality as defined in the Act & Rules made there under as
per [P,
T *Indicate the results relerred Trom the Vide report no. BSF-26060301 (B3.No, M-IMNM-12}.
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ANALYZED BY ==~ CHECKED BY APPROVED BY
ame Kundan Singh Biyte&>~ 'Vizy\ Hari om Sunier Singh
Name B <l L- n m',‘, l,f_)i'b/_\\%(‘, ¢ B | L- _ i
Signature @ QUA’-'TYL \:"5‘ /4\5"'3/
P e e

272020

| Date 21-07-2026 V] 24-07-202
Designation QC Chemist 'gy QC Manager

QA Manager
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