Regional Drugs Testing Laboratory ;

DirectorateGeneralofHealthServices,Guwahati(india)-781022 Fax

0361-2338555/2330555 Phone No.0361 2338555 '
Email:rdtiguwahati@cdsco.nic.in

FORM 13
(See rule 46) P Ny
CERTIFICATEOFTESTORANALYSISBYGOVERNMENTANALYSTUNDER SECTION ~l
25(1) OF THE DRUGS AND COSMETICS ACT, 1940

: B.LALZAMLIANA Drugs Inspector (F and D)
CMO West Office
Kulikawn, Aizawl- 796005

:B.11012/5/2024-CMO(W)/DRUGS/60 , 26-MAR-2025

1. Name of Inspector from whom received

2. Serial No. and date of Inspector's memorandum

3. Number of Sample :SMP/MZ/TMT/2024-25/058

:02-APR-2025

Names of drugs purporting to be contained in the sample: Dexamethasone Sodium Phosphate Injection IP
(Aardex Injection 4 mg./ml)

Date of receipt

Lab. Sample No.[ Report No. Batch No. Date cl\)llffg &Exp Marketed By - Mfg. By
_ i Vidit Healthcare, Village
LSD/;;%\QV%O% GUV;”GL/%%OZS VHI084011 Sep-3004 Kishanpura, Poanta Sghib,
o NA Dist. Sirmour (H.P.)- 173025
Aug-2026

Seals were intact & identical to the
Specimen impression of the seal
received from Drugs Inspector

6. Condition of seals on

[the packet or on portion of sample or container]

7. Result of test or analysis with protocols or test or analysis applied :Please see below
Date of Testing : From 08-May-2025To 16-Jun-2025

COMPOSITION Each ml contains:
DexamethasoneSodiumPhosphatel.P.eqv.Dexamethasone phosphate4 mg.
MethylparabenlP0.15%w/v
(as preservative)
PropylparabenlIP0.02%w/v (as
preservative)
Protccol Applied : 1.P. 2022
Sr No. Test Name Result Limits
1 Description Clear and colorless liquid filled in colorless NA
transparent sealed glass vials, packed in paper
carton.
2 Identification Gives positive test for Dexamethasone Sodium NA
Phosphate.
3 Sterility Passes the test. NA
4 BET Complies. NA
5 pH 7.78 7.0 to 8.5.
Assay
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Sr.No Ingredient Name

Found Claim % of claim Limits Procedure / Methoy

]
1 Dexamethasone 4.07 mg/ml

4 mg/mi 101.75 95 % to 105 % I.P. 2022
Sodium Phosphate
eq. to
Dexamethasone
Phosphate

In the opinion of the undersigned the sam
Cosmetics Act, 1940, an

ple referred to above is of standard quality as defined in the Drugs and
d Rules there under for the reasons given below:-

The sample conform to claim as per I.P. 2022 in respect of test performed.

Date: 06-AUG-2025

GOVERNMENT ANALYST
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