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CERTIFICATE OF ANALYSIS

Product Name ~ | DEXACAN

Dexamethasone Sodium Phosphate | Product Code DX
Injection 1P, 4mg/ml, 2ml. .

' Batch No |- DXV24018- - - . Batch SIZB _ 1. 250 Liters
'Mfg.Date | MAR.2024 ' Exp Date FEB.2027

Date of sampling | 23/03/2024 | Completed Date | 08/04/2024
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AR. No | RLS/FP/240075 I Spec:flcatlon Ne FPS006
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Tests | Method | 'Spe’qi;fieetien ' - Results
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A clear, almost

| - colourless solution
A clear, almost colourless solution filled - filled in USP type-

1 . Description | IP/IH | in USP type I/ type Ilftype Il glass | 2ml cleafgless vial

N | container. with blue colour flip
off seal.

_ In the assay, the principal peak in the _
S SRS F chromatogram obtained with thetest.. | .. . . .
Identification A by | solution corresponds to the peak due -
HPLC b IP I to dexamethasoné sodium phosphate
L in the chremetegrem ebteined with the

reference eelutlen (e) L

5 |pH NLT 7.0 and NMT:8 5. | T

4 | Extractable volume | IP -' NLT nominel volume:in mI - 20mi

jresms = «EFE  INFECTT

o~ el i ] [T LI SR

I

o Cleer and prectlcally free frem partloles _
| P when observed by \neuar Inspection by Complies
Al Visual inspection | the unelded eyes. . . o

' Particle'sizez 10ym | | NMT 6000 percontainer. = ‘ 173'0;1';,’]?;;";?3 per

B | - H* - ———— ntainer
: A __.__.| 0.80 particles per.
_ Particle size 2 25|.|m e NMT 600 pereentelner . container

0.164 %

Particulate matter:

Free Dexamethasone

NMT 0.5 %

(Each 1 ml of solution ‘NLT 95 0% and NMT T.QFS__D% - 4@ 403909

contans4mg T IP ] .
. Dexamethasone ' (NLT 3 8 mg and NMT 4.2 mg) . . (4'.1@. _mg/rnl)
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8 8 7% % : Factory Address : Survey No.25/1, Hubli-Karwar
2 V¥ N Highway, Ka danakoppa, Ka ighatagit,
S C I E N C E 5 Dharwad, Karnataka-581204, India
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CERTIFICATE OF ANALYSIS
Product Name DEXACAN : ' _ ' ) .
. Dexamethasone Sodium Phosphate '
Batch No DXV24018 _ 250 Liters _
Mfg. Date MAR.2024 _ Exp. Date FEB.2027

Date of sampling 23/03/2024 Completed Date | 08/04/2024
RLS/FP/240075 Specification No. | FPS006

'

Less than 15.6
EU/mg

NMT 31.3 EU/ mg of Dexamethasone

o phosphate.

- Sterility n Should be sterile. Sterile

Additional tests

Methyl paraben content

10
Propyl paraben content

Remarks: The product complies as per IP and In-house specification.
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Corporate Office: No.07, KHB, Industrial Estate,Yelahanka New Town, Bengaluru-560064, india
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b #
CIN : U24111KA19991PT012343
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