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Certificate of Analysis Finished Product

Product Name

BETASTAL Injection

A.R. No.

NL/FP/26/102

Generic Name

Betamethasone Injection IP 1ml

Sampled qty.

60 Ampoules

Batch No.

A26093A

Sampled by

Aakash

Batch Size

1,00,000 Ampoules

Sampled on

| 20/06/2026

Mfg. Date

06/2026

Date of Testing

22/06/2026

Exp. Date

05/2028

Date of Release

06/07/2026

S. No.

Tests

Specifications

Observations

s

Description

A clear colourless solution filled in
amber glass ampoule,

A clear colourless solution

filled in amber glass ampoule.

Identification

_(By TLC)

A. To a volume of injection containing
4 mg of betamethasone,add 1 ml of
water and sufficient ethanol to produce
40 ml, To 2 ml of the solution in a
stopper tube, add 10 ml of phenyl
hydrazine solution, mix, warm in a
water-bath at 60° for 20 minutes and
cool immediately; absorbance of the
resulting solution at the maximum at
450 nm, not more than 0.1.

B,The chromatogram, obtained with
the test solution, reference solution (a)
and reference solution (b) shows,
single pringipal spot with identical Rf
values, The chromatogram obtained
with reference solution (c¢) shows two
principal spots with aimost identical
Rf values,

€, Evaporate a volume containing the
equilent” of 2 mg betamethasone to
dryness on a water-bath, dissolve the
residue in 2 ml of sulphuric acid and
allow to stand for 2 minutes, No red
colour is produced.

Complies

Complies

Complies

Nominal fill velume

NLT Iml

1.0 ml

Extractable Volume

NLT Nominal volume or NMT 110%
of Nominal '_v_olume.

1.1 ml

pH

8.0 t0 9.0

~ 8.91

Appéarance of solution

A 0.2%w/v solution of betamethasone
is not more intensely coloured than
reference solution BYS4,
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Title Certificate of Analysis Finished Product |
Product Name | BETASTAL Injection | A.R. No, NL/FP/26/102
Generic Name | Betamethasone Injection IP 1ml Sampled qty. 60 Ampoules
Batch No. A26093A Sampled by Aakash |
Batch Size 1 1,00,000 Ampoules Sampled on 20/06/2026 1
Mifg. Date 06/2026 Date of Testing 22/06/2026
Exp. Date 05/2028 Date of Release 06/07/2026
7. | Related substances - = ; ol
(B)f_I{ELC) :
Betamethasone NMT 2.6% 0.021%
A_ny secondar-y pga]( NMT3.0?’€) 0.474%
Sum of all secondary peaks | NMT 5.0% 0.729%
8. Particulate Matter |
(A.) Light Obscuration
Particle Count Test _
(1,) Particles 210um NMT 6000/Ampoule 13/Ampoule
(2.) Particles >25um NMT 600/Ampoule 1/Ampoule
(B.) Visual Particle The solution is free from particlés Complies
- of foreign mattér particles that can '
. 1 be observed on visual inspection, _ il
[ Sterility Liquid Injection should comply the Complies
_ _ test fop sterility .
10. Bacterial Endotoxins NMT  29.02  EU/mg  of | Less than 29.02 EU/mg of
wl Betamethasone. Betamethasone.
I1. | Assay: (By HPLC) |
' Each ml contains: ¢ !
Ingfedien‘ts Labeled Claim Found % of labeled Limits % of
amount labeled amount
Betamethasone Sodium Phosphate 1P
Eq. to Betamethasone 4 mg 4.02409 mg | 100.60% 92.5% t0 107.5% |

=

|

Remarks: In the opinion of the undersigne
quality as The Drug & cosmetic Act 1940 and the rule

d the sample referred to above is/ is
s made there under. ComplieMwmplies as

the standard
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