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Title : Certiflcate of Analysis Finished Product

Product Name BETASTAL Injection A.R. No, NL/FPt26/102
Generic Name Betamethasone Injection IP lml Sampled qty. 60 AmpoLrles
Batch No. A.26093A Sampled bv Aakash
B&tch Size 1,00,000 Arnpoules Samflled or
Mfs. Date 06/2026 Date of Testing 22t06/2026
Exp. Date 05/2028 Date of Release 06/07 /2026

S. No, Tests Specificatiotrs OtrservatioBs

I Description A clear colourless solution filled in
amber glass ampoule.

A clear oolourless solulion
tilled io ambel glass ampoule.

2. Idel1litication

(By rlc)

A. To a yolume ofinjection co4taining
4 mg of betamethasone,add I ml of
water and suffiaient ethanol to praduce
40 ml. To 2 ml of tbe $alutior| in a

stopper tube. actd 10 ml of phenyl
h)drazirg golution, mix, wa$r il ir

wa!e!'-b4th al 60" lbr 20 lninulgs 4nd
cool immeqliatgly; absofbance of the
rcsulliRg solutiou at the ntaximum at
450 nm, not l]1ore than 0.1.
B.The clfornatogram. obtaioed with
the test solutiotL referclce solution (a)
al1d refarerge solution (b) shows,
single priueipal spot with ider]tieal R{
values. The chromatograln obtained
with refereace solutjon (c) shows 1wo
principal spois with alnosi identieal
Rfvalnes,
C. Evaporatg a volume contaiDing the
equilelt'of 2 lng betanlethasone to
dfyDess or a water-bath, dissolve the
residue in ? ml of sulphu|ic apid ald
allo*' to staod for' 2 mimLtes, No red
colour is producecl.

Complies

Cal]1plies

Complies

3. Nominal fill volume NLT lml i.0 ml

4. Exnactable Volume NLT Nominal volume or NMT 110%
of Nominal volume.

'l.1 ml

5. pH 8.0 ro 9.0 - 8.51

6. Appearance of solution A 0.2";'o\i/v solution of betamethasone
is not morQ intensely coloured thal1
ref€retrce solutios BYS4.

Complies
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Any sgcondary pes.k 0.4'14%
Surr1 ofall seaondary peaks

tA.t Lighr O[ucurariorr
Particle Coui1, Tgst
( 1,) Particlesll0U1a
(2.) Pa-rticles :25 pul

(8.) Visual pa*icle

Bactedal Endotoxins 19.02 EJln:6 of
Betamethasone.

Less than 29.02 EU/me of
Betamethasone-

Assay: (By HPLC)
Eqgh ni carltains:

Labeled Claim % of labeled
alnounl

Sodium Phosphare IP
. to Betanethasone

92.5o/o to 10'l .5%

PaEe 2 of2

Certificate of is Finished Product
Product Name BETASTAL Injection A.R. No. NL/FP/2 6/ I 02Generic Name Deramernasone tntectton Ip I ml Sampled qty. 60 AmnoulesBatch No. A26093A Samoled AakashBatch Size 1.U0,000 Ampoules

0612026
Sampled on 20t06t2026

Mfg. Date Date ofTesting 22/0612026Exp, Date vJ/ lv26 Date of Release 06/07 t2026

Related substanr:is
(By I'lPLc)

Betamethasotle

Srerility

NMT ?:6

NMT 600olAmpoute
NMT 600/.{mpoule

'fhe 6olurjon is,liee fiorn pat.ricljs
or lorelgn matter partirles thirt cnn

0.021%

l3lAmpoule
I/Ampoule

Complies

be observed on visual inspection,
Liquid Tnjecrion shoul,l cr,lnpy fis Conlplies
test for sterili

flane: Mrs, Swa$ Dhawa
Deslgnation: QC F:D

Anal]'iis
\AMEI SHAHR!


