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RESULT

SPECIFICATION

~[Hard golatin capsule of
{sizé ™
|cap having a yellow band,

with white opaque

and a white opaque body

|having a yellowband
|marked with 200"
__|containing awhite powder

Hard gelatin capsule of size 2" with white

opaque cap having a yellow band, and a

white opague body havinga yellow band
marked with '200' containing a white to
off-white powder.

: The Telention fime: ofthe

& peakinthe

| chromatogram of the test

preparation correspond 1o
that of the standard
preparation as obtained in

iassay.

retentlontlme of the principle peak in
fhe chromatogram of the test preparation

should correspond to that of the standard
preparation as obtained in assay.

22 | b) By LV

The absorptlon maxima of

test preparation fall
i 2 nm of the

, absorpt:on maximaof the

standard prepaﬂra’tklon

The absorption maxima of the test

preparation should fall within + 2 nm of
the absarption maxima of the standard
preparation.

13 Average mass of filled

329.9mg

'332.0 mg % 5.0% (315.4 mg to 348.6 mg)

er g i-fl“ mass (Net

576.0 mg £ 5.0% (256,56 mg to 283.5 mg)

L

! content)

;of fill mass. (Nef

Nok friore than 2/20 capsules shall deviate
from the average fill mass by more than
£10:0% and no capsule shall deviate by

more than #20.0% of the average fill
friass. ‘

16 " iD‘iéinftegratib-hﬁ':tim"ef\& B

18.34 mmutes

‘Not more-than 30 minutes in water at
37°C £ 2°C.
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|Date Of Release
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~ |Dissolution

»Mj»niim_um-: 93.5%

Maximum: 99.1 %
Avérage: 96 5 %

5»18"1“"'Stage_: Not tess than 75% (Q) of the

{abeled amount of drug substance to be

|dissolved in 45 minutes.

nife ;rmlty of dosage units

8.8

g
|reqi

tance:value should meet the
enits of Ph. Eur, chapter 2.9.40.

[Nt Detected

“[Netmore than 0.1%

~[Not Detected

TRiGt more than 0.7%

" 190.0mg to 210:0mg (Claim: 200.0 mg)

1(95.0% to 105.0%)

2:35 %

|For information only.
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