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'.l'roduct 
Name

i tleneric Name| - -'--

I llatch No.
l-tr;r.rt sir.
i Min. l"t" -

A.R. No. NL1FP1241262

Sampled qty. 45 Ampoules

Sampled bY Aakash

Sampled on r210812024

Date of Testing 1210812024

Date of Release 2710812024
Uxp. uate UU/

a 
"t"ut 

*tourless solution filled
in clear colour glass ampoule'C;t*t *L"tless solution filled in

clear colour glass amlqgq
Description

@cipalpeak-in
the chromatogram obtained with The

test solution conesponds to the peak

in the chromatogram obtained with

the reference solution.

Identification
(By HPLC)

NLT-1 mlNominal fill volume

NLT N"*t*t volume or NMT
fiO% of Nominal voluma

Extractable Volume

3.0 to 5.0

15/Ampoule
1/Ampoule

Complies

Complies

NMT-6000/AmPoule
NMT-60O/AmPorlle

The solution should be essentially

free from extraneorls, mobile

undissolved particles, other than gas

bubbles, unintentionail

Particulate Matter
(a.) Sub-Visible
particle count
(1 .) Particles >10Pm

(2.) Particles >25Pm

(b.) Visual 
.

No micioUial grdwth shPuld be
Sterility

NMT{^004 EU/mcg of OctreotideBacterial Endotoxins

Limits % of
labeled amount

% of labeled
amount

Labeled Claim

90.0%to 110.0%54.0i mcg
Octreotide Acetate

Lest than-0.004 EU/mcg of
Octreotide Acetate'

Ingtedients

per lP/BPiUSP/IHS.

n; to above is/ is4otgtfhestandard

quarig, :rs The Drug & cosmetic Act 19?0 and the rules made there under. conlffies/ nstcomplies as

sis by

l- rlrtlat Ncl


