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OCTREOCAN 100mcg I3Product Name
Octreotide Acetate IGeneric Name

0310712024

Date of Testi

1U0712024Date of ConditionallY

Q,-anifinqfions Al. saruqfinns
S. No. Tests A clear colourless solution flIleo

in clear colour glass ampoule.1 Description A clear colourless solulrorr uusu

clear colour glass ampqqlg:--
I" the Attay, th" PrinciPal Peak in

the chromatogram obtained with The

test solution cofiesponds to the peak

in the chromatogram obtained with
+Lo reference solrttion.

uomp11es
2. Identification

(By HPLC)

NLT-I ml 1.0 ml
3. Nominal fillvolume

1.1 ml
4. Extractable.Volume NLT Nominal volume or NMr

't 1 oo/^ nf Nominal volume.

?0to50 A15
5. pH

NMT-6000/AmPoule
NMT-600/AmPoule

The solution should be essentially

free from extraneous, mobile

undissolved particles, other than gas

bubbles, unintentionally.

6. Particulate Matter
(a.) Sub-Visible
particle count
(1.) Particles Z1OPm
(2.) Particles Z25Pm

(b.) Visual '

8l/Ampoule
1/Ampoule

Complies

Under process- Sterility No microbial growth shoulo De

observed.
5 EU/mcg of Octreotide
A cefate.

Less than- U.uur+,uu/mcg tlr

Octreotide Acetate.8. Bacterial Endotoxins

9. Assay:
Each ml contains

Found % of labeled
amount

Limits % of
labeled amountIngredients Labeleo ulalm

108.16 mcg 108.16% 90.0%to 110.0%
Octreotide Acetate 100 mcg

dard
ed the-sample referred to

q""rityasTheD$g&CosmeticActlg40andtherulesmadethere

above is/ is-no+oftlrsstandard
under. Co*f,tiffne+cornPli6S as

per IPBPIU$P/IHS.
q
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