
Pace Biotech
Surajpur, Paonta sahib Dist' Sirmour (H'P)

Add Pace To Health

il..tifi.x. of Anulytit Finithtd P'

OCfnnOCAN 50mcg lnjection

iltreotide Acetate Injection 5omc

A233678
3024 Ampoules

1012023

0912025

3Product Name

Generic Name

Batch No.

Batch Size _
Mfs. Date

Exp" Date

ml

A.R. No. NLIFPl23l471

Sampled qtY. 60 Ampoules

Sampled bY Vineet

Sampled on t21t012023

Date of Testing t2110t2023

Date of Release 2711012023

Snoaificafions f)hsprvcfions
S. No. Tests A clear colourless solutton Ittteo

in clear colour glass arnPsgle:-DescriPtion A clear colourless solutlurr r

^leqr cnlnrrr slass amPoule. Complies 
i
I

i

.

1.0 ml

1,1 .l

4.9

2. ldentification
(By HPLC)

In the AssaY, the PrinctPal PeaK ln

the chromatogram obtained with The

test solution coffesponds to the peak

in the chromatogram obtained with
+1. o .oforpn ce cn'lr rti on

NLT.1 mlNominal fill volume

+. Extractable Volume NLT Nominal volume or Nlvl I

110% of Nominal volume' 
-'l 0ro50

5, pH

NMT-6000/AmPoule
NMT-600/AmPoule

The solution should be essentially

I lr.. from extraneous' mobile

I undissolved particles. other than gas

I UubUt.t. unintentionallY'

5/Ampoule
0/Ampoule

Complies

ComPlies

L.st than-0.004 EU/mcg of
Octreotide Acetate'

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

(2.) Particles >25Pm

(b,) Visual

Srerility No -ic.obial growth should be

nhqerve
1.

8. Bacterial Endotoxins NMT-0.004 BU/mcg oI uclreouue

Acetate.

9. AssaY:
Each ml contains

Found I xoflabeled
I amount

Limits % of
labeled amountlngredients

Octreotide Acetate

Labeled Clatm

90.00 ro 110.0%
50 mcg 105.78 mcg I 105.78%

i+{otrfftrssfanclarorred to above is/ i+-nofo#ttrrsftndaro

qualify as The oug_& cosmetic Act 1920 and the rures made there under. gsmYtfiEsl--l nat-€otrfti€s as

per IP/BPfUSP/IHS.
<e

'oElt:
Checked bYAnalysis bY

Pase I of I


