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Ploduct Name OCTRtrOCAN l,rjcction A.R. No. NL/FP/261158

Generic Name Ocheotide Acetate Injection lml Sampled qh. 60 Ampoules

Batch No. Al6l49L Sampled by Vineet

B{tch Size 8.000 A]rlpouLes SamDled on 03/08/2026

Mfg. Date 07 /2026 Dat€ of Testing 03/08/2026

Etr). Datc 06/2028 Date of Release 19/0812026

S. No. Tesrs SDecifications Obselvations
Descdption A clear coloufless solution filled

in clear colour qlass ampoule.
A clear colourless solution filled
in clear colour Elass ampoule.

). Identification
(By HPLC)

In the Assay. the principal peak in
the chromatogran obtained witb
The test solutioll conesponds to
tire peak in the chromatogram
obtaiDed with ihe relerence
solutlon.

Complies

l Nominal fill volume NLT I nl 1.0 ml

4. Extractabie Volume NLT Norninal volune or r'\MT
I 10u/o of Nominal volurne.

l.l ml

). DH 3.0 to 5.0 4.40

6. Paficulate Matter

NMT 6000/A1npoule
NMT 600/Anrpoule

The solution should be essentially
free lrom exffaneous, mobile
undissolved particles, other than
gas bubbles, unintentionally that
can be obser-ved on visual
lnspectron.

63/Ampoule
l/Ampoule

Complies

(A.) Light Obscuration
Particle Count Test
(1.) Padicles >l0gln
(2.) Pa icles:25p'n

(B.) Visual Particle

7. Stefilit! No microbial gro\&th should be

observe

Complies

8. Bacteriol Endotoxins NMT 0.004 Eu/mcg of Octreotide Less than 0.00,1 Eu,'nlcg of
Octreotide Acetate.

9. Assayr (By HPLC)
LaqlL4!94q4l

ll1gredients
-iabeteA c:lai. I loLurd Limits % of

labeled a111ounl

OcLreotide Acetate

Yo ol'
labeled
amounr
102.'t 4%

Regi\trri .Apprdred "v\
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