
Surajpur, Paonta sahib Dist. Sirmout (H.P)

Title I : Certificate of Analvsis Finished Product

?roduct Name OCTREOCAI'{ injection A.R. No. NLiFP/26l100

Generic Name Octreotide Acetate Iniection 1ml Sampled qty. 60 Arnpoules

fatch No. 4.260848 Sampled by Vineet

Batch Size 600 Ampoules Sampled on r810612026

Mfs. Date 06t2026 Date of Testing 23t06t2026

Exp. Date 0512028 Date of Release 03tmt2a26

S. No. Tests Sneciflcations Observations
1 Description A clear colourless solution filled

in clear colour glass ampoule.
A clear colourless solution filled
in clear colour slass ampoule.

Identification
(By HPLC)

In the Assay, the principal peak in
the chromatografl obtained with
The test solution porresBonds to
thp paak in the chromatogra.m
cbtained with thq rsfsrsnce
ssiutiert,

Complies

J. Norninal fillvolume NLT 1ml 1.0 rnl

4. Extractable Volume NLT Nominal volunre or NMT
llAa/o af Nominal volume.

1.1 ml

5. PH 3.0 to 5.0
A /ta+.+L

6. Particulate Matter

NMT 5000/Ampoule
N\4T 600/Ampoule

The solution should be essentially
fi'ee fi'om extraneous, mobile
undissblved particles, other than
gas bubbles, unintentionally that
can b€ observed on visual
inspection.

47lAmpoule
1/Ampoule

Complies

(A.) Light Qbscuration
Fartiqle eouit TeEt
(1.) Partieles 21Opm
(2.) Particles >25pm

(8.) Visual Pariicle

Sterility No microbial growth should be

observe

Compiies

8. Bacterial Endotoxins NMT 0.004 EU/mcg of Octreotide
Acetate.

Less than 0.004 EUlmcs of
Oetreotide Acetate.

9. Assay: (By HPLC)
Eaeh ml aentains

Ingredients Labeled Claim Found o/o af
labeled
amount

Lirnits % of
labeled arnount

Octreotide Acetate 50 mcg 5i.17103 mcg taz34% 9A.0% to I10.0%

nemaiLs: In the opinion of the undersigned the sample referred to above is/

The Drug & COsmetic Act 1940 and the rules made there under. C;mPIies/ I i$*ry#j$ffi
eheeked by

NAME: SUFIYAN,{NSARI
Analysis by

NAME: FIROJ KHA

Mitr,obiologt

Pa*e I or


