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Batch No.
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Octreotide Acetate

A252391.

524 AmPoules

r012025

0912027
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Iniection Sampled qtY. 60 Ampoules

Sampled bY Anui Verma

Sampled on 0711012025

Date of Testing 071r01202s

Date of Release 231r01202s

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

Certificate of Ana is Finished Product

Specifications
flhsar.wqfinns

S. No. Tests
f.ld;ol""ttets solution filled
:.^ ^1^^- ^^lnrrr .loqs amnotlle.

A clear colourless solurl0rl urlvu

in clear colour glass ampoule'I DescriPtion

Complies

1.0 ml

1.1 rnt

-A 1;
-.LL

2. Identification
(By HPLC)

I4 the AssaY, the PnnctPal PeaK ur

the chromatogram obtained with

The test solution corresPonds to

the peak in the chromatogram

obtained with the reference
on.lrrtinn

NLT 1 ml
3. Nominal fill volume

4. Extractable Volume NLT Nominal volume or l\Nrr
11no./^ ^f Nnminal volume.

3.0 to 5.0
5. pH

6, i Particulate Matter .

[(l) t igtrt Obscuration

I Putti"i. Count Test

I (t.) Patticles Z10Pm

| 12.; futti.les Z25Pm

I

I (B.) vitual Particle

NMT 6000/AmPoule
NMT 600/Ampoule

The solution should be essentially

free from extraneous, mobile

undissolved Particles, other than

gas bubbles, unintentionallY that

iur, 'b. observed on visual

inspection.

ll/Ampoule
1/Ampoule

Complies

ComPlies

L.ts tha" 0.004 EU/mcg of
Octreotide Acetate.

.7 Sterility No microbial growth snoulo De

observe
NMT 0^004 

-EU/mcg of Octreotide

Acetate.
8. Bacterial Endotoxtns

9. Tssay: (BY HPLC)
Each ml contains Limits % of

labeled amountLabeled Claim Found % of labeled
amountIngredients

Octreotide Acetate
98.20% 90.0% to 110.0%

100 mcg 98.20 mcg

b ov e is/ iS.-net<fthgstandard
un du.n $ q4P;{ffigP^t co m Plies a sR.*"rk* l" the opinion of the undersigned tne sam
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ptg rcrEr I t(r Ir, r

rles made there1940 and

Checked bY..4,\tt
NAME: suFlYA\Axgh!-

AnalYsis fV LK:.r\\"
NAME: RAMANJEET SINGH

Deslgnation : qC HOD
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