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Octreotide acetate injection 0.1 mg/ml
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-Cctreotide acetate (HPLC)

Sod'-r ctror:oe (r't"in etric)

0.090-0.110 mg/ml

6.65-7.5 mg/mt

2. Volu"ne of contarre. 1mt

3. ldentification n:xatj'unr:Jfi:vqlu finished product specrfication

q. p! 4.0-4.4
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5. Related substance a:? a rit!nlllfi :yl"Lu fi nished prod uct specifi cation

6. BacteriaI endotoxins < 0.5o/o Endotoxin Units/mcg of octreotide acetate

7. Sterility test Sterile

B. Paticu[ate matte' >10

>25

micron : NMT 6000/container

micron : NA/T 600/container
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Drug substance specification : octreotide acetate injection 0.1 mg/ml.
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2. ldentification test (Amino

acid analysis)

THr
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Phe

Lys

Trn

Thr-ol

3 Cther component

- Aceric acid ,n peptroe

0. Cctreot oe actate relateo

compunds

- Acetyl-Lysoctreotide

- acety.-Phe-octreotide

- Unspecified impurity

- TotaI impurities

Related impurities

- Trifluoroacetic acrd

(TFA) in peptides

6. Water determination
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95.04a/o - 105.0% on the anhydrous, acetjc acid-free basis

0.7 -1..r

1..0-2.2

laaa!,a-L.L

0.9-1.3

0.4-r.r

0.6-1 3

5 . 0 o/o - t 2.Bo/o (a/ow / w)

NMT 0^5%o

NMT 9.50.70

NMT 0.50lo

NMT 2"00/o

NMT 0.250lo

NMT 10.00/o
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7 . Bacterial endctoxin NMT 466 USP Endotoxin Units/mg of octreotide acetate

B. it4icrobiaI enumeration

tests and test for specified

microorganisms

totaI aerobic microbial count is NMI 10 cful100 mg

total yeast and mo[d count is NMT i0 cful100 mg
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