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Mimufacturer :

Sun Pharmaceutical Medicare Limited

Survey No. 22 & 24,Village : Ujeti, Post : Baska,
Tal. Halol, Dist. Panchmahal, Gujarat, INDIA

CERTIFICATE OF ANALYSIS
FINISHED PRODUCT

» ot
SUN
. JiN

FPHARMMA

Product : Octride 100 (Lactic acid formula)
Generic Name  : Octreotide acetate injection Mfg. Date 1 24/07/2019
Batch No. : HKU0292 Exp. Date :23/07/2021
A.R. No. : FPF19010022 Release Date : 12/08/2019
Name of Active ingredient : Octreotide acetate B. No.of AP] : OCTNF 19005
(AP which used in this Batch) A.R. No. of Octreotide acetate (AP1) : A39R1K0082
( RM19008648)
Sr. No. Test Result Specification
1. Description A Clear, colourless solution in | Clear, colourless solution in | ml colourless
colourless glass OPC ampoule with | glass OPC ampoule with Blue dot & double
Blue dot & double Green band. Green band.
2. Identification Meets the requirement The retention time of the octreotide peak in
By HPLC the chromatogram of the test preparation
corresponds to that of the standard preparation
as obtained in the assay
3. Osmolality 314 mOsm Between 300 and 335 mOsm
4. pH 4.19 Between 3.9 and 4.5
5. Referactive index at 1.34 Between 1.338 and 1.340
25°C
6. Extractable volume 1.09 ml Not less than 1.0 ml
7. Volume variation Min.: 1.08 ml Between 1.00 ml and 1.15 ml
Max.: 1.1 ml
8. Particulate matter-by > 10p: 38.73 particles/ Ampoule 2 10pu: Not more than 6000 Particles/
particle counter Ampoule
> 25u: 0.33 particles / Ampoule 2 25u: Not more than 600 Particles/ Ampoule
9. Sterility Complies Should comply with the test for sterility
10. ' Bacterial Endotoxins Less than 100 EU/mg Not more than 100 EU/mg of Octreotide
test
11. Degradation Product | (A) Total (Impurity C + Impurity D) | (A) Des-thr-ol 8
: BQL (<0.1050%) i)Des-Threoninol-OL (impurity C)
ii)Des-Threoninol-OH (impurity D)
(B ) Others,Individual Impurity Total(impurity C + impurity D) : NMT 1.0%
1 0.154% (B)Others, Individual impurity: Not more than
0.5%
(C) Sum of all impurities (C)Sum of all impurities: Not more than 1.0%
1 0.154%
12. Assay 97.4 ug/ml Between 95.0pug/ml and 105.0 pg/ml
as Octreotide 974 % Between 95.0% and 105.0% of the label claim
Opinion: The above product is satisfactory to the prescribed standard of quality in respect of the above tests as per In-
house specification.

Generated By :
Harshad Koshti

ko]

(Manager-11-Q.C.)

Date

Poekeity

Authorised By

Snehal Soni

Date

(Sr. Manager-Q.C.) 9 0\0 SV\ A

{‘4% A

Registered Office : SPARC,Tandalja,Vadodara — 390 020,Gujarat,INDIA.
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