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N{lanufacturer :

$un Pharmaceutical Medicare Limited

Survey No. 22 & Z4,Yillage : ldeti, Post : Baska,

Tal. Halol, Dist. Panchmahal, Gujarat, INDIA
CERTIFTCATE OF ANALYSIS

FINISHED PRODUCT

,ffi
sI-I,}i
l:}I IA'=F,'lA

Product : Octride 100 (Lactic acid formula)
Generic Name : Ocneotide acetate iniection Mfg. Date :24/07f.019

Batch No. :HKU0292 Exp. Date :23/0712021

A,R. No. : FPFl90l0022 Release Date : 12/0812019

Name ofActive ingredient : Octreotide acetate

(APl which used in this Batch)

B.No.ofAPI :OCTNFI9005
A.R. No. of Octreotide acetate (APl) : A39R1K0082
( RM r900864E)

Sr. No. Test Result Specification
I Description A Clear, colourless solution in

colourless glass OPC ampoule with
Blue dot & double Green band.

Clear, colourless solution in I ml colourless
glass OPC ampoule with Blue dot & double
Creen band.

2. ldentification
By HPLC

Meets the requirement The retention time of the octreotide peak in
the chromatogram of the test preparation
corresponds to that ofthe standard preparation
as obtained in the assav

3. Osrnolalitv 314 mOsm Betwecn 300 and 335 mOsm

4. pH 4,19 Between 3.9 and 4.5

5. Referactive index at
250 C

1.34 Between 1.338 and 1.340

6 Exuactable volume 1.09 ml Not less than 1.0 ml
7. Volume variation Min.: 1.08 ml

Max.: l.l ml
Between 1.00 ml and Ll5 ml

E. Particulate matter-by
particle counter

38.?3 particles/ Ampoule

0.33 particles / Ampoule

lOtr

25tt

> 10p: Not more than 6000 Particles/
Ampoule
> 25pr: Not more than 600 ParticleV Arnpoule

9. Stcrility Cornplies Should comply with the test for sterility
10. Bacterial Endotoxins

test
Less than 100 EU/mg Not more than 100 EU/mg of Octreotide

ll Degradation Product (A) Total (lmpurity C + lmpurity D)

: BQL (<0,1050%)

(B ) Others,lndividual Impurity
:0.154o/o

(C ) Sum of all impurities

: 0.l54oh

(A) Des-thr-ol8
i)Des-Threoninol-OL (impurity C)
ii)Des-Threoninol-OH (impurity D)
Total(impurity C + impurity D): NMT 1.0%

(B)Othen,lndividual impurity: Not more than
0.5o/o

(C)Sum of all impurities: Not more than 1.00/o

12. Assay

as Octreotide

97.4 pglml
9',1.4%

Between 95.0pg/ml and 105.0 pg/ml
Between 95.0Yo and, 105.0% of the label claim

Opinionr The above product is satisfactory to the prescribed standard of quality in respect of the above tests as per ln-
house specification.

fi:ffff1131,; 'dtu
(Menager-II-Q.C.)

Authorised By v iAO,,
Snehal Soni >Lffir^
(Sr. Maneger-Q.C.) 4 6\0 t t'Date 2 /Date . uhtl0'.l

Ollice: SPAR Vadodara - 390 Cu INDIA.
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