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Name of Finished Drug substance: Fluoxetine Hydrochloride Ph.Eur/BP+IH.
Manufactured By. Cadila Pharmaceuticals Limited, Ankleshwar
Batch No.. 24FHO074 A.R. No. 24FP0591
Manufacturing Dale APRIL 2024 Qty. Mfed. 150.25 Kg.
'Expiry Date MARCH 2029 Sample Qty. 121.48 gm i
Specification No FPS/239 CEP No. R1-CEP 2004-207-Rev 06 - ”‘;\
Storage condition Slore in a tightly closed conlainer at roun tenperature, (Not more than 25°C, cxcursion * \’ &
allowed 15°C to 30°C). A f\ P
Certificate of Analysis N
Test Requirements Results 75V

Characters: { A Ny

A. Appearance A. White or almost white crystalline powder. White crystalline powder. k\:)‘

B. Solubility | B- Sparingly soluble in water and in | Sparingly soluble in water and in
methylene chloride, Freely soluble in | methylene chloride, Freely soluble in
methanol. methanol. 2

Identification
A.ByIR

-

A. The infrared absorption spectrum obtained
from the sample should be concordant with
the spectrum obtained from Fluoxetine
Hydrochloride for ID and assay CRS/

from
spécl)
Hy@roehloride working standard.

y ~
The infrared\gﬁspfption spectrum obtained

n’ﬁi}?ﬁﬂpﬁ is concordant with the
nf _/obtained from  Fluoxetine

Fluoxetine Hydrochloride working standard. | “\_/
"B. Test for chloride B. Should be responds the chlorides A{v é@np]ies
Appearance of solution Solution should be clear and colorless Ve N *Solution clear and colorless
pH Between 4.5 and 6.5 A (|56
Optical rotation Between—0.05°and +0.05° N\ ¥ +0.00°
Water content (By KF) Not more than 0.50 % w/w ¥ 0.06 % wiw
Sulfated ash Not more than 0.10 % w/iw 0.02 % wiw

Related substances (By HPLC) V4
Impurity A Not more than 0.15%~, Below Quantification limit
Impurity B | Not more than 04 "}xf& e Below Detection limit
Dimethyl amine impurity Not more thag-0.10 ;,‘"f Not Detected
Unspecified impurity Not morethan 0510 % 0.01 %
Total impurities Not moréthan-6:50 % 0.02 %
Assay (By HPLC) No;{e&\\iiﬁ;@&[) % w/w and not more than | 100.2 % wiw
) 102.0\% Wiw of CisHisFsNO.HC, calculated
. £ o _e%ﬁhydrous basis
Residual solvents (By GC) vl Nt
‘Benzene /\s/‘::; N6t more than 1 ppm Not Detected
Ethyl acetate N " Not more than 5000 ppm Not Detected
Toluene Not more than 100 ppm Not Detected
Additional Test:
Particle size - 90 % less than 50 um 90 % particles are 23.8 pm
(By Malvern apflyzer)

P 7
Statement of Comg]ﬁmce: W,

Remarks: The material complics with respect to the above specifications.
€, hereby confirm that this batch is manufactured in accordance with current Good Manufacturing Practices.
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Name of Finished Drug substance: Fluoxetine Hydrochloride Ph.Eur/BP-+IH.
Manufactured By. Cadila Pharmaceuticals Limited, Ankleshwar
Bgtch No. ¢ 24FHO074 AR, No. 24FP0591
Manufacturing Date APRIL 2024 Qty. Mfed. 150.25 Kg.
Expiry Date MARCH 2029 Sample Qty. 121.48 gm P
Specification No FPS&/239 CEP No. R1-CEP 2004-207-Rev 06 A ‘>\y
Storage condition Store jn a tightly closed container at room temperature. (Not more than 25°C, excursion \y
allowed 15°C to 30°C). Af )
Certificate of Analysis A~
Limit of Detection (LOD) and Limit of Quantification (LOQ) table: -~ :E\:vv
Name of compound Limit of Detection (LOD) % Limit of Quantification (COQ) %
Impurity A 0.002 0004
Impurity B 0.002 0,005
Fluoxetine 0.004 Lotl0
Dimethyl amine impurity 0.004 ’ 0.009
v

Limit of Detection (LOD) and Lirﬁit of Quantification (LOQ) table:

, 7
A (7

Name of compound

Limit of Detection (LOD) ppm

Aimitof Quantification (LOQ) ppm

- Ethyl Acetate 0.495 ) 1.500
) Benzene 0.050 AN 0.150
Toluene 0.165 — Y 0.500
Il v
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