METAPHARMACEUTICAL

N DE LOTE: 0zled |20
) 0040924
f22%
FaA PHARMA

CERTIFICATE OF ANALYSIS

. 3
ha% 65 9251947 . F.]x + 4910 236"-92&95& GS

387 355 Tal s Nadiad Cigr s Khada (Sojaral} e

1 "C“." k ..r‘

PVT. LTD.

Reg OF, & Works » 54 No 5, DUMESL -

TS o

Z IRTOTTR  QRRGTES Fak W D +9T-JLH-2558035

A cr Wit Slte T v s Tl £ae
L._UQUT‘!' CONTROL DEFARTIMENT s
Material Name : 1F:;e*{ smethasone D Propionate Batch Ne. EV/BD-081/21
lGrade : 8P/EP o Mfg Date : 13.06.21
Molecutar Formula @ C3H3,FO; Exp. Date: 12.06.25
Molecular Weight: [504.6 Release Date ! 17.06.21
[ARIG ¢ F/OB7/21-22
TEST OBSERVATIONS SPECIFICATIONS
R — Almost white crystaliine | White or almost white, crystalline
powder powder.
’ Practically insoluble in water, freely
. Comphies s?lub‘:-e in acet‘one.& in me.thvlene
; chicride sparingly solukie in ethanol
: (96 %).
é Complies A. IR Test
Complies B TLC )
Complies C. Chemical
14 Spealic optical rotation (CD3): +85° © - 1+84.0° 1o +88.0°
T 0.11% Impurity B : NMT 0.3%
; | 0.37% Impurity C : NMT 0.5%
| CNDT Impurity D : NMT 0.2%
| 0.15% Impurity E: NMT 0.2%
!: Related Subsiances AP ND Impurity G : NMT 0.2%
i L : ND Impurity 1 : NMT 0.15%
i - 0.23% mpurity H : NMT 0.3%
- 0.05% Un specified impurities : NMT 0.10%
0.91% Total Impurities : NMT 1.0%
6 - Loss on Drying 0.57% NMT 1.0%
7 - Assay (ODB} 98.6% 97.0%to102.0%

Additional Tests

i 23 Comptias 100% less than 20 microns
e h Complies Pyridine : NMT 200 ppm
2- Residual solvents Complies MDC  NMT 600 ppm
Compiies Methanol : NMT 3000 ppm
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