AGON

CERTIFICATE OF ANALYSIS
DITHRANOL EP

NO S U3 DATE : 04-02-2023
NAME OF SAMPLE - DITHRANOL EP MFG. LICENSE NO . PD80
BATCH NO : DT/044/21-22 DATE OF MFG - 01-12-2021
QUANTITY : 75.025 KGS DATE OF EXPIRY - 30-11-2026
Sr.Ne. __ TEST_ B RESULTS | SPECIFICATION
Yy eliow !

I Description Yeilow or brownish -y etlow. crystalline powder.

microct ysta e Povdes.

ST e STy 3 insolubie in water, soluble in methylene chioride. sparingts
Solubiliny T'est passes soluble in acewone. Slightly sotuble in ethanol | 96%0).
11 dissolves in dilute solutions »f alkall hydroxides,

Idenu Bicatron

A ) Melting Poimt 1 181,224 L 378 SC - 182 2L,
2) LR Test Passes (1.R) Comparison: Dithranol CRS.
CY LA The prisscipai spot obtained in the chromatogrum of sample 15
T'est Passes . similar in position. volour and size 1 the principat spot ia the
| chromatogram obiained with reference solution a. ]
T il | Examining in ultraviotet light at 365 am, the solution shows a
D) Fluorescence | Test Passes \ i i
S5 3% { ; ) blue fluoteseenve.
4 Related Substances | i
Lest -A !
impurity A (Anthron) | 005% {Limit : max. 1.0 %)

y B (Da 1.338% (Limit : max. 1.0 %)

v C (Dithranol 0.409% (Ldmie - max. 1.0 %)

§
Lest -3 | «Limit cmax 2.3 <‘

;F[-.{;-u; D (1 Hydroxy - | Below Dotection Levet

J- gnthronl
'.ut... Fest -4 + __I"r;'-m '-_._‘J‘m %% { Limit : max 3.0 %
5 Chioride TR g et : \_:: more li::u'_n IT_."_I;;_---__ 3
B Loss on dry £ | Not more than 0.5 %
S Sulfoied Ash Neot more than 0,1% o
r— ( tent of Dith ancl _ 5 |
| 8 C14 H10 O3 Calculated 100.02 % 8.5 % to 1010 %

-

9 | Residual Sojvent I'est Passes (By G.C) |
Meths lone Clileride ' §54.57 ppm | Not more than 600 ppen.
Lsomrand Adcohol Below Detection Level | Not more than SUD0 ppam. '

Report: Above éer!‘urmed tests comply as per EP 10.0 specificadons.
L1 he batch bas beeo mianufgctured in futl compliance with GMP equiremens of the jocxl Regulstory Authority)
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Mz WL R Deshmane
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Mr. S. M. Shaikh
Q. A. Incharge
Date : 04/02/2022

OFFICE . 2 Mulay Classic, Bhosale Nagar Pune - 411 007 & 020-25561648 Mob .5422308928

Betr.: 1 kg. netto DITHRANOL EP 10.0, VAN ONZE PRINCIAAL AGON PHARMA LTD., INDIA, zoals
geleverd met onze factuur No. 22029-2.031 d.d. 22.02.2022.




