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CdnL TR o U CERTIFICATE OF ANALYSIS
“Protugt: 3. ONE EP/BP : iz : U A
‘BatchNo.: / 9/021 ) o R BSOS T MFG DATE : Aug. 2019
‘Dispatch Qty \5?00 Kg i _ : -EXP. DATE :'July 2024
A Sk Test g ek T ~+ Result Requirement : T Result
N T CIE © unit : g o
Ao 7 'Phalmacopoelal Tests e ' ) FE o i e
e Descnptlon Rl e b R PR A white or slightly yellowish-white = " " thte crystallme
L e ; AT W crystallmepowder LR o . . powder

_ e it N P i o .Insoluble in water, freely soluble in .
12 SOlUbilify; o B e T acetone, sparingly soluble i in alcoho] and 7 Passes
i Ty e freely dlssolves in dilute mmeral acxds '

1.3+ Identification test .

C{1.3.1 - Melting point .- o TS -18 N 17T
1132 -Lightabsorption - = - ..~ . o s : o
Lo T cat260mm Lt e e A 700-7600 SR 729
el -at29Smme ] C oS o 0 W A Y1150 -1250 . 12m
1337 5TEG ™, i 8 SR T e S, ; G Similar to reference standard - -~ Passes
|14 Related substances - .0 0 i < Any spot obtained with'test © .- . No spot is more intense
S by, RO s e " solution(a), apart from the principal * than reference

spot, is not more intense than the . solution(b) and No spot
reference solution(b) (1.0%) and not is more intense than
more than two such spots-are more '_ reference solution(c)
intense than referencé solution (C)- :

s : (0.2%) : : :

1.5 o hbsson Bring, Gal s ge i e 0 Max. 0.30 5 Pt 7009

1.6 © Sulphatedash -~ - "+ ot 0% . Max.0.10 TR L 0,08
1.7 . Assay (by titratien on dried ba51s)_‘ RCUATE 99.0-101.0 ' g pCTIEE. ©.99.7
- '|2.0  Additional Tests D & i ' BB e o
2.1 - Assay (HPLC) ondrybasis . % . 98.0-102.0 - - ‘ - 99.7

% Re]ated substances by HPLC - LT eyt LRF :

2.1 4 Amino4'HydroxyDPS .~ % W/W NMT 040 AT o

e 24' Diamino DPS ol - % W/W  NMTO0.10 : ; i e ' BDL

. 4AminoDPS . . - . %W/W NMTO040 CE _ 0.26

- “4-Amino 4 ChloroDPS . "~ - © % W/W NMT0.10 S L
,.O-Diiner of Dapsone . . .. © % W/W NMT030 - e TR R 0.19.

 AChloroDPS - . % W/W  NMTO0.10 : oo ant whe T BB

TIndividual Umdentlﬁed Impuntles . % W/W NMTO0.10 e v R 0.03. .

Total Impuntles 0t S % W/W NMT 1.5 ' s L 074

- Residual Solvent - SR g ey 8 g oo

| - Methanol -~ - L= U ppm° NMT 2000 5 LA “BDL

P Méiio Chloro Benzeng: . ppm NMT360 R a4 BDL
e ;2§3.’3"_"1_'Bénzéne Pt H e s ‘ppm’. NMT 2 e g : BDL
: ..'__':'Hedvy Metals ; R el g v ppm Maximum 10 s T . <10

o i Remalks The above ploduct PASSES ‘as per spemﬁcatlon SP/FP/DAP EP (GEN)/OI A Mo - '
& -Analyst c)}) : _ N : i e g i/« OJ w |
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