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CERTIFICATE OF ANALYSIS

Product DAPSONE BPIEP -

Balch N¢/ 440001 _ MFG. DATE : 25-01-14
Despat : EXP.DATE : Dac.-2018
S T ; Result Requirement. Result

No. .K d unit . :
10 Phamacoposial Tests -

1.1 Désciiption ~  Awhieor sigitly yéllowish-whita’ White crystalline
’ cryataling powder . powder

insphible i waler, frasly soluble in
; acatone, speringly soluble in akcahol
12 Solubiriy " 2nd tresly dissoivas In dliuie mingre! Passes
HckIS,

1.3 idetstificotion test L. .

131 Metting point *©  175-184 178
1.2.2 Light absorption

- 8t 260 nin A 700-780 - 747
-2l 295 nm A 1150.-1250 1297

133 Nc = Simiar to refersnce standard Passes
14 ' Relgted substances ~  To comply with the Pacses
1 byTLC test.mentloned in EP/BP
115 Losson Drying % Max. 030 0.08
18 Sulphated ash %  Max.C.10 0.03
1.7 Assay.(by Mirakion) % 89.0-1010 29.8
20 y e

21  Assayby HPLG %WMW  NLT 98.0- NMT 102.0 $9.5
J&=  Belated mibstances Hy HPLC
224 & A 4 HydrsyDPS %W NMT 0.4 0.2
222 2.4 Distivns ORS KWV NMT 0.1 ND
.23 4 Amino DPS %WW NMTOg 0.3
224 4 Amina.4 Clilors DPS WAV, NMT 0.1 ND
225 Q-Uimer ot Dapiona %WW  NMT .3 : 0.2
246 4 ChloroDPs | . BWAV  NMT 0.4 ND
22T Individust Uilidentfied Impurities % WAV NMT 040 0.04
228 Yol impurities %WIW  RMT 1.8 0.6
23 Residual Solvent (Methanol) pPm Max, 2000 ND
24 Particle sizg _

24,7 tass than 50y : %  For Inforration only 14
242 Lass than 150p % For Informaticnéhly 58
1243 Less thar 250 %  For Infotmation only se
(28 . Heavy Metals ppm _ Maximion 10 <10

Remarks : The above product PASSES as per specification : SP/EPIDAP.£P (GEN)O1

anatyss:_ €48 | [N 'A’%.acr .
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