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§r,
No Test Re¡ult Standrrd

t. Descrtptiou White crystalline
nowder

White or slightly yellowish, crystalline
nowder.

2. Solubility Complies
Sparingly soluble in watei, practically
insoluble in ethanol (96%) and in
methvtene chloride.

3. Identilicetion
Complies
Comnlies

(A)
(B)

By IR Speckophotometry
lt eives reaction fa) ofchloride.

4. §peeific Ooti cal Rotrüon +144.2?o +101.0" to+105.0" fon dried subst¿nce)

§.
pH
(l% solution in water)

5.22 3.5 to 5.5

6.
Relatcd ¡ubstance§
(by IIPLC)

0.93%
0.05%

Not detected
0.98 %

Sum of imp. A & G, NMT. 1.0 %
I¡np.F,NMT. 0.4 %
Unspeciñerl impurities, NMT, 0. I 7o

Totallmpurities. NMT. 2.0 %

7. Losc o¡ drying 0.12% NMT.0.5 Vowlw

8. Sulphated ash a.060/o NMT. 0.1 % w/w

9. Ascay (by HPLC) 99.53% 97.A % to 102.0 % (On dried substance)

AI}DITIONAL TEST

10.

Re¡iilu¡l §olvcnts
(by head space GC)
Methanol
Dichloromethane
Chloroform
Toluene

28 ppm
3 ppm

Not cletected
I oom

NMT 3000 ppm
NMT 600 ppm
NMT 60 ppm
NMT 890 onm

Rcmrrk: The sample Complies /Seoo*s+eomphwith prescribed standard of quality as per EP.8.0iBP-
2013 specification & adütional tcst.
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