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# 5 : 2011504 H23 H
Batch No. PX}'SD'HOM” Year' Month Dav
B .atc,h Size IOOOKg
Package Size 25Kghicce Retest Date Year Month Day
BR®IRKE 71‘\\ m ok R Jﬁ‘f‘ ’
Speciﬁcatiﬁ'ﬁs + EPTORCOS __Sample From No.2 Branch Plant
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ANALYSIS CONTENT SPECIFICATIONS ANALYSIS RESULTS
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Characteristics ' White, yellowtsh-whlte orpmkish-whlte crystalline powder Yellowish-white crystalline powder, It
or crystals. It -melts at about'_‘ 5‘C,w11h decomposrtlon melts at 254 Cwith decomposition.
%W AER LSRR SRR CRS L /MRl —3 ‘
Identification A: The infrared Qbsorptxon specn um concordant with

the spectrum of stilfadiazine CRS. Meets test A
B: TLC iﬁTEIﬂIf’J‘ Wlﬁ}ﬂkd\ LEEE CRS —3
ihcipal spotin TLC chromatogram obtamed

m pgsmo and s ‘Meets test B
i <1Y3;2=1§Y$fb§':GY5,‘ T L ey
<0 2m R F ‘ - 0.1ml
‘fﬂ /\%L‘fr‘; i’éi(} 5%
Single impirity<<0.5% ' <0.5%
BeR E R
fets <20ppm <20ppm
' <0.5% C0.1%
<0.1% 0.05%
Any unspcomeu impurity =<0.10% : 0.07%
S ‘
Sulfanilamide <0.1% <0.03%
T g Ik
Sultaguanidine =<0.1% <0.03%
) i % :
Suham ic acid <0.1% Not detected
KA B A ‘ :
Hydmzme hydrate < ]0ppm <10ppm
‘ Ca]crum acetate =<10ppm <l0ppm
A:,say . 99.0%-101.0%(On the dried basis) 99.9%

THE BATCH HAS BEEN MANUFACTURED IN FULL COMPLIANCE WITH GMP Numbez 1 K0199
Issue Date: May 06, 2009 Validity: May 05, 2014

2 54 4% BP7.0 B COS #ale ., ,gm% B phus o
‘The product meets EP7.0 and COS spetificanons
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