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Product SULFADIAZINE : ificate No F02e-1201040
it 5 #E P H M 20124E01 H05H
: Batch No. r X"SD'120]048 ‘ Cgmﬁcate Date Year Month Day
it 7 000K NN 20124E01 5 02 B
Batch Size g Mfg. Date Year Month Day
E it 5n % 2016 4E°01 H 01 H
* Package Sii% 25Kg/piece . %etest Date Year iLi:l'\/l‘ont}]? Day
B KE | VROVREMOUIUREIROM R SR
Specifications EP7.0 & COS Sample From No.2 Branch Plant
LT H TRV it
ANALYSIS CONTENT SPECIFICATIONS ANALYSIS RESULTS
% R B, W EERT i?&EiﬁB‘J%uaH*ﬁiEﬂk
Gifh, TELY 255 CHIMERL, Rt 4.
Characteristics White, yellowish-white or pmkxsh-whxte crystalline powder Yellowish-white crystalline powder, It
or crystals, It melts at about 255°C,with decomposition. melts at 255Cwith decomposition,
LS AER B‘J,{[%&l&j’ﬁﬁéﬁ_/ﬁ%}&l%ﬁ CRS M4 4b il —3
Identification A: The infiared absorption spectrum concordant with
the spectrum of sulfadiazine CRS. Meets test A
BiTLC Y0 F =B A K42 BATK A ‘76&&1&% CRS —#(
B: The principal spot in TLC chromatogram obtained
in position and size corresponds with sulfadiazine CRS . Meects test B
R
Colour of solution <Ys, BYs0r GYs <Y
i45°3
* Acidity <0.2m} 0.09ml
HRMIE BARFA<0.5%
Related substances Single impurity<<0.5% <0.5%
Heavy metals <20ppm <20ppm
FHREE
Loss on drying <0.5% 0.2%
g dcsy
Sulphated ash <0.1% 0.04%
ARG ZR T
Any unspecified impurity <0.10% 0.07%
T
Sulfanilamide <0.1% <0.03%
i Bk
Sulfaguanidine <0.1% <0.03%
T I 1%
Sulfanilic acid <0.1% Not detected
K&
Hydrazine hydrate < 10ppm <10ppm
Calcium acetate <10ppm <10ppm
Assay 99.0%-101.0%(On the dried basis) 99.8%

THE BATCH HAS BEEN MANUFACTURED IN FULL COMPLIANCE WITH GMP Numbeér: W1 K0199
Issue Date: May 06, 2009 Validity: May 05, 2014

& 3R EP7.0 X COS #1, 4 BAGSsE.
Conclusion The product meets EP7.0 and COS specifications.
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