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Hunan XiangYiKang Pharmaceutical Co., Ltd.

Certificate of Analysis

COA No.: QCL200120200503-13
77 il i BEE 25Kg/Hi
Product Sulfadiazine Packaging size 25Kg/ drum
it #HE
Batch No. L200120200503 Batch size 1000Kg
a6 1 B EXivi I H ;
Test All Ttems Date of Analysis 5 15595/2020
HE SRR R 25 2E i) 1Rt B0 L B
Samples origin API workshop Report date 24/l 1/202(25
HURE Cd=F A :
Samples Quantity 3002 Manufacturing date A 12/0572020
o Sk i
Standard IPRCER Retest date 11/05/2023
K55 H i3 i S
Tests Specifications g Results
IVPSISREN ﬁﬁﬁ.iﬁ}ﬁé%ﬁ%%%iaaﬂi s 4
N N =R
A 52‘3:1, White, yellowish-white or pinkish-white, 3\/:1:12?:: Els%ﬂ’ltf Ha*ﬁoﬂ{&er
ppearance crystalline powder or crystals, * : S AR powE
JUPANET K, s+ 7R, SiE T
JUF AT K, 5T I, Hzr*%am‘% (96%) o | LEE(96%) . B TARMMER
E @TW%E%%%%@WH’J%&E&F (85g/L) HH EiRR VAT  Practically”
TEfETE #.. Practically insoluble in water slightly soluble | insoluble in water, slightly soluble A
Solubility in acetone, very slightly soluble:in ethanol (96 per acetone, very slightly soluble i 1@ 55
cent). It dissolves in solutions of alkali ethanol (96 per cent).It is dlssolveﬁ in~
hydrox:de_s and in dilute mineralacids. 85g/L sodium hydroxide solutioh bl
L e and dilute hydrochloric acid solutla‘n 3
il
Identification
élﬁlv‘f: N 50 AR — 3
I I ; e
(DAL SHEH] The IR spectrum is concordant with the reference fra e
IR T, i L. Conforms
spectrum of sulphadiazine
o R T R 0 A £ —
MNTHEE sl
(Q)EE@JH .| The principal spot in the chromatogram obtained FFE e
Thin=layer ~ ; D -
" ":-h-; with the test solution is similar in position and Conforms
chromatography size to the principal spot in the chromatogram
obtained with the reference solution.
(G)ALER 51 ZLHE, AR 123 T-127C.
Melting point after After recrystallisation from toluene R and drying 124-127°C
recrystallization at100°C, melts at 123°C to 127 C.
o S 77 B R BB — 2R A T R M
@) LR il | aE
. i The differential response of primary aromatic
Chemical reaction Conforms

amines.
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Tests Specifications Results
INE
TEST
WHALLEA, BiEG., $586 5 Shen e s .
it = - TEER ) e s S e,
RS T B Eix. o .
; .. . Sample solution is not more intensely
Appearance of solution | The solution is not more intensely coloured than colored than reference solution Y5
e .
reference solution Y5, BYS or GYS. & "
AEIE 0.2ml £ 0. 1mol/L #9454k 443 52 i A
Acidity Not more than 0.2 ml of 0.1M sodium hydroxide kN
is required to change the colour of the indicator.
Impurity A <0.3% A Impurlty A <L".
Impurity B <0.3% Lo Impurity B%0.Gog .-9 N\
HRMIA Impurity E <0.2% < | " Impurity ENND;
Related substances Impurity F <0.15% i ~Ampurity F:0.08%;_ |
Unspecified impurities <0.05% - . Unspecified 1mpur1t1es 0 03%,
Total impurities <0.5%  © . 4| Total:0.12%. <4 ‘5
'u\“ \.4‘ % ‘T_f' O_Ify = : }.l fﬁ
/t/ kﬁ%@ T%’L (i} 0.04% ‘d‘y
Sulphated ash NMT 0.1% R 4
Tk R 0.5% 02,
Loss on drying NMT-O 5% g ) e
i BLT R, & CIOH.ON 0.5 r“jj 99. 0%-101. 0%. 100.1%
Assay 99.0% to 101 0% of CmHmN4OzS on dried basis. n
] Eﬂ%‘z‘ Acefic ac'ld <2,000 ppm BHA2 Acetic acid:368ppm;
‘ et . Dimethylformamide (DMF) <800 ppm
Residual solvents 4

DMEF:ND
I Hydrazine : 0.26 ppm.

._{;%i’]?" & Ph.Eur .10.0/R0-CEP- 2018-131-Rev 01 M43 .
The product conforms to Ph.Eur .10.0/R0-CEP- 2018-131-Rev 01.

H#— Hydrazine <0.50 ppm
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