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Certificate of Analysis

i 4 ERR S AR Fere: H 3 TUL22. 2004
Product Name Ceftiofur Hydrochloride Analysis Date o
B Az H
) 300kg JUL.18, 2024
Batch Quantity MFG. Date
it = A3
01424071804 * JUL.17,2026
Batch No. EXP. Date
— Iﬁ éﬁ: S
S b SR HHETE
Analysis Item Standard Test results .
Conclusion
e SRaR TR i)
s W F 2 A A PR R K Fra e
Appearance White or off-white crystalline powder Off-white Conforms
crystalline powder
APt VA AR U P D B I ) 2 5 e R ot YV 3 0 ) O
B I 7] — 3 FFELE Fra M
The retention time for the major peak of sample should Conforms Conforms
correspond to that of reference standard
% %l TaRiL é i &) v 5 % ,Eﬁ g é s — It Jite
: J ZI:DD R4 4% &W'IEFE 55 5% HEL 5 P 20 91 Pl — 2 P i
Identification The infrared absorption spectrum of sample corresponds
Conforms Conforms
to that of reference standard
ENY B . I»W il st . st e
L L S S IR pams | mags
Methanol solution should show positive reaction of
: Conforms Conforms
chloride
L 2y e A o
| mE J1159~-127° 122 faAe
Specific Optical Rotation Conforms
A
PH 2.0-4.0 26 frase
Conforms
Koy Fra Mg
<5.09 29
Water 5.0% 3:2% Conforms
M R Y SR A o
RASLE <0.5% 0.1% e ME
Residue on Ignition Conforms
Ry _ HEHE
Heavy Metals =20ppm <20ppm Conforms
RLE 73 A - Rra e Fra e
Particle Size D10 1m Conforms Conforms
M NFER Fra M
h <
Bacterial Endotoxins <1.0EU/mg <1.0EU/mg Conforms
I Fra M e Fra e
Sterility Conforms Conforms Conforms
A RPF (HPLC) S ABERK TS LR AFL 0.5% ND RiE e
Related Substances Ceftiofur oxime ethyl ester should not more than 0.5% Conforms
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7B R AR 5 0.5% .
7-Aminocephalosporanic acid should not more than ND C Df
0.5% onforms
2-PR R FE R AN 0.5% ND FFERE
2-Furoic acid should not more than 0.5% Conforms
N-25 2B Sk AR ME R B AN I 0.5% ND FFERE
N-Deacyl ceftiofur should not mnore than 0.5% Conforms
ST R L 0.5% o1 R
Cefotaxime should not more than 0.5% ’ Conforms
SLAIERE 6 -3 AR AR I 0.5% 0.01% M E
HXMF (HPLC) Ceftiofur delta-3 isomer should not more than 0.5% ’ Conforms
Related substances SkTEMERE B-SF MR R A T 3.6% 0.03% FFEE
Ceftiofur E-isomer should not more than 3.6% ’ Conforms
XU GRREL FEL 0.5% oL R
Dihydrothiophenyl thioester should not more than 0.5% ' Conforms
SkTMERR L RN AR 0.8% ND FFERE
Ceftiofur amide dimer should not more than 0.8% Conforms
N- = 2K H I SL O ME G i AR 3T 0.5% ND FFERE
N-Trityl ceftiofur oxime should not more than 0.5% Conforms
HoAh B — 2 i AT 0.5% e e e e
Other single impurities should not more than 0.5% Conforms Conforms
eI BRI 6.0% 0.9% & HE
Total of the impurities should not more than 6.0% ' Conforms
L ST D T 85.0% 022, Hr AL
% = Assay (HPLC) Contain Ceftiofur should not less than 85.0% i Conforms
(PATC/KWit calculated ~ :
on the anhydrous basis) B R K AR ANG DT 91.0%. 98.6% Fra e
Contain Ceftiofur HCI should not less than 91.0% 70 Conforms
45t A FFA CVP2020,
Conclusion Conclusion: Complies with the requirements of CVP2020.
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