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JIANGXI DADI PHARMACEUTICAL CO., LTD

INDUSTRY AREA, LIANHUA COUNTY, JIANGXI PROVINCE, CHINA

Tk 5

CERTIFICATE OF ANALYSIS

%K Product Name: IRV E  MOXIFLOXACIN _HYDROCHLORIDE
JHH% Packing: 1x 25Kg
it 5 Batch No.: 230525-1
K56 45 Examined Basis: USP38
A 77 H I Mfg. Date: 2023.05.21
43 % H 1] Exp. Date: 2027.05.20
Fr3G I H (Tests) bR (Acceptance Criteria) g5 (Results)
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Description Yellow colour crystalline powder Conform
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219 l‘ IJ& LI& i’( Conforms to the spectrum of ﬁﬁé\ f)rl_'.fE'
etk /ar) MOXIFLOXACIN HYDROCHLORIDE Conform
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*ﬁ[ The retention time of the major peak of ?6““ N %JI[, E
HPIC the sample solution corresponds to that of the Cl:r'1 form
standard solution,as obtained in the Assay. onto
S
EXE 3.9~4.6 4.45
PH
el 20
FEiERE Ca ) p 125° ~-138° -129.5°
Specific rotation
HHRW)F Related substance <0.5% 0.29%
:F@T%E’QE Dry weightlessness <4.5% 3.5%
JRIIFRIE Residue on ignition <0.1% 0.10%
YN
HE R Heavy metals <0.001% fEE
Conform
£ & Assay(by HPLC) 98.0%~102% 99.62%
8 W . AN USP38 hniER s, 45T HE
Conclusion : Conforms to USP38 specification for moxiflxacin hydrochloride.
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