items T H Specification &k Result &
Characters 348
Appearance ¥} 71 White or off-white powder. [ 4,552 £ 85 Tﬁf;}} * e
Practically insoluble in water, very soluble in
i acetonitrile, in anhydrous ethanol and in ethyl Conforms
Solubility i #f2/5 acetate XS BIETZH. ERZENZHIE, £ goms
Tk
Identification 2541
T The IR spectrum of the substance to be examined
{;aé;;tﬂcatmn Ay IR) corresponds to the spectrum of Milbemycin Oxime ;Df;'f
i RS, 4 1 045 D s R o5 A P — 38 il
Examine the chromatograms obtained in the
assay,the 2 principal peaks in the chromatogram
obtained with the test solution are similar in
Identification B(by HPLC) retention time to the 2 principal peaks Conforms
“HB chromatogram obtained with reference solution (a). s adEs
FEEEMER P ORN AEED, Ak fEERNE
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Related substances {1 %4
Impurity G & G NMT 2.0% A&t 2.0% 0.21%
Impurity E #4)ii E NMTO0.7% At 0.7% 0.2%
Impurity H &% H NMTO0.5% Al 0.5% 0.1%
Impurity | )5 | NMT 0.5% A3t 0.5% Not Detected
. ity ] 2
?;y other impurity H {1 {5 4= NMT 0.3% 25t 0.3% 0.1%
Total Impurilies 2.7 NMT 3.5% A8 3.5% 1.0%
Water 7k 43 NMT2.0% A5 2.0% 1.3%



Residual solvents W5 ifH

Ethanol 7, NMT 5000ppm F8iL 5000ppm 94ppm
Acetone 14 NMT 5000ppm A~#3 i 5000ppm S5ppm
Dichloromethane —# 5% NMT 600ppm A5 600ppm 4ppm
n-Heptane It i NMT 5000ppm A~{4i 5000ppm 23ppm
Chioroform = (5t NMT 60ppm 4<% 60ppm Not detected

Assay &t

Milbemycin Oxime (A3+A4

KRN E‘%m ( A3+A4 )( ) 95.0% -—102.0%( Anhydrous substance) 100.2%

Ratio Ad /(A3 +A4) e =

Ad [EI(A3 5 + A4 J5) Not less than 80% 4-##/~T 80% 82.4%
Microbial limit 8§ 5% B A

Total Aerobic Bacteria i ¥([E# NMT 500CFU/g A~# i 500CFUig Bcfulg

Total Combined Yeasts and o | |
Molds. 5 [ 1P .16 3 NMT 100CFU/g 7t 100CFU/g 16cfulg
Escherichia Coli K% & Absent/g 7 #iHi/g Not detected

Conclusion: The product complies with the enterprise standard, The standard reference EP.
ik AdhiT Aol ibnite, bRt 8% EP



