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CHy

OH
639.82
sthyl-28-deoxy-25-[(E)-1,3-dimethyl-1-butenyl]-6,28-epoxy-23-oxomilbemycin B 23-(E)-(0-methyloxime);
3E,11R,13S,15S,17aR,20R,20aR,20bS)-6'-[(E)-1,3-Dimethyl-1-butenyl]-5',6,6',7,10,11,14,15,17a,20,20a,20b-dodecahydro-20,20b-
-tetramethylspiro[11,15-methano-2H,13H,17H-furo[4,3,2-pg][2,6]benzodioxacyclooctadecin-13,2-[2H]pyran]-4',17(3'H)-dione
me) CAS RNE®: 113507-06-5; UNII: NGU5H31YQ9.

1s NLT 92.0% and NMT 102.0% of moxidectin (C NO,), calculated on the anhydrous basis. It may contain a suitable

37H53

i IpenmiFicaion Tests (197), Infrared Spectroscopy: 197K, (cN 1-Mav-2020)

time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

7.7 g of ammonium acetate in 400 mL of water, and adjust with glacial acetic acid to a pH of 4.8.
>etonitrile and Buffer (60:40)

n: 1.0 mg/mL of USP Moxidectin RS in acetonitrile. Sonicate if necessary to facilitate dissolution.
: 1.0 mg/mL of Moxidectin in acetonitrile. Sonicate if necessary to facilitate dissolution.

> system

aphy (621), System Suitability.)

42 nm
m x 15-cm; 4-um packing L1
rature: 50°
nL/min

1e: 10 L
y

ard solution
lirements

Documents

Document Sharing Hub

Full document details: Moxidectin


https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://store.usp.org/product/1448559
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
http://www.avadocuments.com/doc/moxidectin
http://www.avadocuments.com/doc/moxidectin

2ak response from the Sample solution
2ak response from the Standard solution
»ncentration of USP Moxidectin RS in the Standard solution (mg/mL)

sncentration of Moxidectin in the Sample solution (mg/mL)

ria: 92.0%-102.0% on the anhydrous basis

(281): NMT 0.2%

g:

lethod 11 (231): NMT 20 ppmy (official 1-Jan-2018)
. EARLY-ELuTING IMPURITIES

1ase, Sample solution, and Chromatographic system: Proceed as directed in the Assay.
'y solution: 1.0 mg/mL of USP Moxidectin System Suitability Mixture RS in acetonitrile. Sonicate if necessary to facilitate

n: 0.071 mg/mL of Moxidectin in acetonitrile from the Sample solution
y

N suitability solution

lirements

2y ratio: NLT 3.0 between moxidectin 17a-epimer and moxidectin

dard solution and Sample solution
: percentage of each early-eluting impurity in the portion of Moxidectin taken:

Result = (r,/r)) x Fx D x 100
ak response of each early-eluting impurity from the Sample solution
sak response of moxidectin from the Standard solution

ssay value expressed as a decimal

lution factor used to prepare the Standard solution, 0.01

ria: See Table 1.

evel for impurities is 0.1%. Disregard the peak due to the stabilizer (identify this peak, where applicable, by injecting a
rence solution).

Table 1
Relative Acceptance
Name Retention Criteria,
Time NMT (%)
| butenyl analog? 0.5 1.5
/| moxidectin® 0.7 0.5
| pentenyl analog® 0.75 1.5
I 17a—epimerg 0.9 2.5
1.0 -
xidectin 19-S-17a-ene€ and
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