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Analytical results &5 5 45 #
Item Jii [ Specification 244547 Result 454
white or yellowish- white crystalline white crystalline powder
|. Appearance ! powder
H 4 ¥ B AE S R H &4, it &
2. Identification %) Infrared Absnrptiﬂn 21 5F Conform
HPLC &&GHAR G Conform
3. Specific rotation  (°) LUJERE 750 -18
4. Related compounds #H 24 Jii
H.B,, isomers and A*'H,B,, (%) <2.5 1.4
8a-oxo- H,B, (%) <1 ND
Avermectin B, (%) <(.7 0.07
Any other Individual impurity (%) =(.5 0.33
The sum of all unidentified Impurity (%) =1 0.76
The sum of all related compounds (%) =4 2.3
5. Limit of alcohol (%) Z.H% =5.0 3.5
Limit of formamide (%) 1814 <30 22
6. Water (%) K4 =1.0 0.10
7. Residue on ignition (%) JH14 5k /& <0.1 0.01
8. Assay
The content of (H,B,+H5B ) (%) 95.0-102.0 97.4
H,B ./ (H,B,,tH,By) (The ratio by area) (%) =90.0 0R.4
9. Residual solvent ¥% ¥ 57
Methanol (ppm) fifE <2000 <199
Benzene (ppm) <2 <1.8
Toluene (ppm) A < 800 <(.45

Note: The item of 3 and 8 calculated on the water , alcohol , formamide and residual solvent free basis.

E: B3, 8WILIEK., ZAF. HBEE. BREEN.

Conclusion: Complies with USP 2021
Fitk: FFEXEZ L 2021

Reported by: li[ }l
Date ol Release: W [l ‘%’

Reviewed by: %2&
Approved by QA.: “{' ,( _ﬁ'J %

Manufacturing Address: 31 Xingye Street, Economic and Technical Development Zone, Shijiazhuang, Hebei, P.R. China



