HISUN
ok &—a--W Certificate of Analysis I SEEZ

IVERMECTIN F4EHZE

BATCH NUMBER #tt 5  4025021N230202 MANUFACTURE DATE 47/=H#§ 2023.03.03

BATCH SIZE #t&  141.62kg TEST DATE MIGEHM  2023.03.10
RETEST DATE &l(#f  2026.03.02 REPORT DATE wEHME 2023.06.15
TESTIiH ACCEPTANCE CRITERIA 5 RESULT &3
Appearance &1k White or yellowish-white, White crystalline
crystalline powder powder
BE&EEXTAERERR H&E SR
Identification 455! A. IR Conforms & L5E
B. HPLC Conforms 75 & E
Appearance of soiution &R The soiution is clear and not more
intensely coloured than reference "
solution BY7 Conforms &l E
BIRETS, WRPERET BY,
Water 7K £1.0% 0.1%
Specific optical rotation tbHERE -17°~-20° -19°
Sulphated Ash fR¥55:# <0.1% 0.0%
Residual Solvents 5 B 71
Ethanol Z.E <5.0% 4.3%
Formamide B <3.0% o 2.3%
Related Substances <4
Individual Impurity B~2% 5 <1% 0.3%
Impurities with RRT 1.3t0 1.5 <2.5% 1.05%
RRT 1.2~1.5 &% hiad
Total impurities S 447 5% 2.0%
Assay (On the anhydrous,solvent-free
basisy& & (FE/K, FEFILT)
H2B1a+ H2B1y . 95.0%~102.0% —— 97.9%
H2B1af{(H2B1a+H2B 1) IETHFRZ L 280.0% (area normalization) 99.8%

Congclusion: The resuiis conform to EP standard.
Zi: X &% EEPHR .

Prepared by #il|#8 A - %MC/ Reviewed by &% A: éf % %

FINAL BATCH DISPOSITION

By: 3}(%@%{ 207596 >0

Approved Rejected
L N DE LOTE:
------------------------------------------------------------ 0010%23
Manufacturer Manufacturing Site
Zhejiang Hisun Pharmaceutical Co., Lid. Zhejiang Hisun Phannaccutical_Co., Lid.
46 Waisha Road, Jiaojtang District 56 Binhai Road, Jiaojiang D?slnct ‘22’031 2523 '
Taizhou City, Zhejiang Province Taizhou Clty, Z,h.cj iang P'mvmcc EP3 Version 1.0
People’s Republic of China People’s Republic of China 03/30/23
Tel: .QuRG-S16-85827900 Zhejiang Hisun Pharmaceutical Co., Ltd.

Fax: 0086-576-88327887



