ok a—g--0 Certificate of Analysis

IVERMECTIN W&Eﬁ =

BATCH NUMBER #it & 4025021N231204 MANUFACTURE DATE 4= HiH 2023.12.15

BATCH SIZE b4k 143.25kg TEST DATE WIS HE  2023.12.27
RETEST DATE Hil{#i 2026.12.14 REPORT DATE wREHY 2024.03.14
TESTIHE ACCEPTANCE CRITERIA #r7E RESULT &%
Appearance IR White or yellowish-white, White crystalline
crystalline powder powder
| AeREEEESIERR HELGIEHK
Identification %5 A. IR Conforms {54 #7E
B. HPLC Conforms #F&#LE
Appearance of solution &7 The solution is clear and not more
intensely coloured than reference s .
solution BY7 Conforms & E
BMRER, BNSEARRT BY;
Water /K43 =1.0% 0.1%
Specific optical rotation H g -17°~-20° -19°
Sulphated Ash R #5%# <0.1% 0.0%
Residual Solvents 7% 2577
Ethanol Z.E£ <5.0% 4.5%
Formamide FEEf#% <3.0% 2.4%
Related Substances #8345t
Individual Impurity B4R 1% 0.3%
Impurities with RRT 1.3 10 1.5 <2.5% 0.90%
RRT 1.3~1.5 i :
Total Impurities 2 7% i3 <5% o 1.8%

Assay (On the anhydrous,solvent-free
basis)& it (K, FTiEHIT) M \
H,B1a+ HaB1s 95.0%~102.0% 3 s s 198.1%
H2B1a/(H2B1a+H2B1w) HEEFRZEL >90.0% (area normalizafion) "4 47 99.8%

f

Conclusion: The results conform to EP standard.
Zi. & &% 5 EPF .

Prepared by 1 8 A: 49' //ﬁu Reviewed by 5#% A :
FINAL BATCH DISPCSITION
By: Sy R osts. 0% 15
Approved Rejected l 5
METAPHARMACEUTICAL

N N DE LOTE:

Manufacturer =X :\;;n;;::c:u-r;l:g-s:i;c --------------- Ooqot" rLLl

Zhejiang Hisun Pharmaeeutical Co., Lid. Zhejiang Hisun Pharmaccutical Co., Ltd.

46 Waisha Road, Jiaojiang District 56 Binhai Road, Jinojiang District

Taizhou City, Zhejiang Province Taizhou City, Zhiejiang Province Oﬁloqlqa‘v{ EP3 Version 1.0
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