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IR E ¥ CERTIFICATE-OFRANALYSIS

7= AR BEEK (TR CI6H2INO2V s ATF&E 259.34 )
Product Name Ramelteon
CAS NO. 196597-26-9 RS HBWS-20240804
Batch No.
s R E 48
Product Code HBW-1.206 Test Date 2024-08-15
B S NEH
Packaging 500G/4%/Bag Retest Date 202603
K% H ok v =L AN LIRS
Test Items Standard Test Results
TN NHE T EEE B B TR R i e
Characteristics White or off-white crystalline powder Complies
A LA SRAERE i — 3
e IR spectrum of sample complies with thatofstandardsample St A
B B HPLC (R BIH 117 A FEERE B 0 (R B o
HPLCretentiontimeofsamplecomplieswiththatofstandardsa
mple
ﬁﬂ@lﬁg ‘ _83°~ _87° -85°
Optical rotation
N
3; a]tjer 0.5% 0.04%
/XEJ@@%@K - <0.1% <0.1%
Residue on ignition
EeR <0.001% <0.001%
Heavy metals
247 Impurity D <<0.15% <0.01%
Z%  Impurity C - <<0.15% <0.01%
HRYE TLC &) Impurity B <<0.15% <0.03%
Related substances 240 Impurity F <0.15% <0.01%
HBEBASRENZ 5 Any other unknown impurity<<0.1% | 0.008%
S 2% 5T Total impurities <1.0% 0.11%
HRWJFE- HPLC Z&Jf  Impurity A <<0.15% <0.01%
Related substances 24 Impurity E <0.15% <0.01%
F ¥ Methanol <0.3% <0.006123%
.l Ethanol <0.5% <0.020562%
Tix Ethyl ether < 0.1% <0.000623%
B B R Pl Acetone <0.5% <0.001825%
Residual solvent S NEE  Isopropanol < 0.5% <0.007311%
FH 3L T 24 Methyl t-butyl ether<<0.5% <0.000926%
1F &%t n-Hexane <0.029% <0.000461%
2.2 Mg Ethyl acetate <<0.5% <0.003102%
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L‘N?;Eﬁfrﬂiu 3#8 4k B 4= F1] 1k =2 3% 3 75 BR 4 =5

dely Hubei Widely Chemical Reagent Co., Ltd
VYIRS Tetrahydrofuran<<0.072% <0.001903%
S H %t Methylene chloride <0.06% <0.000364%
FH 2K Toluene <0.089% <0.002081%
T HZ Xylene <0.217% <0.005964%
7K Benzene <0.0002% <0.000018%
3um
W D(0.1) Tum
Particle size D(:5) 15m
D(0.9)
aE 98.0~102.0% 99.8%
Assay
& RS AT-P-0471-K [I5R EARAE
Conclusion ComplieswithAT-P-0471-Krequirements
fE7F W, TR FH. Huab s
Storage Preserve in tight containers and store in a dry place
Tester({t)): Zhangmin 54, Re-tester(Z1%): Wanghong £% = Director(E%): Liliang 5
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