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Product Name Epinastine Hydrochlori de F=3 @ Batch NO. 001081
e & B . N[TR] ErEs
. 93.2k; e N\ 2013408 H 09
Quantity = < kﬁ A 4> ,/Manufacturing Date FIBEE
: 37 7l E 7
| V&Y P 1%
LB 25kg/H \ N | 2% 5 20154708 108 H
Packing 25kg/Drum evmereere Retest Date
KgAK YE i 5
EP7.0 201 14
Test Standard Report Date DIGRIBL14H
KRR E Items FRYERISE Specifications KEL R Results
[#:1R ] Description
PhEBESE A SRR, BREREMN SRERZT TN ETViE S
53 Appearance . X : : ; .
White or almost white,hygroscopic, crystalline powder White crystalline powder
MAET KR, KET_EFE, MET2R o
e it Solubility Freely soluble in water and in methanol,sparingly soluble in c = f
methylene chloride,slightly soluble in acetonitrile ontorm
[%5]] Identification
2% FHIR B B 1 5 2 R K U 1TV T Aol i e 1 — 3 e A
e FrERe
L ANER] IR The sample’s IR spectrum is accordance with the reference Conf
spectrum of Epinastine Hydrochloride Qo
== ] =2
4L Chloride E‘Z;qa%k%%ﬁ’]éﬁﬂ)iﬁj _tIE.Jiﬁ_‘A"
Positive Positive
(A1 Tests
2 o ;i NFFEILE FrE e
RERABL Acidity or alkalinity Meets the requirements Conform
A Impurity A I AN5120.2% Not more than 0.2% Fird <LOD
; Z%JiiB Impurity B N A183420.3% Not more than 0.3% KEH <LOD
BRI
Related Substances HAMER 2
LEAERA R R A15140.10% Not more than 0.10% 0.03%
Any other impurity
A&7 Total impurities NANTEiE0.7% Not more than 0.7% 0.11%
48 Heavy metals MNANE3$20 ppm Not more than 20ppm <10ppm
TR Loss on drying W A18id 1.0% Not more than 1.0% 0.3%
iR £ K 4 Sulfated ash W AN18120. 1% Not more than0.1% 0.07%
F¥ Methanol M ANE1£3000ppm Not more than 3000ppm K H <LOD
Z.F% Ethanol [ A48 5000784812 5000ppm  Not more than 5000ppm FHrH <LOD
=1 NS |
ﬁﬁggﬁj PYS kI THF W AN 720484838 720ppm - Not more than 720ppm FKKrH <LOD
Residual solvents
=S FHT Chloroform M. AN#33360ppm Not more than 60ppm it <LOD
ZFEWH DMSO N AE125000ppm Not more than 5000ppm 647ppm
(58] (UFRID 99.0% ~101.0% L00:0%
Assay (on dried substance) 99.0% to 101.0% e
(4] AMKEPTORE, &SR FoHE
Conclusion The tests conform to the specification of EP7.0
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