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PR SAER TR NEpkn: i 61213044
Product Levamisole Hydrochloride | Batch #
E=HH HREH
.05. 2017.05.26
Manufacture Date slsbes Expiry Date 017.05
$rit
. 200KG
Quantity
Rt HH BELRTE
Storage Conditions Kept in closed container, protected from light
AR
5 . EUROPEAN PHARMACOPOEIA 7.0
Specification
LG H Test Items B ¥R/ Specifications Hroe £E R Results
[ Description]
4pam AemaEE R =R ES
Appearance White or almost white crystalline pawder. White crystalline powder
[2£5) Identification]
Ea 3755 3 A PR — B TFEME
IR Complies with reference spectrum, Complies
A [ 2 IE [ B TFEHE
Chloride Positive, Complies
[ H %4 R (HPLC) Related Substances(HPLC)1
BIRIR
- =0.30% 0.10%
Total Impurities
BABHRR
Individual Specified
FRA
<0.20% <0.05%
Impurity A
B
<0.20% 0.10%
Impurity B
#RC
<0.20% <0.05%
Impurity C
D
i <0.20% <0.05%
Impurity D
E
R <0.20% <0.05%
Impurity E

TEL:86-0519-6885159%

Bt R BT S AR HER 518 5
ADD.: No.18,Jinlong Road, Chunjiang Town, Xinbei District, Changzhou City, Jiangsu, P. R.. China 213127

FAX:86-0519-86395885
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TR AR TR EERREC emkng #= 61213044
Product Levamisole Hydrochloride | Batch #
EPH M
2013.05.27 :ﬁﬁ;’f{ﬁ% 2017.05.26
Manufacture Date Expiry Date ‘
. 200KG
Quantity
WA o o
Storage Conditions Kept in closed container; protected from fight
Ll
& ﬁ!&ﬁ EUROPEAN PHARMACOPOEIA 7.0
Specification
FEBE YR B Test Items HIEFR S pecifications I L RResults
HERMApE
, <0.10% <0.05%
Individual vnspecified impurities
Cmsmin e mam Fl SRS Y 7 .
Color and clarity of the solution ] Clear, not more intensely colored than - .
Complies
reference solution Y7.
{F#R %W Loss on Drying ] <0.5% 0.3%
[FRB& 514 Sulphated Ash ] <0.1% 0.1%
[E & BHeavy metals ] £20ppm <20ppm
(e (UF &) Specific
~121.0° ~ -128.0° -125.8°
optical rotation ]
[pH 1 pH value) 3.0-4.5 4.5
Y. .
[ &8 (UFRi) Assay (Dried 98.5% - 101.0% 69.5%
substance) ]

HiZA/BHE.

Git: RIBERIFSEPORE

Conclusion: The items tested meet the re

Reviewed by QA Manager/Date

'?‘f“é ‘ﬁf 7\
Ne&%py /

= s
HAEA/RAH.

Approved By Quality Director/Date

T 3 2L TR T S 1 8

ADD.: No.18,Jinlong Road, Chunjiang Town, Xinbei Districy, Changzhou City, Jiangsu, P R.. Ching 213127
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