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CHANGZHOU SUNLIGHT PHARMACEUTICAL CO.,LTD

BEBERER

Certificate of Analysis

Product name: Benzocaine

Date of manufacture:

Date of Expiry :

PR FIERE A= H M Jul.17,2017 BRMAZE: Jul16,2019
Package: 25kg/Fiber drum Batch number: Quantity:
3k, 25kg/ A #£5:C0011707008 et 75kg
Testing specifications P9 Series number of testing N———
K5 b K HS
Items tested Specification Result
g LBy Fkk b v R EEES
Appearance: White or almost white, crystalline powder or .
White crystals
colorless crystals
N o ehasbabe B
SR EBHRVTFEHESE SRR, LGRS
Characters . ) B :
VR Solubility: Very slightly soluble in water, freely soluble in Conforms
’ ethanol(96%).  EMRMEARBIET K, FET ZEE(96%) 1 EE
Infrared absorption spectrum therewith corresponding
Conforms
spectrum -
e
LLHh R R 7 5 0 T PR i — B
Loss on drying FgkE <0.5% 0.1%
Sulphated ash B2 5 7&K <0.1% 0.02%
Assay(dried sufsta\nce) 99.0-101.0% 5,35,
o8 AR
Pd 40 <lppm 0.01ppm
Heavy metals £ /R Not more than 0.001%/R75#23Z 0.001% Conforms & ¥lE
Not less than 90% of particles pass 20 mesh o
Granularity A 20 B I RO B R AT 90% ’
L Not more than 90% of particles pass 40 mesh -
i 40 B I B BB R A EARTF 90% -
Related substances AEBEAIF Any unspecified impurity<0.10% 0.0036%
HRYR 44/ Total impurities<0.2% 0.004%
Total aerobic microbial count -
Y Not more than 10°cfu/g A13iiT 10°cfu/g <10 cfu/g
FER S H(CP)
Total yeasts and molds count
Y . Not more than 10%cfu/g FEHET 10%cfu/g <10 cfu/g
E B RN 2 2(CP)
4 4 R 57 (CP) No live mite and mite eggs are detected. Notd o
Live mites and mite eggs 7 ) . . ot detected Rt
AN L T A 5 5
E.Coli KfpiZ#H(CP) Negative A4 H Not detected A H
Staphylococcus aureus 43 27 % BR & (CP) Negative 754 H Not detected 4 H
Pseudomonas aeruginosa 49 £¢{R #.fil & (CP) Negative T{E}PLE'/‘ 7 TN Not detected A& H!
7 /,
Conclusion 5% ﬁ)hhﬁ ﬁ\\
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COS No.: R1-CEP 2004-008-Rev 04 = !
ADD: 216 Yunnan West Road, Benniu Town, Xinbei District, Changzhou 'ty,% &&sﬁfl?révmdé 218134 China




