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CHANGZHOU SUNLIGHT PHARMACEUTICAL CO.,LTD

BEREE
Certificate of Analysis

Product name: Benzocaine Date of manufacture: Date of Expiry :
PR FERA £ A Jun.10,2017 HRIE%E: Jun.09.2019
Package: 25kg/Fiber drum Batch number: Quantity:
4% 25kg/ AUk {tt+5:C0011706008 ik 100kg
Testing specifications —_ Series number of testing T —
s brk et ) j
[tems tested Specification Result
BamiA R bR R NSRS
Appearance: White or almost white, crystalline powder or .
. White crystals
colorless trystals B
El it B = {é‘% rﬂl
SRR e LT H BB R, dRBs s
Characters . - - -
Wi Solubility: Very slightly soluble in water, freely soluble in Conforms
- cthanol(96%).  iEMRTEMERE T K, it T Z.8H(96%) FEeME
Infrared absorption spectrum therewith corresponding
. Conforms
spectrum
e MLsE
LL5M IR B 1 5 %o R i — i
Loss on drying |-## 4 i <0.5% 0.1%
Sulphated ash % £ 2% <0.1% 0.02%
Assay(dried substance) 99.0-101.0% 089,

i (LR

Pd £

<lppm

Not detected A4 i1}

Heavy metals i &/

Not more than 0.001%4~#4#id 0.001%

Conforms {4 HE

Not less than 90% of particles pass 20 mesh

. e 100%
Granularity it 20 B R IIEIH B KR AT 90% ’
P fEE Not more than 90% of particles pass 40 mesh 5 3
e - 52.
RESEIE 40 B IR 09U BB R A KT 90% i
Related substances AHIANJ4H Any unspecified impurity<0.10% 0.0030%
EEP vl K245 Total impurities<0.2% 0.003%
Total aerobic microbial count N o .
. Not more than 10%cfw/g AS{3iHT 10°cfu/g <10 cfu/g
EEEN PR (@)
Total yeasts and molds count
Not more than 10%cfw/g A7##E 10%cfu/g <10 cfu/g

Y BFR AR 6 2 25(CP)

Live mites and mite eggs 554

JLEESR(CP)

No live mite and mite eggs are detected.

APHE I E S 5R

Not detected A&k {H

E.Coli KA (CP)

Negative A#HEE

Not detected A4

Staphylococcus aureus 4 3 27 & EK ¥ (CP)

Negative X:ﬁ{"’iﬂj,-

Not detected A& i}

Psecudomonas acruginosa

A4 B T (CP)

Negative T M

Not detected A4 K i}
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Reporter #
A 17

QC Director
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2017-08-22
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ADD: 216 Yunnan West Road, Benniu Town, Xinbei District, Changzhou' Clly Jmng,su Provmcu 213134 China




