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Certificate of Analysis

CHANGZHOU SUNLIGHT PHARMACEUTICAL CO.,.LTD

Product name: Benzocaine
PE R AR

Date of manufacture:

AFE . Jan.27.2011

Date of expiry :
AR E: Jan.26,2013

Package: 25kg/Fiber drum Batch number: Quantity:
fudl. 25kg/AUHAD fit5: €5031102001 $45:1000kg
Testing method USP32 No. 7 T —
(K58 T7 %) (€t 2 )

Items tested Specification Result
CREIT D (HURS BRAE) R 25 530
Characters A white, crystalline powder or colorless crystals. A white crystal.
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Identification

(%5E)

IR should comply with the reference standard spectrum.
(LLAM i R 5 0 1 o () 1% —30)
UV should comply with the reference standard spectrum.
(AN 5 0 R P — 20
An orange-red precipitate is performed.

(CER- G RN A A £ (O TE)

IR complies with the reference standard spectrum.
(LLAM S 5 % R B i — 20
UV complies with the reference standard spectrum.
(A xR i — 20
An orange-red precipitate is performed.

(TR 4 A B AL (0T

Melting point (J%s3) 88 -92°C 90.5-91.0C
Loss on drying Not more than 0.5%
. o 2 - 0.16%
(K E) (A 0.5%)
Readily carbonizable
The resolution has no more color than matching fluid A. Conform
Substances T Ao 3ot RSB ) e
B IO AN R T3 TR (FFE
(TR s
Residue on ignition Not more than 0.1%
st B e 0.08%
(JR k) (AR 0.1%)
Heavy metals Not more than 0.001% Conform
(E @) (AT 0.001%) (FFERLE)

Chloride(Z 64

Conform(# & 7E)

Conform(F {3 i 5E)

Assay (HPLC)

o 98.0%-102.0% 99.98%
()
Ordinary impurities Conform
. <1%
(— Mg A=) (FFEHLE)
Reaction Conform Conform
(1L 2N (& BLE) P —— (FraRLE)
Conclusion Que?ﬂ{d’f-.. Pay By %)
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Analyst Check A QA Cfliéfi' % © Date ois
f o’ Feb.12,2011
(L3 B (@/W’ 7 % R AT M ’z H
Note: Not produce in GMP workshop " (




