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JIANGSU JUMPCAN PHARMACEUTICAL CO LTD

Add: Baotawan Daging west Road Taixing China

CERTIFICATE OF ANALYSIS

,‘ Product - PRILOCAINE BASE

. , |
| Batch No. . 16021305 Mfg. Date : 2016.02.13 1
. !
| Approval Date : 2016.02.25 Exp. Date . 2019.02.12
"Tests Results Specifications !
white, crystalline i
Ao powder A white or almost white, crystalline powder |
‘ - ] . Slightly soluble in water, very soluble in i
; Selabiiity Compliss acetone and in alcohol i
36.7C~38.3C Melting point: 36TC~39TC
| Identification ; .
1‘ Complies By IR, to match with the working standard
‘ - .
] Complies By TLC, to match with the working standard |
| TEST %
[ Optical rotation 0° —0.40°~+0.10° v‘
; O-Toluidine Meets test <100ppm
| <0.01 Impurities B<0.01%
1 o ;L s i
E Related substances Absent impurities G<0.15% ;
‘ o . |
‘ " 0.04% individual unspecified impurities: <0.10%
| O 044% Total impurities<g.2% |
g‘ Heavy metals 8.0ppm < 20 ppm
| Sulpihoc amh 0.08% <0.1% |
R 0.07% <0.5% |
‘1 : . |
| Rasay 99.82% 99.0%~101.0% |
L 4
¥ Conclusion : The product meets the specification of EPB 3 ;\. ﬁ g
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