CERTIFICATE OF ANALYSIS

1Y Page 11

EREW: WMYREE
Produet Name:Ropivacaine hydrochloride
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Manuf Date:
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i35 A . 2018, 06, 23

Bateh NO.: . Uiy | Report Date;
RS ALBOGSO l\h Ry .,/ 1AM 2020, 08, 15
COA NOL: R Valid to:
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Specification:In-house

Fa i sk b Analytical Results

TiH i S bt R
Item Acceptance criteria. Result
fiEaAR ERCEETRLE S A BB A T A
Character White crystalline powder White crvstalline powder
i Wk e
Solubility Soluble in water Conforms
i € S by U g L T RS e L5l P — 3
Identifcation IR Spectrum Sample should concordant with spectrum of standard concordant with spectrum of standard
S 1 S UL B
It gives a reaction of cliloride Forward resction
i Ee TR FE
Solution clarity The solution is elear The solution is clear
KA 5. (F~6, 0% 5. 2%
Water
pH 4, 5~6.0 4.8
g = | Oppm =< 1 0ppm
Heavy Metals
A4ER A = | Dpspm 00, Gppn
Impurity A
Al B =0, 5% Akl ND
Impurity B
A 4 A1 L= 5 Bupivacaine) =0, 2% AL ND
Related substances AE 85 B (Unspecilied impurity) 0. 1% 0. 0%
A5 4% Total impurities) =0, 5% {1, 08%
LT MM CAcetone) =0, 5% 0, 009%
Related substances 1% 45 1 -bromopropanc =00, 5% Ak ND
TR SE T B (Methyl isobuty] ketone)=10, 5% 0. 0004%
G 98, 5%~ 101, 0% (BRI 99, 6%
Assay { Caleulated on the anhydrous subslance )
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