CERTIFICATE OF ANALYSIS

Product: Cisatracurium Besylate[CAS:96946-42-8]

Batch No: 20150221

Manufacturing Date: Feb., 2015
Expiry Date: Feb., 2017

Quantity: 6800 Grams

TEST STANDARD RESULTS
(l)l.‘\!)pearanfe: White to off-white powder, odorless, Conforms
ygroscopic.
Characteristics (2)Solubility: Freely soluble in chloroform and ethanol, Cosliamss
’ soluble in acetone, sparingly soluble in water.
(3) Specific rotation:  -35° ~ 45°, 445
(C=10mg/ml, 0.1mg/ml benzene sulfonic acid) X
(1) Dissolve with dilute hydrochloric acid, dropwise dilute
bismuth potassium iodide TS, yellow precipitations Conforms
Identification will be produced.
(2) HPLC Conforms
3) IR Conforms
Acidity PH3.5-5.0 4.2
Clear and colorless,
S g If the solution shows turbidity, it should not be stronger .
Qlarity and color of sulution than No.1 turbidity standard. If the solution shows color, Conforms
it should not be darker than Y;.
Methyl benzenesulphonate NMT 10ppm Undetected
Sulfate NMT 0.05% <0.05%
(1) Trans-Trans isomer: NMT 0.5% 0.01%
(2) Cis-Trans isomer: NMT 0.5% 0.02%
Belated suliotomces (3) Mono-quaternary ammonium salt:NMT 1.5% Undetected
(4) Any other individual impurity: NMT 1.5% 0.09%
(5)Total impurities excluding of Trans-Trans and 0.54%
Cis-Trans isomers: NMT 5.0% et
Ouvical lesanees (1) SS-isomer: NMT 1.5% 0.08%

P ) ) (2) RS-isomer:  NMT 1.0% 0.07%
Loss on drying NMT 2.0% 1.6%
Residue on ignition NMT 0.2% 0.06%
Heavy metals NMT 20ppm <20ppm

Residual solvents

Acetonitrile: NMT 410ppm Undetected
Dichloromethane: NMT 600ppm Undetected
Toluene: NMT 890ppm Undetected
Assay: 95.0~102.0% 99.6%

(calculated on the anhydrous basis)

Conclusion:lt Complies with the Enterprise’s Standard



