Reported by: W

geta

HEBEI YIPIN P CO., LTD.
Product Name Sevoflurane ] CP031-C031250401
Batch No. C031250401 Xﬁ 3600.0kg
Mfg. Date 2025.01.24 2027.12
Specification USP 47 2025.08.04
Test Items Specification Results Conclusion
. . .. Clear, colorless, volatile,
Description Clear, colorless, volatile, nonflammable liquid. nonfl ble liquid. Conforms
: . : opd : Slightly soluble in water.
tl ater.
Solbility | - gatly soluble in water. Miscible with Miscible with alcohol, with | Conforms
alcohol, with chloroform, and with ether. chloroform, and with ether.
Identification | Identification by IR Meet the requirement Conforms
Reffactive | | 5745-1.2760 at 20° 1.2754 Conforms
Index
Acidity or The aqueous layer requires NMT 0.10 mL of | 0-04mL of 0.010N
A 0.010 N sodium hydroxide or NMT 0.60 mL of | hydrochloric acid for Conforms
Alkalinity | 9,010 N hydrochloric acid for neutralization. | peurralization.
Limitof | \MT 2 pg/mL. 0.01pg/mL Conforms
Fluoride ,
Limit of
Nonvolatile | NMT 1.0 mg 0.2mg Conforms
Residue
Organi Sevoflurane related compound A NMT 25 ug/g | 3ug/g
I uzmn; Any other single impurity NMT 100 pg/g 12ug/g Conforms
P Total impurities NMT 300 pg/g 2Tug/g
Water NMT 0.1% 0.05% Conforms
Assay - C4H5F;0: 99.97%~100.00% 99.997% Conforms
End Of Report

Conclusion: It conforms to USP 47.
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HEBEI YIPIN PHARI\}ACEUTICAL CO.,, LTD.
CERTIFICAT &ANA;.YSIS

Product Name Sevoflurane | ;™ | Report Number CP031-C031250405
Batch No. 031250405 \ Batch Quagtity 3600.0kg
w A ii’wj : L ;‘;‘
Mfg. Date 20241006 1™ ‘Exp.Date 2027.09
Specification USP 47 Report Date 2025.08.04
Test Items Specification Resuits Conclusion
.. . .. Clear, colorless, volatile,
Description | Clear, colorless, volatile, nonflammable liquid. nonfl ble liquid. Conforms
; ; o : Slightly soluble in water.
lubl ter. Miscible with
Solubility | Suenty soluble in water. Miscible Miscible with alcohol, with | Conforms
alcohol, with chloroform, and with ether. chloroform, and with ether.
Identification | Identification by IR Meet the requirement Conforms
Refracti
SHACVE ) 1 2745~1.2760 ar 20° 1.2753 Conforms
Index
Acidity or The aqueous layer requires NMT 0.10 mL of | 0-05mL 0f 0.010 N
. 0.010 N sodium hydroxide or NMT 0.60 mL of | hydrochloric acid for Conforms
Alkalinity | 0,010 N hydrochloric acid for neutralization. | peutralization.
Limit of
NMT 2 0.04pg/mL Conforms
Fluoride hg/ml ke
Limit of
Nonvolatile NMT 1.0 mg 03mg Conforms
Residue
Oreanic Sevoflurane related compound A NMT 25 ug/g | Not detected
Imriritie Any other single impurity NMT 100 pg/g 33ug/g Conforms
PUTRES | Total impurities NMT 300 pg/g 3Sug/g
Water NMT 0.1% 0.07% Conforms
Assay CH3F70: 99.97%~100.00% 99.996% Conforms
End Of Report

Conclusion: It conforms to USP 47.
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