PRODUCT MAME:Sugammade: Sodinm{CA %2343 306- T9-6)

BATCH NUMBER: 20190104
TEST DATE: 20190 1A07

MG, DATE: 201%0 1004
RETEST DATE: 202001103

ANALYSIS SPECIFICATIONS RESULTS
ASSAY({on dry basis) 97.0%~102 0% 99.1%
IDENTIFICATION HPLC Conform
Solubility Freely doluble m  water,practically | Conform
insoluble in methanol ethanol and DMF.

Specific rotation +115% ~+1257 +123.1°
RELATED SUBSTANCES
Inpurity ST-R2 0.15%{ max) N.D.
Impurity SCT-R3 0.1 5% max) M.D.
Impurity SCT-R4 (40P max) 0.26%
Impurity SCT-R5 0. 30 max) 0.1%%
Impurity SGT-Ré 0.1 5% max) 0.13%
Impurity SGT-R7 0.1 5% max) 0.06%
Impurity SGT-R12 (.1 5% max) (.06%
(ther max. unknown mpurity (. 10F max) 07T
TOTAL IMPFURITY 2, (Fe(max}) 0.97%
{except SGT-R1)
PH 7.0-9.0 7.5
Clanty and color of solution Should be clear and colorless Conform
Effective Compent SGT-R1:3 0% max ) 1.32%
RESIDUAL SOLVENTS
Methanol EIL LT Ippm
Acetone SN NI,
N N-Dimethyl Formamide Balppm N.ID,
Content of Sodium T.6%~ 9. 3% 5.9%
DESCRIFTION White to Ofi-white powder Conform
Heavy Metals 20ppm { max ) = 20ppm
Loss on drying 1005 (max ) 43%
Bacacterial Endotoxins =03EL/mg MN/A
Microbial Limit Total Aerobic= 100cfu/g MN/A

] Total Yeasts and Molds == 100cfuf/g /A

STORAGE

Preserve in  well-closed llgM#-.

refrigerated at 2° to 8°

|ners. store

Conclusion; It conforms to above specification,




