ﬁﬁ Hangzhou Huarong Pharm Co.,Limited

No. 5 Yongfuqgiao Road, Gongshu District, Hangzhou, Zhejiang Province, China.

TEL: 0086-571-86758373

CERTIFICATE OF ANALYSIS

Product : Sugammadex Sodium (SGPT)

FAX: 0086-571-81131109

Quantity :  18.5Kg Manufacturing Date :  Feb.19,2023
Batch NO. : SGPT-701-230203 Retest Date : Feb.19,2025
Tests Specifications Results
Appearance White or off-white powder White powder
o A. Retention Time: Similar to Reference Substance Complies
Identification
B. IR: Similar to Reference Substance Complies
Specific Rotation +115°%=+125° +124°
Alkalinity pH:7.0~8.5 T
Clarity of solution Should be clear Clear
Color of solution Absorbance: <<0.5 0.12
Chloride <0.1% Complies
Loss on drying <6.0% 4.29%
SGPT-F /SGPT-W=<:0.15% 0.07%
SGPT-A<2.5% 0.77%
SGPT-D<0.15% 0.09%
Related substances | SGPT-E<0.15% Not Detected
SGPT-J <0.15% Not Detected
Any unknown impurity <0.10% Not Detected
Total impurities (except SGPT-A)<1.0% 0.16%
Methanol<0.3% Not Detected
Residual solvents [
Acetone<<0.5% Not Detected
Residual solvents 11 | Ns N-Dimethylformamide<0.088% Not Detected
Dimethyl sulfoxide<<0.5% 0.10%
Glacial acetic acid <0.5% Not Detected
Na 7.6%~9.3% ( Calculated on the dried basis ) 8.5%
TAMC<10’cfu/g <10CFU/g
Microbial Limits TYMC=10cfu/g <10CFU/g

Absence of Escherichia coli (1g)

Not Detected
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