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Certificate of Analysis for Betadex Sulfobutyl Ether Sodium

MEBHS: 25108016
o A
#tSLot Vo. SB250102 Package Specification 20 kg/#Drum
%7 H#iManu Date  {2025.01.09 09.Jan.2025 |B X HAEExpiry Dute 2028.01.08  08.Jan.2028
#itE Lot Quantity 258.43kg & & B fiAReport Date 2025.01.18  18.Jan.2025
— o g AV ARHEFIUSP-NF2024 .
Fr 3 Standard Enterprise Standard and USP-NF2024 ER 4 FRecord Code 25108016-25108030
I3 H Item fa#7Specification RIS 25 B Result
HBETM A COFRICHE) )
$MlAppearance BEHLFEEERINF 5P i SERRRBR
White to off-white, amorphous powder (USP) P P
2 O LTS MR B R 5 % R A A S
VR —H A0
LHABR The infrared absorption spectrum is consistent # & #5E Conform
with that of the Standard
R O R 2 0 ) 3R B B[R L S5 A PR AR B
B —2
] HPLC The retention time of the major peak of the HE&HE Conform
Tdentification Sample solution corresponds to that of the
Standard solution
P ERARRE RLF & P B ARBE A E
Average Degree of Meets the requirements of the test for Average 16-&#5E Conform
Substitution Degree of Substitution
# Sodium B8 X N Gives the reactions of Sodium FFE#LE Conform
. § . . BZ Y& ¥ The solution is clear and essentially A
LA L Clarity of Solution free from particles of foreign matter #&#LE Conform
A E RREADIT, %) -
Assay (Calculated on the anhydrous basis) 95.0~105.0 99.5
H £ JBHeavy Metals (ppm) <S5 <5
fEthFTHH%E Beta Cyclodextrin (Betadex)(%) <0.1 0.011
1, 4-T tT% PIEH1,4-Butane Sultone (ppm) <0.5 0.022
F{L4#HSodium Chloride (%) <0.2 0.0069
4‘%5—1—’%"1 —FNEﬁ <
4-Hydroxybutane-1-sulfonic Acid (%) S0.09 A Absent
B 4T E) B <0.05 4t Absent

Bis(4-sulfobutyl) ether Disodium (%)

A 3 B F Bacterial Endotoxins(EU/mg)

feet=ilot

The Total Aerobic Microbial Count (cfu/g)
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we (B
#5Lot No. SB250102 Package Specification 20 kg/tDrum
%7 B #iManu Date  [2025.01.09 09.Jan.2025 | BHIZE Expiry Date 2028.01.08  08.Jan.2028
ft:ELot Quantity 258.43kg it & B #AReport Date 2025.01.18  18.Jan.2025
. AVARAERIUSP-NF2024 .
bR 3B Standard Enterprise Standard and USP-NF2024 iE%4i S Record Code 25108016-25108030
9 H Item B #RSpecification R4 R Result
BRMEGR
The Total Combined Molds and Yeasts Count <50 <10
(cfu/g)
K #%: 7% #iEscherichia Coli 18K tH Absent KA HAbsent
R Average Degree of Substitution 6.2~6.9 6.5
I 0.0~0.3 0.00
I 0.0~0.9 0.49
m 0.5~5.0 225
v 2.0~10.0 6.68
%Peaks I-X A% 10.0~20.0 13.26
(% WETHTR Peak Area)
VI 15.0~25.0 21.52
v 20.0~30.0 2438
Vi 10.0~25.0 19.38
X 2.0~12.0 9.27
X 0.0~4.0 277
pH 4.0~6.8 6.5
7K4} Water Determination(%) <10 4
% #®: AR WIRERIUSP-NF202400 %, ERTERAHE <E&K>
Conclusion; Complies with Enterprise Standard and USP-NF2024 (For Injection) ——
REEDy: JAOMD  THE Recheok: g8 VB Direotor: 542N
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