QR-522-02

Product Name Dextrose Anhydrous Grade Injection Grade
e ToK i % b 2 pa I
Batch No. Batch Quantity
A 202307042 P 150000kg
Manufacture Date July 30, 2023 Expiry Date Two years
A7 1 202347 A 30H A B LR
Packing fu3E 25kg/per bag 4%
USP_ 43 and CHP_2020 requirements
IN LA i =vey
Standard {55 i USP_43 frife S 4 2581 2020 i
Items &#7 Standard 7 Results &3
A. Meets the requirement/i# & ZK Confirm

Identification %%

B. The principal peak from the Sample solution is
similar in retention time and size to the principal peak
from Standard solution A
A A VA T £ PR R WA AR BRI RD L R/ b SRR HEVE TR A R

The principal peak from the
Sample solution is similar in
retention time and size to the
principal peak from Standard

P 3= AR AR solution A
C. Water /K7 <1.0% 0.06%
Assay FiE 97.5%-102.0% 99.6%
Maltose and Isomaltose 0.02%
F AR R E AR SN <0.4% '
Maltotriose % 3 —§#44 /i <0.2% 0%
Related Substances S
N MEaR i <0.159 9

Unspecified RA1%451<0.10% 0%

Total Impurities &7%)i<0.5% 0.02%

Color and Clarity of Solution
BTG

The sample solution is clear and not more intensely
colored than the reference solution
WHRETE B RT S H RN

The sample solution is clear
and not more intensely colored
than the reference solution

Conductivity HF%

<20 pS/cm

2.9uS/cm

Dextrin #it&

The sample dissolves completely

The sample dissolves

B 58 A I AR completely
Aem?%’%&“”t <1000cfu/g <10cfu/g
Mz?écg Ha%%a;s <100cfu/g <10cfu/g
Escjf;%i;’;jgcmi Negative Not detected

Conclusion:The products meet the requirements of USP 43 and CHP2020 requirements.
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