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fRikd# Standard: Iren Sucrose Injection In-house specification and USP specification
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Test Item Specification Result
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Description Brown-dark colloidal solution Conforms
b3
Identification
A: & Fi @ F 5 BERE
A: Iron Positive Positive
B: HETE Bifi & e FamE
B: Sucrose Conforms Conforms
c: 478 Mw=34,000~60,000 Da Mw: 54570
: My 224,000 Da Mu: 35554
C: Molecular weight determination M/My <1.7 Miw/Ma: 1.5
HindHE o =
Specific gravity 1.135~1.165(207C) 1.149
M
Turbidity 4.4~5.3 4.8
L1
Alkalinity(mL 0.1 N hydrochloric acid | 0.5~0.8ml 0.7
VS/mL injection)
pH 10.5~11.1 {20°C) 10.8
#AE B
Osmolarity 1150~1350 mOsmeol/L 1285mOsmol/L
EfrimEEuE L, Bt
E4TFR-EN={repEey i FH
Absence of low molecular weight Fe In the polarograms obtained In the Absent
(I1) and Fe (III) complexes test for Limit of iron(II), no additional
peaks are found
i T
Limit of iron (1) SOARAN) heto
Ficth
Content of Chioride (w/w) 0.012%~0.025% 0.016%
ET RS S FamE
Bacterial endotoxins Shosean Conforms
MMM (1/90), FAEHTESMR
FEtmn = FamE
Particulate matter Dilute injection(1,/40), solution meets | Conforms
the requirements
W fFamE e
Sterility Conforms Conforms
i ERTRLTHETRR. FeaE
Volume Mot less than the labeled quantity | Conforms
BENE Assay for Sucrose 260~340mg/ml 282mg/ml
-5 ik Assay for Iron 95.0%~105.0% 100.6%
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