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KB 54 Standard:
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Iron Sucrose Injection In-house specification and USP s

ecification

BRERS

Bocumantary Coadit Namibers 01000CI705066 &R H Date of Issue: 190517
Lok U] e E HaGE R
Test Item Specification Result
R R AR AR AR HaleE
Description Brown-dark colloidal solution Conforms
#5
Identification
A: & i 2 1IE R BERR
A: Iron Positive Positive
B: 5k MfFEHE FaiE
B: Sucrose Conforms Conforms
h My=34,000~60,000 Da Mw:55718
g: r-j‘l}o:i.-?ular weight determination My 229,000 Da My:36980
: Mw/My 1.7 Mw/Mu: 1.5
AR
Spedific gravity 1.135~1.165(20°C) 1.151
g =1
Turbidity 4.4~5.3 4.8
BA
Alkalinity(mL 0.1 N hydrochloric acid | 0.5~0.8ml 0.6
VS/mL injection)
pH 10.5~11.1 (207C) 10.9
Osmolatity 1150~1350 mOsmol/L 1310mOsmol/L
EoMrEREREE L, A AN
‘O TE-NMEH=NENEEY HIE FH W
Absence of low molecular weight Fe In the polarograms obtained in the Abs:nit
(II) and Fe (III) complexes test for Limit of iron(II), no additional
peaks are found
ZHEET
Limit of iron (II) =04% WY i
ik
Content of Chloride (w/w) 10125 Al025% s
iRy eI
Bacterial endotoxins i Eufing tien Conforms
REEMT (1/40), FABEERER
AE SR & FEE
Particulate matter Dilute injection(1/40), solution meets | Conforms
the requirements
Xl TFEHE FEHE
Sterility Conforms Conforms
Eo3 EREAARLTIORE. TEE
Volume Not less than the labeled quantity Conforms
RESE Assay for Sucrose 260~340mg/ml 273mg/mi
&k Assay for Iron 95.0%~105.0% 102.2%
g AGEEBGIENBERERY, SREFEHE

Conclusions: This product conforms to the above specifications.
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