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#it5 Batch No.: 03A00§S : elManufacture: 01/2021
% H¥ Date of Certificate: 10.05.2021 of Expiration: 01/2024
S 3 y . 5ml:100mg %
#4445 Report No.: S (C050) 210101 #i% Strength: Smi100mg Iron
FEHR GRS 0O B ARE
AR Standard: Iron Sucrose Injection In-house specification and USP specification
BB E FRERlE RREER
Test Item Specification Result
TR RSB IR E T ez
Description Brown-dark colloidal solution Conforms
45
Identification
A: B R & IER R RIERM
A: Iron Positive Positive
B: R NFEHE HEIE
B: Sucrose Conforms Conforms
: , Mw=34,000~60,000 Da Mw:50845
G ATE tor weiaht determination | M 224,000 Da My:35457
C: Molecular weight determination My/My 1.7 MM 1.4
AT BE y
Specific gravity 1.135~1.165(20C) 1.152
Turbidity 4.4~5.3 4.8
W
Alkalinity(mL 0.1 N hydrochloric acid | 0.5~0.8ml 0.6
VS/mL injection)
pH 10.5~11.1 (20°C) 10.9
EBE
Osmolarity 1150~1350 mOsmol/L 1290mOsmol/L
FEoM SR EREE L, @R H b
EOTE-NSRAN=NENEEY HIL SH
Absence of low molecular weight Fe In the polarograms_obtained in the Absent
(II) and Fe (III) complexes test for Limit of iron(1I), no additional
peaks are found
“HEET <049 B
Limit of iron (I1) <04% (W) 0.2%
BsZ 9 9 9
Content of Chloride (w/w) 0.012%:-0.025% 0:016%
MEANFER FEHE
Bacterial endotoxins <0:5 EU/mg Iron Conforms
FRESE (1/40), FHBEHMaM
ERd X et SE TFEME
Particulate matter Dilute injection(1/40), solution meets | Conforms
the requirements
T FamE HaIE
Sterility Conforms Conforms
HE ERIELTIRE. HEME
Volume Not less than the labeled quantity Conforms
JjE¥E Assay for Sucrose 260~340mg/ml 292mg/ml
4 & Assay for Iron 95.0%~105.0% 100.9%

it: AR ZEARES GRRIFERY, SRETEWE
Conclusions: This product conforms to the above specifications.
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