HEREELE STV HIERRO SA BUCROSE INJECTION)
#t5 Batch No.: 03A015 “apil H 08/2024
4 HHE Date of Certificate: 13/01/2025 %% Date of Expiration: 08/2027
. . 5ml:100mg &
HE4S Report No.: S(C050)240801 #l# Strength: SmbA00mg lron
FEBR e A U B Amv
BRI Standard: Iron Sucrose Injection In-house specification and USP specification
RRIME RERLE KRR
Test Item Specification Result
g2 Rz Aatz48 R VA T ez
Description Brown-dark colloidal solution Conforms
%5
Identification
A: ¥ 2 1E R R BERMN
A: Iron Positive Positive
B: FEFE R & 32 TFEMmE
B: Sucrose Conforms Conforms
. Mw=34,000~60,000 Da Mw:45374
C AR eioht determination | M 224000 Da M:29631
3 TIOVRCLMAT MieiiIs DelaTRnaTT | msite <31.7 Mw/Mx:1.5
AARTE AE 5
Soacific gravity 1.135~1.165(20°C) 1.152
A
Turbidity 4.4~5.3 4.8
WE
Alkalinity(mL 0.1 N hydrochloric acid | 0.5~0.8ml 0.7
VS/mL injection)
pH 10.5~11.1 (20°C) 10.9
BEE :
Osmolarity 1150~1350 mOsmol/L 1290mOsmol/L
EZMemERER L, BFH M
EATER_MHEN=MEHESY HIm P
Absence of low molecular weight Fe In the polarograms obtained in the Absent
(II) and Fe (I1I) complexes test for Limit of iron(II), no additional
peaks are found
—HEET 040
Limit of iron (II) =04% ) il
"k b
Content of Chloride (w/w) 0.012%~0.025% 0.016%
MENEE FEME
Bacterial endotoxins <0.5 EU/mg Iron Conforms
MRESHE (1/40), FiBERAEH
R 5E fFaHsE
Particulate matter Dilute injection(1/40), solution meets | Conforms
the requirements
FE HEHE FaE
Sterility Conforms Conforms
E23 BBELELTIHRRE. ez
Volume Not less than the labeled quantity Conforms
FE 5% Assay for Sucrose 260~340mg/ml 292ma/ml
ﬁﬁ! Assav for Iron 95.0%~105.0% 100.4%

Concluslons Thls product conforms to the above specifications.
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