Bk 7 5 ¥ HIERRO SACARATO (IRON SUCROSE INJECTION)

#it 5 Batch No.: 03A014 A HH#H Date of Manufacture: 11/2023
#4 H# Date of Certificate: 23/05/2024 &M Date of Expiration: 11/2026
) . 5mli:100mg ¥
#1545 Report No.: $(C050)231101 #if Strength: 5ml:100mg Iron
TR S T AR
KRR Standard: Iron Sucrose Injection In-house specification and USP specification
rRmH PRAERLE RIS R
Test Item Specification Result
iR R AR R E R FTHaEME
Description Brown-dark colloidal solution Conforms
£5
Identification
A: % R 8 IR 2ERRM
A: Iron Positive Positive
B: ¥ R & H5E FEE
B: Sucrose Caonforms Conforms
. Mw=34,000~60,000 Da Mw:55691
g: I'-f:l}Ti I ight determination M 224000 Da My 7L
¢ FRNGuar W9 Mw/Muy <1.7 Mu/Mu: 1.5
AR A i
Specific gravity 1.135~1.165(207C) 1.152
Turbidity 4.4~53 48
WA
Alkalinity(mL 0.1 N hydrochloric acid | 0.5~0.8ml 0.7
VS/mL injection)
pH 10.5~11.1 (20C) 10.9
BEE
Osmolarity 1150~1350 mOsmol/L 1280mOsmol/L
E_MEAERER L, BH A
ESFR-_MEN=MEHESD HH e
Absence of low molecular weight Fe In the polarograms obtained in the At
(II) and Fe (III) complexes test for Limit of iron(I1), no additional
peaks are found
—HhEET 0 .
Limit of iron (II) Sle ) 0.2%
ﬂ{‘t% Of- 0 0,
Content of Chloride (w/w) 0.012%~0.025% 0.018%
MEAER FEHE
Bacterial endotoxins =05 Elimg fren Conforms
BB (1/40), FIBERTER
R £ THaHE
Particulate matter Dilute injection(1/40), solution meets | Conforms
the requirements
K FEME ez
Sterility Conforms Conforms
i HEIBLTHTE. framE
Volume Not less than the labeled quantity Conforms
FEF Assay for Sucrose 260~340mg/ml 285mag/ml
41 Assay for Iron 95.0%~105.0% 98.8%

Zid: AGEESGEHARREERE, SREEM

Conclusions: This product conforms to the above specifications.
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