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REFEVE ST HIERRO SACAR N.SUCROSE INJECTION)
#itS Batch No.: 03A013 47 HH# Date of Manufacture: 09/2023
#4% B Date of Certificate: 08.10.2023 FEXY Date of Expiration: 09/2026
a A . 5ml:100mg %k
#4455 Report No.: S(C050)230901 ##% Strength: smi:100mg Iron
RERRPREST R Bhnit
WK Standard: Iron Sucrose Injection In-house specification and USP specification
RBHA | TRERLE RRER
Test Item Specification Result
R Rz Fykris BB AR A R HFEME
Description Brown-dark colloidal solution Conforms
%50
Identification
A: & M2 IERM EIERMN
A: Iron Positive Positive
B: &M M EHE TFEE
B: Sucrose Conforms Conforms
- Mw=34,000~60,000 Da Mw:54345
g: ;}TE 1 ight determination My 24,000 ba M Sbo2
sibroleeliar welg Mw/Mn <1.7 Mw/Mn:1.5
X N .
Spatitogiavity 1.135~1.165(20°C) 1.153
Turbidity 4.4~5.3 4.8
BEE
Alkalinity(mL 0.1 N hydrochloric acid | 0.5~0.8ml 0.6
VS/mL injection)
pH 10.5~11.1 (20C) 10.8
O=nialatity 1150~1350 mOsmol/L 1300mOsmol/L
EZMEREREE L, ’FHMmE
KA TFE-MEM=NENEED I T
Absence of low molecular weight Fe In the polarograms obtained in the Abssnt
(II) and Fe (III) complexes test for Limit of iron(IL), no additional
peaks are found
ZHEET <0 49 0
Limit of iron (II) =045 (W) Uit
i 5 o o
Content of Chloride (w/w) 0.012%~0.025% 0.016%
MANER ' FaE
Bacterial endotoxins =0l Tran Conforms
ST (1/40), PFHBRAEM
PNGL 2 e E TFEE
Particulate matter Dilute injection(1/40), solution meets | Conforms
the requirements
< HEME HEME
Sterility Conforms Conforms
#E REFFLOTIHRE. FEME
Volume Not less than the labeled quantity Conforms
REHE Assay for Sucrose 260~340mg/ml 297mg/ml
& & Assay for Iron 95.0%~105.0% 98.6%

2. ARRERGEHBERERERE, HRAGIE

Conclusions: This product conforms to the above specifications.
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