Nanjing Hencer P

Certifica
REPEERE ST HIERRO SAC

#t5 Batch No.: 03A010 / Manufacture 01/2022
#4 H# Date of Certificate: 12.04.2022 Wf Expiration: 01/2025
. . 5ml:100mg %
#4545 Report No.: S (C050) 220101 #i#% Strength: 5ml-100mg Iron
ERSGEHBRERE |
WA Standard: Iron Sucrose Injection In-house specification and USP specification
BB E FRAERLE REER
Test Item Specification Result
LE2/N ARSI R HFaE
Description Brown-dark colloidal solution Conforms
%57
Identification
A: & ME2IERM EERM
A: Iron Positive Positive
B: FEdE RFFEIE HFelE
B: Sucrose Conforms Conforms
g Mw=34,000~60,000 Da Mw:50894
g: ﬁTE it sl deforminaiion My 224,000 Da Mn:33999
dRgicelaF et acisInnnIn [ ety Mw/Mx:1.5
HAXEE ;
ShGHic Grevity 1.135~1.165(20°C) 1.152
Turbidity 4.4~5.3 4.8
BB
Alkalinity(mL 0.1 N hydrochloric acid | 0.5~0.8ml 0.7
VS/mL injection)
pH 10.5~11.1 (20°C) 11.0
BEE ) )
Osmolarity 1150~1350 mOsmol/L 1200mOsmol/L
E-_MEREREE L, ’RELME
KA TFE-MEM=ENEEY HI v
Absence of low molecular weight Fe In the polarograms obtalned in the Absant
(II) and Fe (III) complexes test for Limit of iron(II), no additional
peaks are found
—HERET ——" .
Limit of iron (II) S0 i
e o 0 0
Content of Chloride (w/w) 0.012%~0.025% 0.016%
MEAER HealE
Bacterial endotoxins s, BUng o Conforms
WRIESR (1/40), FIRERFEM
AR E HFEaME
Particulate matter Dilute injection(1/40), solution meets | Conforms
the requirements
| FEME FEME
Sterility Conforms Conforms
k& RETELOTHRRE. HEME
Volume Not less than the labeled quantity Conforms
#EHE Assay for Sucrose 260~340mg/ml 280mg/ml
48 Assay for Iron 95.0%~105.0% 99.9%

Zit: AREEBRGEHBRERERR, ZRFERE

Conclusions: This product conforms to the above specifications.
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