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BEBE k¥ 5T HIERRO SA _ ROSE INJECTION)
{it % Batch No.: 03A007 = te of Manufacture: 07/2020
#i¥5E W Date of Certificate: 21/09/2020 # ¥ Date of Expiration: 07/2023
#EWT Report No.: $ (C050) 200701 $# Strength: ;ﬂ’"::gg;‘; i
O B % 0 O
#W &R Standard, Iron Sucrose Injection In-house specification and USP specification
{ERESRS :
Documentary Credit Number: 01000CI705253 EXBW Date of Issue: 18/09/2020
w¥EmA FENE HwER
Test Item Specification Result
b33 R htriR e B s A FalE
Description Brown-dark colloidal solution Conforms
EH
Identification
A: & HEFERMN B FERE
A: Iron Positive Positive
B: BEWE FEfF&RE malE
B: Sucrose Conforms Conforms
C: ﬂ'?l Hw=34,000~60,l}ﬂﬂ Da MW:SEHEQ
: My 224,000 Da My:34526
C: Molecular weight determination My/My <1.7 My/My:1.5
MR EN g
Specific gravity 1.135~1.165(20°C) 1.147
Y-
Turbidity 4,4~5.3 4.8
WE
Alkalinity(mL 0.1 N hydrochloric acid | 0.5~0.8ml 0.6
VS/mL injection)
pH 10.5~11.1 {20C) 11.0
Bi2E 1150~1350 mOsmol/L 1285mOsmol/L
Osmolarity
E-MrenEsEmt, 7 i
EaFR_MEN=MENEEY H3 F4h
Absence of low molecular weight Fe In the polarograms obtained in the Absent
(11) and Fe (III) complexes test for Limit of iron(1I), no additional
peaks are found
it 3 3
Limit of iron (IT) SOAR (W) aoP%
wie 0.012%~0.025% 0.017%
Content of Chioride (w/w) g ; )
GEAEE fFEmE
Bacterial endotoxins <0.5 El/mg Iron Conforms
MEEMM (1/40), @BHTEM
Rt pred TalE
Particulate matter Dilute injection(1/40), solution meets | Conforms
the requirements
e FERE freElE
Sterility Conforms Conforms
£y iy ERCIEY TS HeElRE
Volume Not less than the labeled quantity Conforms
B Assay for Sucrose 260~340mg/ml 275mg/ml
U&ﬁl Assav for Iron 95.0%~105.0% 103.6%
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