Certificate f Analysis

- BB 51 HIERRO SACARA ROSE INJECTION)
#t2 Batch No.: 50180501 47 H ¥ Date of Manufacture: 05/2018
#4%& B H Date of Certificate: 2018-07-30 #H %A Date of Expiration: 05/2021
. : 5ml:100mg %
#4545 Report No.: S (C050) 180501 ## Strength: Ami:400mg frof
v s TERRERE ST U RATE e
wH&IR Standard, Iron Sucrose Injection In-house specification and USP specification
{HRERS .
Documentary Credit Namibier; 01000CI704967 £ &% HB# Date of Issue: 180726
RBMAE RERLE RBRER
Test Item Specification Result
AR B AbRAR B R AV HERE
Description Brown-dark colloidal solution Conforms
%5
Identification
A: & R 2 ER R BIERM
A: Iron Positive Positive
B: B NRFEHLE FaME
B: Sucrose Conforms Conforms
Mw=34,000~60,000 Da Mw:47385
C: TR 4 !
3 ; el My 224,000 Da My:30818
C: Molecular weight determination Mw/My <1.7 Mu/Mx:1.5
FEXT H B .
Specific gravity 1.135~1.165(20C) 1.150
A ;
Turbidity 4.4~5.3 4.8
WREE
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 1275 mOsmol/L
e EmEE L, F Rk
BATFR-MER=NEHNEEY HHR Sy
Absence of low molecular weight Fe In the polarograms obtained in the Absent
(I1) and Fe (III) complexes test for Limit of iron(II), no additional
peaks are found
—hEET
Limit of iron (1) =046V 0:2%
0]
Content of Chioride (w/w) 0.012%~0.025% 0.014%
HEAER fFaieE
Bacterial endotoxins <05'EUfmg Iron Conforms
MREHW (1/40), FTEBBAEA
RO E HERE
Particulate matter Dilute injection(1/40), solution meets | Conforms
the requirements
F- | HEE ez
Sterility Conforms Conforms
E# EBFBLTIRTR. FalE
Volume Not less than the labeled quantity Conforms
HEB¥ Assay for Sucrose 260~340mg/ml 279 mg/ml
ﬁﬁ’i Assay for Iron 95 0%~105.0% 99,0%
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