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Nanjing Hence Ph ac utical Co., Ltd.
Certificate.of Analysis

HEBE 2R 59 HIERRO SAGARATO (IRON SUCROSE INJECTION)

it Batch No.: 03A003 47 0] Date of Manufacture: 02/2019
4 B ¥ Date of Certificate: 05/06/2019 4 %4 Date of Expiration: 02/2022
- 4o . : 5m1:100mg ¥
#4455 Report No.: S (C050) 190201 ## Strength: Siii100ma ron
. RS SR A MR IR PR
B3R KiE Standard: Iron Sucrose Injection In-house specification and USP specification
fR/ERS 01000CI705066 %7 B Date of Issue: 190517
Documentary Credit Number: 2
WA PRER e REHR
Test Item Specification Result
TR RE bR E R AR felE
Description Brown-dark colloidal solution Conforms
5
Identification
A: & R 8 TE RN &2 ERE
A: Iron Positive Positive
B: REHE RFEHE ez
B: Sucrose Conforms Conforms
= Mw=34,000~60,000 Da Mw:48034
C: ik ! 5
. : S My 224,000 Da Mx:30908
C: Molecular weight determination My/My <1.7 My/My:1.6
AR 5 ;
Specific gravity 1.135~1.165(20°C) 1.151
Turbidity 4.4~5.3 4.8
B
Alkalinity(mL 0.1 N hydrochloric acid | 0.5~0.8ml 0.7
VS/mL injection)
pH 10.5~11.1 (20°C) 10.8
WEE
Osmolarity 1150~1350 mOsmol/L 1305mOsmol/L
E-NMEREEEL, SH MG
KAFE-MEN=HEMEEY IR FA
Absence of low molecular weight Fe In the polarograms obtained in the Ab.sl:en"t
(II) and Fe (III) complexes test for Limit of iron(II), no additional
peaks are found
ZHEET = >
Limit of iron (II) w08 Y .
iy s o
Content of Chloride (w/w) 0.012%~0.025% 0.015%
HEAER ez
Bacterial endotokins S L Conforms
MR (1/40), FiSEHEESHW
T AEHEROR E TR
Particulate matter Dilute injection(1/40), solution meets | Conforms
the requirements
K & HsE TFaME
Sterility Conforms Conforms
Ry E EMAB/L TR, TFEHE
Volume Not less than the labeled quantity Conforms
J 5% Assay for Sucrose ” 260~340mg/m : 276mg/mi
441 Assay for Iron 95.0%~105.0% 102.0%
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