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#% Batch No.: so171003\,  [H<EM. Dalyf Manufacture: 1012017
4% H# Date of Certificate: ;.[')_;1_97 TN &2 Det€ of Expiration: 10/2020
#E5%2 Report No.: S(COSO171006 | A Strength: 5ml:100mg &

Sml:100mg Iron

¥ {EE Standard:

FESRERHE BT #0450 Iron Sucrose Injection In-house specification
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Crodit Number: 01000CIT04859 ER AR Date of Issue: 174127
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- Test Item Specification Result
iR RAPRR AR (R fFemE
1 Description Brown-dark colloidal solution Conforms
%5
Identification .
A: & BEERMN - EERW
A: Iron Positive Positive
B: BEHX B EHE HEHE
. B: Sucrose Conforms Conforms
' Mw=34,000~60,000 Da Mw: 46888
C: A 7R o ’ w:
C: Molecular weight determination m: /32"4'5019 g Da m:/ﬁfiz
pikog. ;S .
Specific gravity 1.135~1.165(20°C) 1.153
A
Turbidity 4.4~5.3, 4.9
WA
Alkalinity(mL 0.1 N hydrochloric acid | 0.5~0.8mi 0.6 mi
VS/mL injection) ‘
pH 10.5~11.1 (20C) 10.8
ffnflarity 1150~1350 mOsmol/L 1335 mOsmol/L
EMERERER L, REHMHiE
EATFR_MER=MESE A4y HE A
Absence of low molecular weight Fe In the polarograms - gbtained in the Absent
(1I) and Fe (III) complexes test for Limit of iron(II), no additional
. peaks are found
ZHrEET
Limit of iron (IT) <0.4% (W/V) 0.3%
ik
Content of Chioride (w w) 0.012%~0.025% 0.016%
HAHEAHR FEHE ..
Bacterial endotoxins 0.5 EU/mg Iron Conforms
: MEEHE (1/40), FIBEBERSH
TEiERoR £ e
Particulate matter Dilute injection{1/40), solution meets | Conforms
the requirements
o] FERE Py )
Sterility Conforms Conforms
it | R B FirTE. HEWME
Volume Not less than the labeled volume Conforms
H:B% Assay for Sucrose 260~340mg/ml 287 mg/ml
_ ﬁﬁi Assay for Iron 95.0%~105.0% - 98.7%

Conclusuons Thls groduct conférms to the above specifications.
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