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##t5 Batch No.: 03A012 : irh A Daseof Manufacture: 02/2023
4 H#H Date of Certificate: 20.03.2023 ﬁ%{% Date of Expiration: 02/2026
e g . . 5ml:100mg £

#EHS Report No.: S(C050)230201 #i#% Strength: 5ml:100mg Iron
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MK Standard; Iron Sucrose Injection In-house specification and USP specification
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Test Item Specification Result
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Description Brown-dark colloidal solution Conforms

il

Identification .

A: & N2 1E R EIERRM
A: Iron Positive Positive
B: W R HE FFEHE
B: Sucrose Conforms Conforms
: Mw=34,000~60,000 Da : | Mw:55086
g: I\ﬁd}oTe%ul r weight determination M 2241000 Da MhiiSe312
: arwe’s Myw/My <1.7 Mw/Mn:1.5

X B :

Spacitic gravity 1.135~1.165(20°C) 1.150

Turbidity 4.4~5.3 4.7

TR

Alkalinity(mL 0.1 N hydrochloric aC|d 0.5~0.8ml 0.7

VS/mL injection) 3

pH | 10.5~11.1 (20C) 10.8

BB s A

Omolaiity 11501350 mOsmol/L 1290mOsmol/L A
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Absence of low molecular weight Fe In the polarograms obtained in the Absarit

(I1) and Fe (III) complexes test for Limit ofiiron(II), no additional

' peaks are found

—mE¥ET 4040 L o

Limit of iron (II) S04% W) hatn

5\‘%% 0, 0, 0,

Content of Chloride (w/w) 0:012%0.025% 0.018%

ME PR TFEHE

Bacterial endotoxins SOE R Conforms

BEME (1/40), Fﬁ?%ﬁ?&%‘ﬁﬂ”.
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Particulate matter Dilute injection(1/40), solution meets | Conforms

the requirements -
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Sterility : Conforms Conforms

&8 KENBLTIRE. TFEHE

Volume Not less than the labeled quantity Conforms

FESE Assay for Sucrose 260~340mg/ml 286mg/ml

& & Assay for Iron 95.0%~105.0% ) 99.4%

4. ARREEGENBRERERE, SRFEGHME

Conclusions: This product conforms to the above specmcatlons
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