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#t.5 Batch No.: 03A009 # Date of Manufacture: 08/2021
#4% HH Date of Certificate: 21.10.2021 A3 Date of Expiration: 08/2024
e : E 5ml:100mg %
#4455 Report No.: S (C050) 210801 ##% Strength: Rk ik dron
REFESRIE SR B AR
K%M Standard: Iron Sucrose Injection In-house specification and USP specification
vk 3| RERLE RRER
Test Item Speciﬁcation Result
R BLARFAR GRS E R HEME
Description Brown-dark colloidal solution Conforms
%51
Identification
A: &% N2 1ERMN EERMN
A: Iron Positive Positive
B: FEvE MFEHE HFEME
B: Sucrose Conforms - Conforms
= Mw=34,000~60,000 Da Mw:55199
g: Ia}o—l?e%ular weight determination M E55,0000 O Micaeats
: g Mw/My <1.7 Mw/Mn:1.5
RXEE i .
Specifi gravity 1.135~1.165(20C) 1.151
Turbidity 4.4~5.3 4.6
L71; 3
Alkalinity(mL 0.1 N hydrochloric acid | 0.5~0.8mli 0.7
VS/mL injection)
pH 10.5~11.1 (20°C) 10.9
Qsnslarity 1150~1350 mOsmol/L 1265mOsmol/L
EMEREREREE, AR
KAFE_MERN=NENEEY HI S
Absence of low molecular weight Fe In the polarograms, obtained in the Absant
(1II) and Fe (III) complexes test for Limit of iron(II), no additional
peaks are found
MEET <ha =
Limit of iron (IT) SOSEENING s
iy - 0
Content of Chloride (w/w) 0_'_012 oredl025% 0.020%
MEAER A HFEME
Bacterial endotoxins =0.5E0/mg Tooi Conforms
RREIE (1/40), Fravewie 2
vt E FEME
Particulate matter Dilute injection(1/40), solution meets | Conforms
the requirements 3
| HEME FalE
Sterility Conforms Conforms
®E KENRBLTIRRE. FEIE
Volume Not less than the labeled quantity ~ | Conforms
HE¥E Assay for Sucrose 260~340mg/ml : 287mg/mi
24 E Assay for Iron 95.0%~105.0% 99.1%

Zit: ARFEBGENBRERERY, SRFEHE

Conclusions: This product conforms to the above specifications.

N

#ho ¢

2 5
k4 A Reporter/ Date:V:ﬂjE 21 B Hik#E N Check/Approve/Date: w1l ~to-v| % & A Supervisor/ Date: F\-WW/

No.18, Jichang Road , Li'shui Economic& Téchnological DeVéIdpment Zone, Nanjing City, Jiangsu Province
Phone:(8625) 8481 6997+Fax:(8625)8481 6812
Page 1 Totall



