on Sucrose Injection

{itS Batch No.: W170201 4P=H# Date of Manufacture: 02/2017
¥ H# Date of Certificate: 2017/03117 FHZH Date of Expiration: 02/2020
R No.: = 5ml:100mg &
HE4ES Report No S(C050)170201 ## Strength: e, o
K%K Standard: BESESXIES W) B4R Iron Sucrose Injection In-house specification
okt 01000CI704722 | %R Date of Issue: 170316
BwR¥mE ESE R T
Test Item : Specification e Result
AR : B2 b 4 0 Je A e ik FEHE
Description St | Brown-dark colloidal solution Conforms
x5 i3 -
Identification En 2
A: & : i — NEIERM EERMN
A: Iron 3 : : Positive Positive
B: EE : REFFE e HEME
B: Sucrose ESEEy _ | Conforms Conforms
C: ATk - Mes 24000 08 Mai29918
= . X = o
C: Molecular weight determ inatiq?__ My/My <1.7 Mu/My:1.4
HWEE :
Specific gravity 1.135~1.165(20°C) 1.154
b
Turbidity 4.4~53 4.7
BE
Alkalinity(mL 0.1 N hydrochlonc add 0.5~0.8ml 0.7 mi
VS/mL in_]ecﬁon) : :
pH : e 3 10.5~11.1 (20C) 11.0
BEE :
Osmolarity : 1150~1350 mOsmol/L 1330 mOsmol/L =
s ; E_MERERERL, BHEhE
EAFR-MBA=NRENELSE | um S
Absence of low molecular weight Fe In the polarograms obtained in the Aboliit
(II) and Fe (III) complexes | test for Limit of iron(II), no additional
= | peaks are found
—MEET
Limit of iron (11) <04%QVV) i
i
Content of Chloride (w. IW) 0:012%~0.025% 0.017%
HENER ; a5 ; HEE
Bacterial endotoxius. : : : LTS W Conforms
: R T MBREHE (1/40), FiEWEHTaN
FEERR e & ez
Particulate matter : : Dilute injection(1/40), solution meets | Conforms
el : the requirements
FH | : o FEHAE ez
Sterility i Conforms Conforms
¥R EEEE s : EBAELTIHRRE. el
Volume 5 : Not less than the labeled volume Conforms
i8S Assay for Sucrose : 260~340mg/mi 290 ma/mi
2 & & Assay for Iron 3 95.0%~105.0% 102.2%

it ARFERGHENBRRFERR, SEFEHE

Conclusions: This product conforms to the above specifications.

) 73
K38 A Analyst / Date:éﬁ% 4) H i\ Check/ Date; tr)-o}-r? Z % N\ Supervisor/ Date: ;"] e ’n

No.18, Jichang Roa& H Llsﬁui Economic& Technological Development Zone Jiangsu,P.R.C.
Phone:(8625) 8481 6997+Fax:(8625)8481 6812



