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Nanjing Hencer Ph rmaceu/tjl\cal Co., Ltd.
Certificate o alysis

FEMESIE ST HIERRO SACARATOIROI SUGRGSE INJECTION)

L

#2 Batch No.: 50171002\ EAEN Diito of Mphutacture: 1012017
4% E# Date of Certificate: 28f)—po) Witaﬁon: * 1012020
#5452 Report No.: S(COSOMT1004 | 5048 Strength: 5ml:100mg £
§ml:100mg Iron
#%ik#E Standard: PEEEYE MR 5 Iron Sucrose Injection In-house specification
f‘_’:ﬁﬁi‘g’r‘:”m““’y 01000C1704859 %2 F# Date of Issue: 171127
R H : R RRgER
Test Item Specification Result
HAR FAGRERERE BERE
Description Brown-dark colloidal solution Conforms
&3
Identification
A % BEERMN - EERM
A: Iron \ Positive 1 Positive
B: RERE BFrEHE FrERE
B: Sucrose Conforms Conforms
A Mw=34,000~60,000 Da Mw:44985
:::: I’-ﬁ!}oTeilar weight determination My 224,000 Da My:31799
- My/My 1.7 My/My:1.4
A 2
Spedific gravity 1.135~1.165(20°C) 1.152
g
Turbidity : 4.4r53 49
T :
Alkalinity{fmL 0.1 N hydrochloric acid | 0.5~0.8ml 0.6 ml
VS/mL injection)
pH 10.5~11.1 {20°C) 10.8
fﬁﬁaﬁw ' : 1150~1350 mOsmol/L. 1320 mOsmiol/L
’ E_ﬁ%&ﬁﬁh"é‘@b BH R
{EATR_NME=MENE AP HER e
Absence of low molecular weight Fe In the polarograms obtained in the Absent
(II) and Fe {III) complexes test for Limit of iron(II), no additional :
) ) peaks are found
:ﬁ?ﬁﬁ? 0,
Limit of iron (II) <04% (W/V) 0.3%
ity -
Content of Chloride (w/w) 0.0122%~0.025% 0.016%
FENEE FEME
Bacterial endotoxins <0.5 EU/mg Iron : Conforms
o R BB (1/40), FIBEHEEN
Ak bl weRa
Particulate matter Dilute injection({1/40), sclution meets | Conforms
. the reguirements
xE FEmE el
Sterility : Conforms Conforms
7§ ' .- HRTBLTIERE. weamz
Voluime - -{ Not less than the labeled volume Conforms
EEH¥ Assay for Sucrose 260~340mg/ml 285 mg/mi
&é‘l Assay for Iron = - 95.0%~105.0%, " 98.8%

Conclusnons ThIS product conforms to the above specifications.
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