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3.1 Finished product specification:

(A) Iron sutrose injection USP

¥

U9 Test ltems Specifications

1 | Identification
- Iron Meet the requirement
- Sucrose Meet the requirement
- Molecular weight determination
Mw 34,000-60,000 Da
My Not less than 24,000 Da
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Mw/My Not more than 1.7
2 Assay
- Sucrose 260-340 mg/ml
- Iron 95.0-105.0% of the labeled amount of iron
3 | Content of chloride 0.012-0.025%
4 | Limit of iron [Fe(Il)] Not more than 0.4%
5 | pH 10.5-11.1
6 | Turbidity 4.4-53
7 | Absence of low-molecular weight iron Meet the requirement
[Fe(ll) and Fe(ill)] complexes
8 | Alkalinity Meet the requirement
9 | Osmolality and osmolarity 1150-1350 mOsmol/L
10 | Specific gravity 1.135-1.165
7 | Particulate matter
- Size > 10 pm Not more than 6,000 particles / container
- Size > 25 pm Not more than 600 particles / container
12 | Bacterial endotoxins test Not more than 3.7 USP Endotoxin units per mg of
iron contained in injection
13 | Sterility Sterile
14 } Volume of injection in container Not less than 5.0 ml

(B) Iron sucrose injection BP

4o Test Items Specifications

1 | ldentification Meet the requirement

2 | Content of iron 1.90-2.10%

3 | Content of sucrose 27.0-33.0%

4 | Particulate matter
- Size > 10 pm Not more than 6,000 particles / container
- Size > 25 ym Not more than 600 particles / container

5 | Bacterial endotoxin Not more than 0.50 [U/mg of iron

6 | pH 10.5-11.0

7 | Osmolality 1150-1350 mOsmol/L
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8 | Arsenic Not more than 1 mcg/ml
9 | Copper Not more than 10 mcg/ml
10 | Lead Not more than 10 mcg/ml
11 | Chlorides Meet the requirement

12 | Sterility Sterile

13 | Extractable volume Not less than stated label

3.2 Drug substance specification:

h) Test Items Specifications
1 Identification Complied with drug substance specification
2 Assay
- Sucrose Complied with drug substance specification
- Iron Complied with drug substance specification
3 Bacterial endotoxin Complied with drug substance specification
a4 pH Complied with drug substance specification
5 Absence of low molecular weight | Complied with drug substance specification
Fe (I1) and Fe (lll) complexes
6 Turbidity Complied with drug substance specification
7 Limit test for iron (1) Complied with drug substance specification
8 Content of chloride Complied with drug substance specification
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5. prsuszdiuatUseansnneasian (Price Performance)
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6.1 n3didlugnil finished product i monograph Usinglusianen (official)
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‘I,umiﬁmsmﬁﬂﬁ'lﬂmé’nwmzLawwmmm’luﬂ%"'qﬁ' AMIZATIUNIS 8198
1) General requirement aIaLndysnsudmiu finished product JUluy Tablet way Capsule
2) General requirement waLndsFudmiu finished product gULUY Injection

(Parenteral preparations)
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3) wwmenstmuagadnvaziant snguining dinuimInIEsIIngy NTENTINEEISUEY

1

manAu 2553 vieadtuilwsindy
4) Injectable Drugs Guide, First published 2011, Published by Pharmaceutical Press
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4.1. enansnislafusygedunsifeusiugitesmnheludsamelng uazdiuas (declare) uvaedn
4.1.1. ludynstunsifoushiue (Me.2 ve.3 ne.d vde 8.2 udusinsel)
4.1.2. Wiwetunsdeu ne.1/0.1 veseiilduena wieusasdeadonisauauauniwes
wanSasTauAtunzdeu (finished product specification) uasdarvunnuaweesingiu
(drug substance specification) nsdifiagssnitniadsuuanflufiufuzfesuuuionans
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4.2. \WNANITUTBWNTFIUNTHARNEN
4.2.1. nsdifendnlussmelne fuandosdiduunamdenddesuseanasgunudnginiu
wéninasiuasItansAnlumsnangt GMP-PIC/S wesnssvsnanstsagy Tumnaeiiauens
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4.3.2. iamInTIVIATIANIWIngRUYEend Ay (certificate of analysis of drug substance) ﬁ
Hlunswanejuitdaduesaieesuineuasinaningiu
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4.3.4. nsdhJuenngu biological products il vaccines, blood products #iesillenansiusaeunis
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4.5.1. gWnOTdmey wdpsdsdunamensluiusemannnelinsesisijuiideey
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4.53. fnsasesiuasusilonilnduneny wiadloiamadenanmieussnslagreutmuslay
LifiGouly
4.5.4. nsdhSusniideafusnuniiguvadl 2 - 8 ssnwadea feslienasuanwuasiusesilissuuns
\Fuuasdadseniiu cold chain system fildinasgunamdningsst good storage practice (GSP)
way good distribution practice (GDP)
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- na:um Biopharmaceutics Classification System class 3 %30 4
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yannasinisusiliua1useansainsasian (Price Performance)
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2.3 ymsgruviesuuans (20 asuuw)
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nsuinemandnsumng snnulidesndn 1 quansudn Taewhdensnmalienegidediifesniwihdedissy
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FauUsvandl 2 : unsgIuvawBaiue (AsuULAN 100 AZLUL)
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Gon (V] @on (TPU) Iron sucrose 100 mg/5 ml solution for injection
iron sucrose 100 mg/5 mL solution for injection, 5 mL ampoule
652634 ENCIFER (EMCURE PHARMACEUTICALS, INDIA) (iron sucrose 100 mg/5 mt) solution for injection,
5 mL ampoule
652652 [injection, 5 mL ampoute
265043 FERROFER (NANJING HENCER PHARMACEUTICAL, CHINA) (iron sucrose 100 mg/5 mL) solution for
injection, 5 mL ampoute
e SUCROFER (CLARIS LIFESCIENCES, INDIA) (iron sucrose 100 mg/5 mL) solution for injection, 5 mL
ampoule
G VENOFER (NYCOMED, GERMANY) (iron sucrose 100 mg/5 mL) solution for injection, 5 mL
ampoule
v | 816992 e FEMORUM (MYUNGMOON PHARMACEUTICAL, KOREA) (iron sucrose 100 mg/5 mL) solution for
injection, 5 mL ampoule
T VENOFER (IMPFSTOFFWERK DESSAU-TORNAU, GERMANY) (iron sucrose 100 mg/5 mL) solution
for injection, 5 mL ampoule
(s VENOFER (VIFOR, SWITZERLAND) (iron sucrose 100 mg/5 mL) solution for injection, 5 mL
ampoule
860362 ANERRUM (KYUNG-DONG PHARM, KOREA) (iron sucrose 100 mg/5 ml) solution for injection, 5
mL ampoule
Y FEROGEN (GLAND PHARMA, INDIA) (iron sucrose 100 mg/5 mL)} solution for injection, 5 mL
ampoule
o IRON SUCROSE (GLAND PHARMA, INDIA) (iron sucrose 100 mg/5 mL) solution for injection, 5 mL
ampoule
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