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Product : _IRON SUCROSE Reference ln-Houst;:\"d''%'--':u'"Sal'—“j"'ﬁd
Batch No. ¢ _2ISP(B)0140616 Batch Quantity t _302.00Kg
Date of Manufacture : May - 2016 Date of analysis » _09/07/2016 .
Re-test date ¢ _Apr' - 2020 A.R, No, : _02FP16000599
Storage conditions  : Store in well closed, light resistant container.
S.No, Test Specifications Results
A homogenous
1 | Description A homogenous brown powder. brown powder
2 | Solublity Freely soluble In water Complles
3 | pH at 20°C Between 10.0 and 11,1 10.251
4 | Loss on drylng Not more than 3.0%wiw 0.5%w/w
§ | Identification (C=20mg of Fe/mL)
a) Iron Should comply the test Complles
b) Sucrose Should comply the test Matches with the
retention time of
standard
¢) Molecular Welght My=Between 34,000 Da and 60,000 Da 64,533 Da
My=Not less than 24,000 Da 42,219 Da
Muw/My=Not more than 1.7 _ 13
! |t Notless than 1,135 and not mors than 1,165 at 20°C 1148
7 Alkalinity (at pH 10.7) Not lass than 0.5mL and Not more than 0.8 mL of 0.68 mUmL
(G=20 mg of Fe/ml,) 0.1N HCl Is consumed par mL of test solution. ’
Osmolarity
8 (C=20 mg of Felm) Not less than 1150 and Not more than 1350 mOsmoliL 1180 mOsmoliit
9 Turbidity The turbldity point (pH) of test solution Is ot less than 4.4 4,802
(C= 20 mg of Fe/ml) and not more than 5.3 T
Content of chiotide o 5
10 (C= 20 mg of Feim) Not mora than 0,025%w/w 0.018%wiw
11 | Assay for Sucrose by HPLC Not less than 74.0%w/w and Not more than 87.0%w/w 83.0%wiw
12 [ Assay for lron by AAS Betwean 5.4%w/w and 6,0%w/w 5,7%wiw
Absence of Low molecular weight ' Absent
13 Fa (Il) and Fe (i!l) complexes Should be absent
14 | Limit of lron () Not mora than 1.08%w/w Not detected
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Product : IRON SUCROSE Reference In-House s Lig 2o
Batch No, : _2ISP(B)0140616 Batch Quantity : _302.00Kg
Date of Manufacture : May - 2016 Date of analysjs - 09/07/2016
Re-test date ¢ Apr’ -2020 A.R. No. 02FP16000599
Storage conditions  : _Store in well closed, light resistant contairer.
S.No. | Test | Specifications | Results
Heavy metals
a)Arsanic content Not more than 2 ppm Less than 2 ppm
16 | b) Test for copper Not more than 60 ppm Less than 60 ppm
o) Test for Lead Not more than 20 ppm Less than 20 ppm
d) Test for Zinc Not more than 150 ppm Less than 150 ppm
1 Resldual solvents by GC
Ethariol Not more then 5000 ppm 2797 ppm
Less than 1,0 USP
17 | Bactertal Endotoxins Not more than 1.0 USP Endotoxin unlts permgoffron |  EU/mg of Iron
18 | Microblal Limit

a) Total Aerobic Microblal Count | Not more than 100 cfu/g Less than 10 cfu/g
30}-:;5&33'3”"% Yeests and Not more than 10 cfufg Less {han 10 cfu/g
¢) Test for Specified Micro organisms:

I) Test for Blle tolerant gram

negative bacterla Should he absant Absent

) Test for Pssudomonas

genginosa Should be absent Absent

iy Test for Staphylocaccus '

AUTSUS Should be absent Absent

iv) Test for Escherlchia coli Should be absent Absent

v} Test for Salmonella sps. Should be absent Absent

Approved signatory (QC)

The product canforms to the above specification,

Authorized signatory (QA)

£ A0

Name : P.Srikanth Teﬂ 0 Name : A.Laxmi prasanna
[ DesignationT Asst Mamgey < "‘J - DesigmatiormMarager (R0l
Date L 0% ¢ Date ol
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Product : _IRON SUCROSE Reference ¢ _In-House
Batch No. » _2ISP(B)0150716 Batch Quantity + _302.00Kg
Date of Manufacture : Jun’-2016 Date of analysis ¢ 23/07/2016
Re-test date ¢ _May - 2020 A.R. No. i 02FP16000664
Storage conditions  : _Store in well clased, light resistant container.
S.No, Test Specifications Results
A homogenous
1 | Desgription A homogenous brown powder. brown powder
2 | Solublity Freely soluble In water Complies {
3 |pH at 20°C Betwean 10.0 and 11.1 10.181
4 | Loss on drying Not more than 3.0%wiw 0.5%wiw
5 | Identification (C=20mg of Fe/mL)
d) Iron Should comply the test Complles
b) Sucrose Should comply the test Matches with the
ratention tme of
slanderd
c) Molecular Welght M,=Between 34,000 Da and 60,000 Da 52,047 Da
My=Not less than 24,000 Da 36,109 Da
Mu/My=Not more than 1.7 14
6 | Specllic gravity . 1.448
(C= 20mg of Fa/mL) Not less than 1135 and not more than 1,165 at 20°C .
7 Alkalinity (at pH 10.7) Not less than 0.5mL and Not more than 0.8 mi. of 0.67 mUmL
(C=20 mp of Fe/mt.) 0.1N HGH Is consumed per mL of test solutlon., )
Osmolarity
8 (C=20 my of Fe/mL) Not less than 1150 and Not more than 1350 mOsmoll. 1160 mOsmol/lit
g | Turbldly The turbidity point (pH) of test salutlon Is not less than 4.4 4.802
{C= 20 mg of Fe/mlL) and not mora than 5.3 oo ’
Content of chloride 9
10 (C=20 mg of Fa/mL) Not more than 0.025%w/w 0.024%whw
11 | Assay for Sucrose by HPLG Not less than 74.0%w/w and Not more than 97.0%w/w 83.0%wiw
12 | Assayfor lron by AAS Between 5.4%wiw and 6,0%w/w §.6%wiw
Absence of Low molecular welght ont
13 Fe (1) and Fa (Ill) complexes Shoukd be abeent Abser
14 | Limit of ron {II) Not more than 1.08%wiw 0.20%w/w
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Product ; _TRON SUCROSE Reference In-House
Batch No. : _2ISP(B)0150716 Batch Quantity 302.00Kg
Date of Manufacture : Jun’ - 2016 Date of analysis 23/07/2016
Re-test date : May - 2020 AR. No. 02FP16000664
Storage conditions  : _Store in well closed, light resistant container.
S.No. | Test | Specifications | Results
Heavy metals
a)Arsenic content Not more than 2 ppm Less than 2 ppm
16 | b) Tast for copper Not more than 60 ppm Less than 60 ppm
¢} Test for Lead Not more than 20 ppm Less than 20 ppm
d) Test for Zinc Not more than 150 ppm Less than 150 ppm
® Resldual scivents by GC
Ethanol Not more than 5000 ppm 2591 ppm
17 | Bacterial Endot Less than 1.0 USP
acterial Endotoxins Not more than 1.0 USP Endotoxin units per mg of Iron EUfmg of Iron
18 | Microblal Limit
= & a) Total Aeroble Microblal Count | Not more than 100 cfulg 20 cfu/g
b) Total combined Yeasts and
N}olds Count 2 Not more than 10 cfu/g Less than 10 cfuig
¢) Test for Spacifled Micro organisms:
I} Test for Blle tolerant gram
negallve bacterla Should be absent Ahgent
i) Test for Pseudomonas
aeruginosa Shouid be absent Absent
{li) Test for Staphylococcus
alreus Should be apsent Absent
iv) Test for Escherlchia coli Should he absent Absent
v) Test for Saimonelia sps. Should be absent Absent

The product conforms ta the above speciflcation,

Approved Signatory (QC)

Authorized signatory (QA)

Name : P.Srikanth ~¢7 - Name : A.Laxmi prasanna
Designation: Asst.Manager _~ T Designation: Manager Sy |
Date \ Lo 6 Date o laotb
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