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Product Name

Cerrtlﬁcate of Analysis
Sucrocan anCLtIOH usp

Batch No G1014406 | AR.No. | AF24-719
Mfg. Date S [ 06/2024 | Batch Size 1 HEln e
Sample Qty. | 63 /\mpoulm
« G I . "o s kS
Exp .Date 05/2026 Code. No. | MB/19/1061
|

| Date of Received iy 125_/()7/70 4 | Date of Relcasc 08/08/’()74 T :
S No CHARACTERIST ICS ; L m sm s | PF(‘IFI( ATI()NS ‘
1 Description Dark brown colored liquid filled mT Brown to Dark brown colored liquid
J{Aamber coloured 5 ml glass l filled in amber coloured 5 ml glass |
S ampoule. * ampoule. A L SR *
Identification Positive for iron Sucrose Should be Comply L S
~ [ Molecular welght Complles [ Should be comply. 1
F Determmatlon | |
4 ‘ Avergaggflll VoIouLnE_ o e =) 5.2 ml : 7 JrNLT e LR N R
E 5 Uniformity of Fill Volume " Within limits The average content of the Ampoules \
l is not less than 91% the nominal
. volume & not more than 110% of the
| i nominal volume. |
% pH 10.91 i Between 10.5t0 11.1 ;
( 7 Specific Gravity 1.148 \ Between 1.135 to 1.165. at 20°C
8 Turbidity Complies T‘ Should be comply.
9 Alkalinity Comphes l Should be comply.
10 g_':,'”)!thf Iron (Fe Il) (Less than 0.4% NMT 0.4% i
1 Absence of Low-molecular Complies T Should be Comply. i
' weight Fe(ll) and Fe(lll) | |
| g Complexes .~~~ ‘
12 | Sucrose Complles ‘| 260-340 mg/mL
13 Osmolarlty & Osmolahty | Within I|m|ts Between 1150 to 1350 mOsmoI/ht
14 Content of chloride Complles 1 0.012%—-0.025%. ?
15 Particulate Matter ‘Reconstituted solution is Reconstituted solution is essentially
essentially free from particles free from particles of foreign matter
of foreign matter that can seen \ that can seen on visual inspection. |
e, g s e I A A visual inspection. | e e R
16 Bacterial endotoxms ' Less than 3.7 Eu/Mg Of Iron | NMT 3.7 Eu/Mg Of Iron \
| 74 Sterility Sterile * Must be Sterile |
18 Assay : Each ml Contains: 19.885 mg | 95.0 % to 105.0% of Iron \
Ferric Hydroxide in Complex | (99.43%) | |
with Sucrose equivalent to ~ : |
elemental iron ----20 mg ol SHe

Remarks: -The sample cb/phes/does_n.o.t_mmplé/ as per IP/BP/YSP/IH SpelelC&thﬂ
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