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Code. No.
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Exp.Date

Date of Received

Remirfs: -The samPle cgflies/d

139-VJ:
S
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It[.st II.'l's

mpoule.
Positive for tron Sucrose
Complies

52ml
Withrn limits

)91

148

omplies
Less than 0.4%
Complies

Complies
econstituted solution is

essentially free from Particles
of foreign matter that can seen
on visual insPection
Less than 3.7 Eu/Mg Of lron

Sterile
9 BB5 mg

Checked BY

4

st,E('l Fl("\TloNS

Should be ComPlY

Should be comPlY

NLT 5 ML

Thtrverage Content of the Ampoules
is not less than 91% the nominal
volume & not more than 1 10% of the
nominal volume

Between 10.5 to 1'1 1

Between 1 '135 to 1 165 at 20oC

Should be comPlY

Should be comPlY.

NMT O 4%

Should be ComPlY

o.otz:t"i-o oziat". --
Reconstituted solution is esseniially
free from particles of foreign matter

that can seen on visual inspection.

NMT 3 7 Eu/Mg Of lron

Must be Sterile

95 0 % to '105.0% of lron

rt< biown Colored liquid filled ir{ Brown to Dark brown colored liquid

rber coloured 5 ml glass I ttteO in amber coloured 5 ml glass
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Product Name

Batch No

SNo CIIARACTERIS'I'ICS
1 Description I D,

I,',aff
2 ldentification Po

M"r"lulri'*ulgt t l co
Determtnation I

Average Fill Voloume .5 2

3

4

5 Uniformity of Fill Volume

pH I to

SpecrficOravitv- ]r
6

7

8 Turbidity

9 Alkalinity __ _tq
10 Limit of lron (Fe ll)

Absence of Low-molecula
weight Fe(ll) and Fe(lll)
Complexes

11

12 Sucrose i C

13 Osmolarity & OsmolalitY

14 Content of chloride

15 Particulate Matter I R

eicieriil endotoiini

Sterility

16

17

18 Assay Each ml Contains: 1

Ferric Hydroxide in ComPlex I t
with Sucrose equivalent to
elemental iron ----20 mg 
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