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Finished product specification : USP

@.
o,

ﬂ\'i‘l]'?]..

Identification Meet the requirements

Assay wo.0 — edo.0% labeled amount of Thiamine
®o.o - e&o.0% labeled amount of Pyridoxine
wo.0 - e®o.0% labeled amount of

Cyanocobalamin
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Finished product specification (#ia)

o. Friability Not more than .o %

. Disintegration time Not more than @& minutes

&. Uniformity of dosage units* Meet the requirements
WULHR)

* 999 Disintegration time wag Uniformity of dosage units Tuuutanasuanisnuazdunxa
AMIBTITINATIEN MndllauiseazBeamiuinautilulu coa

Drug substance specification : Thiamine USP ea
@. ldentification Meet the requirements
. Assay ®@.0 — @oa.0% of label amount of Thiamine

(on the anhydrous, solvent-free basis)

a. Residual on lgnition Not more than o.@ %
& Chloride Not more than o.ob 9%
&. Residual solvents
- Methanol Not more than o.m %
- Ethanol Not more than o.& %

. Related substances

- Impurity A Not more than o.ed %
- Impurity B Not more than o.b %
- Impurity C Not more than o.& %
- Any Impurities Not more than o.a@ %
- Total Impurities Not more than @.0 %
. pH 0.6 - ol&
w. Loss on dying Not more than e.o %
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Drug substance specification : Pyridoxime USP &a

&. |dentification Meet the requirements
. Assay we.0 — @o.0% of label amount of Pyridoxime
(on the anhydrous, solvent-free basis)
o. Residual on Ignition Not more than c.@ %
@ Chloride eb.e — @l.o %
€. Residual sofvents
- Ethanol Not more than o.& %
b. Loss on dying Not more than o.& %

Drug substance specification : Pyridoxime BP boee

@. ldentification Meet the requirements
o, Assay #el.0 - @0®.0% of label amount of Pyridoxime
(on the anhydrous, solvent-free basis)
m. pH b.@ - m.o
@. Loss on dying Not more than o.& %
& Sulphated ash Not more than o.e %
«. Related substances
- Impurity B Not more than o.ed& %
- Unspecified Impurity Not more than o.@ %
- Total Impurities Not more than o.ls %
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Drug substance specification : Cyanocobalamine USP &e

®. |dentification

. Assay

. Loss on dying

@. Related substances
- 7B,8p-Lactocyanocobalamin
- 50-Carboxycyanocobalamin
- 34-Methylcyanocobalamin
- 32-Carboxycyanocobalarnin
- 8-Epi-Cyanocobalamin
- Any other Impurities
- Total Impurities

¢. Residual solvents

- Acetone
. Total plate count
o As
< Cd
« Pb
®o.Hg

2
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Meet the requirements

&.0 — @ow,.o% of label amount of
Cyanocobalamine

(on the anhydrous, solvent-free basis)

Not more than e.c %

Not more than o.e@ %
Not more than o.€¢ %
Not more than .o %
Not more than @.0 %
Not more than @.0 %
Not more than o.& %

Not more than .o %

Not more than o.& %
Not more than e.o cfu/e
Not more than & ppm
Not more than & ppm
Not more than & ppm
Not more than b ppm
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