THE GOVERNMENT PHARMACEUTICAL ORGANIZATION

RAW MATERIAL SPECIFICATION

Title : Ascorbic acid USP (dmSunaauiia) (Item No. 41033960) Spee. No.  : SP-AK30-/.20
Reference(s) : USP 36 p.2531 Rev.No. :02 |
Other Requirements : GPO specification Page 1 1/2 |
USP 36
Test Parameters Specifications N
Description White or slightly yellow powder, odorless. ‘ S
Solubility Freely soluble in water, sparingly soluble in alcohol; insoluble in chloroform, in ¢ et and in |
benzene. |
Identification T
A. Infrared absorption (197K) | Conforms to standard spectrum.
B. Chemical Test A 20-mg/ml solution reduces alkaline cupric tartrate TS slowly at room temperat /¢ but
more readily upon heating.
Residue on ignition Not more than 0.1%. -
Heavy metals Not more than 20 ppm. T
Specific rotation Between +20.5° and +21.5°. T
Assay 99.0 — 100.5% of CgHgOs. T
GPO Spec
Test Parameters Specifications ‘ ]
Bacterial endotoxins Not more than 1.2 USP Endotoxin units per mg.
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Product Information

(R ——

Approved source (3)
No. 41033960)

Refer to current version of Approved Vendor List of Ascorbic acid USP (dw3unas.iia) {ltem

Sampling plan P plan : for Identification.

YN+1

: for other tests.

Testing procedure

Tests to be performed as per current version of WI-AK30-A20.

Storage condition Preserve in tight, light-resistant containers.

Retest period 1 year after first testing date.
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History of changes

Rev. No. Description CEffectve date |
01 vsznaldiaFausn e USP 36 1R6/ ¢
02 iesanianansitangasy 3 TAafemunou Tnadenaidion Use 36 20006/77
ul Y
PNE1T MNAIUAN
L &
lelumsanaio
' Prepared by : Reviewed by : " Approved by : Ef Date
QN s Wm b
.5.@.‘?@?‘.*.’5?&../..[ﬂp.l.c_‘?.‘.ﬁ.? D‘le \H’ .V ey A (6T -B — QP/“G f ﬁ} /06117
Head of Raw Material Drrcctor of Raw Materlal Director chu]atory D:rector of Quahty Assurance
Standard Section 1 Standard Division Compliance and Documentation Department :
‘ Division




