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Specification Category: 2G3
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NCIRTI{EAST' P{{ARMACEUT'ICAI GROLJP *O., Í*TB.

No.37¿nonooonqgeiSlreet.TiexiD¡sliict.§henva:ro.Chrna.Poslcode:11002§FÁX:A24-2272453ñ T§L:024.22721818

Food Additive
BATCH §IUMBER DY 0201421ü41 MANUFACTURE DATE Dec.8,2014

BATCH SIZE 3500 kg TEST DATE OF APPLICATION Dec.9.2014

QUANTITY 140 Cartons RETEST DATE Dec.7.2A17

Ce nuntATE or AruALYsts
.4scorfu íc Aüid {üofie06} EP/8300l{,}§P/FÜÜ

We, Northeast Pharmacel¡tical Group Co., Ltd., cerlify that this batch of Ascorbic Acid
n'leets the requirements of European Pharmacopoeia Bth, E300, United States

Pharmacopoela 37 and FCClX., GMdlree.
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Final Batch Disposition

Analvsis ltems §pecifications Analysis Results
1 Characteristics \¡t/hite or almostwhite, crystailine

powder or colorless crystals
White crystalline powder

2. ldentification IR: Complies
Positive

Complies
Positive

3. Claritv of Solution Clear Clear
4. Calour of Solution <BYz <BYr
5 Meltino Point About 190"C 1 90"C
o. Assay 99,0% * 100.5% sg.7%
-7
I Acidity (pH) 2.1 - 2.6 (5% aqueous solution) ¿.JO

B. Sulphated Ash r0j% 0.01%
tt Specific Rotation +20.5o*+21"5o *21.05"

10 Heavy Metals <1 0opm .3ppm

11 Oxalic Acid sA.Za/o <a,2%

t¿. Copper <5onm <5ppm

13 lron <2opm <2ppm

14 Related Substances lmpurity C. s0.15%
lmpurity D: s0.15%
Unspecifled lmpurrties: 10.1 OYa

Total lmpurities otherihan C.D. <0.2%

Not detected
A.02o/o

Less than disregard limil
Less than disregard lÍmii

15. Residual Solvents Methanoll0"3o/o 0"0118%

16 Partlcle-Size <30% more than 40 mesh.
Z45olo between 40 and 8Ü rnesh,

More than 40 mesh;13%
Between 40 and 80 mesh:73%

t/. Arsenic (3ppm .3ppm

18. Lead <2ppm .2ppm

19. Mercury slppm .1 ppm

20, Acidity(pH) 2.4-2.8 (2% aqueous solution) 2.52

21 Loss on Drying <0.40% 0.05%
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