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NORTHEAST PHARM Z5m4k Pharma. Grade

Mg Category: 0402026103
FLE#A&+E /PRODUCT DATA SHEET
FUER I ES/ Ascorbic acid

5 HE TR Z&S
Reference standard EP/BP/USP/IP Version 2022705
A 2 H A
Official date May 1st, 2022 Total page 3
J#i&/ Description
AAF G EFFHNRA DR ESERINZG ., REDGHE, EHHE, HAGHE &
HEW TR E K.

The specification of Ascorbic acid, which produced by Northeast Pharmaceutical Group Co.,
Ltd., is established with reference of all requirements of the European Pharmacopeia (EP),
British Pharmacopoeia (BP), United States Pharmacopeia(USP), Japanese Pharmacopeia(JP),
Chinese Pharmacopoeia(ChP).

PR 5l/Product identification

% 4 # /Chemical names: (5R)-5-[(1S)-1,2-Dihydroxyethyl]-3,4-dihydroxyfuran-2(5H)-one
A4 /Synonyms: L-ascorbic acid; L-xylo-ascorbic acid; L-(+)-ascorbic acid; vitamin C
CAS=/CAS No.: 50-81-7

Einecs = /Einecs No.: 200-066-2

E< /E No.: E300

7% 3 / Molecular formula: CH,O,

/¥ & /Molecular mass: 176.1

¥R / Specifications

TE /ltems Z R /Requitements 77 ¥ /Test methods
A

,L&L% é@%ﬁéé@%ﬁ%/ri%*ﬁﬁééga% Zk]}‘l\l%jﬁ%‘iﬁ

. White- or. almost white, crystalline o
/Characteristics EP monograph

powder or colorless  crystals
VIR %637 % E % #<197>
255 ~- /IR: Complies; USP<197>
/Identification ., ¥ ER: EERM XEHHEL®
™~/ CA: Positive USP monograph

29 ) £7190°C , [l B4 ## FE 24 4 0612
/Melting Point /About 190 °C,  with decomposition ChP 0612
e 2 +20.5°~+21.5° B2 2 2.2.7
/Specific Rotation /+20.5°~+21.5° EP2.2.7
W B 2.2~ 2.5 (5%KIEK) H A2 4 2.54
/Acidity (pH) /2.2 ~2.5 (5% aqueous solution) JP 2.54
C 99.0% ~ 100.5% T
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NORTHEAST PHARM

Z55hZ% Pharma. Grade

Mg Category: 0402026103
FERMMEB /PRODUCT DATA SHEET

U INER/Ascorbic acid

/Assay /99.0% ~ 100.5% EP monograph
THRAE <0.20% F A2y 22 2.41
/Loss on Drying /<0.20% JP2.41
% (Ju
/ifiné N (i E) <0.05% b
. /<0.05% In-house

Impurity E)

R C. D : <0.15%

/ Impurity C, D: <0.15%
R E—A kR A <0.10% BRMNEY 2 2:2.29
/Related Substances / Unspecified Impurities: <0.10% EP 2.2.29

fx C. D& Z T <0.2%

/ Total Impurities other than C, D: <0:2%
4 <5ppm BRI 2 g
/Copper /<5ppm EP 2.2.23
=N <2ppm BRI 2 4
/Iron /<2ppm EP2.2.23
WER K A4 <0.1% B2 42 2.4.14
/Sulphated Ash /<0.1% EP2.4.14
TR BIE B 25 2 2.2.1
/Clarity of Solution /Clear EP2.2.1
BRE <BY7 B2y 5 2.2.2
/Color of Solution /<BY7 EP2.2.2
RN il FLEE<0.3% b P 1E
/Residual Solvents / Methanol <0.3% In-house

40 H v £ <30%
il g /<30% more than 40 mesh N A
/Particle-Size M40 B 21,80 H>45% In-house

/245% between 40 and 80 mesh.

FREAL

The afotal  3ggobic <10°cfu/g T [E 25 42 1105
microbial \ /<103cfu/g ChP 1105
count(TAM \

£ ki X5 T e

/The total” combined | <10%cfu/g $ [ 25 #1105
yeasts | and moulds | /<10°cfu/g ChP 1105
count(TYMC)

AR AW T3t /g o E 25 1106
/ Escherichia coli Not detected /g ChP 1106
SHERA KA TRk /g FE 25 #1106

Pharmaceutical Group Co, Ltd

No.29, Shenxiliu Dong Road, Economic Technology Development District, Shenyang.

page 2 of 3

TEL: +86-024-25807953
FAX: +86-024-25821249
www.nepharm.com.cn


http://www.nepharm.com.cn

R Ll €5

NORTHEAST PHARM

Z554Z% Pharma. Grade
Mg Category: 0402026103

FZERE /PRODUCT DATA SHEET

U INER/Ascorbic acid

/Staphylococcus aureus | Not detected /g ChP 1106
WITE Tt H/10g FEZ5 1106
/Salmonella Not detected /10g ChP 1106

BEFMTE /Packaging and storage
Wi B, B4, FLEEHT.
Store : Preserve in tightly closed non-metallic containers from light.

w3 25kg/fh .

Packing: Corrugated carton net weight 25kg

E % /Hﬁ : 3 $ o
Retest date: 3 years.

{5/ Uses
FamiE A TH R,

This product is especially suited for pharma grade.
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