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SAAE EP/BP/USP/FCC/E300 AR 2022/05
Reference standard Version
A 2 H TG
Official date May 1st, 2022 Total page 3
J#i&/ Description

F A 25 A PR B R ML BR B9 AT O S O 2 B

BN TR B 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), Food Chemicals Codex(FCC)

and E300.

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

E5 /E No.: E300

4F =, / Molecular formula: C H.O0,

/¥ & /Molecular mass: 176.1

¥R / Specifications

2

HKEHE, <EEE, XEHE&MFE X

—
T E /ltems 3k /Requirements\ 7 ¥ /Test methods
,l\é% ééﬁkﬁé”&%%/fﬁk*ﬁjﬁkﬁé%% Ekﬂ”%—ﬁiﬂ-
/Characteristics White .or almost white, crystalline EP

powder of/colorless crystals

IR:fFE A< B 25 2.2.24
el {{/IR: Complies; EP 2.2.24
/Identification fEER. EERMN FEHELR

\ + | /CA: Positive USP monograph

Y 41 4190°C , B F [E 2 2 0612
/Melting Poifit ** /About 190 °C,  with decomposition ChP 0612
HRE +20.5° ~+21.5 ° B2 2 2.2.7
/Specific Rotation /+20.5°~+21.5° EP2.2.7
L¥:4 2.1~ 2.6 (5% 7KK ) B2y 4 2.2.3
/Acidity (pH) /2.1 ~2.6 (5% aqueous solution) EP223
B 2.4 ~2.8 QU%KER) Ak g 45
/Acidity (pH) /2.4~ 2.8 (2% aqueous solution) In-house
&g 99.0% ~ 100.5% ST S
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/Assay /99.0% ~ 100.5% EP monograph
THRAE <0.40% Ak Py 3=
/Loss on Drying /<0.40% In-house
"HB (T E) <0.2% B 25 i
/Oxalic Acid 1<0.2% Ep b
Impurity E) —ere fnonograp
R C. D : <0.15%
/ Impurity C, D: <0.15%
] R FE—AFR R A <0.10% B 25 #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%
*E 4R <10ppm Ak A
/Heavy Metals /<10ppm In-house
* 4 <5ppm BRI 2
/Copper /<5ppm EP.2.2.23
*H% <2ppm ik 2 s
/Iron /<2ppm EP2.2.23
e <3ppm A e
/ Arsenic /<3ppm In-house
4 <2ppm N ASE
/Lead /<2ppm Vo In-house
Fid <lppm \ T ASE
/Mercury /Llppm \ In-house
IR K 4 <0.1% . % B2 42 2.4.14
/Sulphated Ash /<0.1% EP2.4.14
TR BE B 25 2 2.2.1
/Clarity of Solution /Clear EP2.2.1
R 1 <BY7 BN 25 82 2.2.2
/Color of Solution '\/SBY7 EP2.2.2
7k H A o | FEE<0.3% Ak Py 3=
/Residual Solvents * / Methanol <£0.3% In-house
e 40 E i £<30%
i3 /<30% more than 40 mesh Aok 35
/Particle-Size A 40 B E| 80 H>45% In-house
/>245% between 40 and 80 mesh.
*HAHEK
/The  total  aerobic | <10%cfu/g # [E] 25 #1105
microbial /<10%cfu/g ChP 1105
count(TAMC)
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*ERWAMEEE LK

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

* ARk A T3t /g o E 25 2 1106
/ Escherichia coli Not detected /g ChP 1106
*eHEEHEIRE TRk /g o [ 25 42 1106
/Staphylococcus aureus | Not detected /g ChP 1106
*WITW T4 /10g FE 251106
/Salmonella Not detected /10g ChP 1106

HE: LEWFEIE k.

Note:*These items as above are sampling test.

BEFMMTE /Packaging and storage

Wir. B, B4, FLEEHT.

Store : Preserve in tightly closed non-metallic containers from light.

f%: 25kg/ .

Packing: Corrugated carton net weight 25kg.

S 3F,

Retest date: 3 years.

REMFMTE /Stability and storage

FaETRERFEGRE, SRS, FakeFRAET, RFHNRGEEETT
LA 364 A s \

This product is reasonably stable in air if ‘protected from humidity, but is somewhat sensitive to heat. The

product may be stored for 36 months from Qe date of manufacture in the unopened original container and at
room temperature. ‘

&£/ Uses e ¥

7 8 T & s, '

This product s especially suited for food grade.

ﬁﬁ“—%;ﬂ/Gompend?al compliance

LRy A E 2, R E ., xEMFESE RNEE#TREHR, R0
B 4% & LU A R EE & B9 BT R B K

The Ascorbie acid meets all requirements of the following valid compendia when tested
accordingly: EP/BP, USP, FCC, E300.

R & /Safety

FRAEMERAETRELZEN. XAGENRPERK, #ETRMRAREEEBRIL,
FERLHNLZ2ERMLEN TG 55 7 %28 E.

This product is safe for the intended use. Avoid ingestion, inhalation of dust or direct contact by applying

suitable protective measures and personal hygiene. For full safety information and necessary precautions,
please refer to the respective Material Safety Data Sheet.
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