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Certificate of Analysis

CHUAN POI CHIEU THU CAP
Secondary Reference Substance

SORBITOL
CeH 404

cac phép thtr dinh tinh va dinh luong bang phuong pha
Intended use: The Secondary Reference Substance Sorbi
used in physicochemical analysis for assay gand identifical

I.  Muc dich sir dung: Chuéan déi chiéu thu cdp Sorbit(ES
p

[I. M6 ta: Bot két tinh mau trdng hoac gan nhu

I1l. Két qua phén tich: D4i chiéu véi chud
mg/mg CgH 404, tinh theo nguyén trang)
Analytical data: The Sorbitol USPRS Lok
0.983 mg/mg CsH 04, calcul

I. Dinh tinh (1@/1@4”1'0
HPLC - Rl

J¥ong phép thu dinh lugng, thoi gian luu cua pic chinh
trén sic ky dd dung dich thu tuong tu thoi gian luu cua
pic chinh trén sic ky d6 dung dich chuan

The retention time of the major peak in the chromatogram
of the test solution corresponds 1o that in the
chromatogram of the standard solution, as obtained in

the Assay.
2. pH : 5,98
3. Buong khu 0 <0.3 %, quy theo glucose
Reducing sugar < 0.3 %, as glucose
4. Cén sau nung 0 0,02 %
Residue on ignition
5. Nude (KF) 0 0,5%
Water
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6. Dinh lugng (HPLC) 98,9 % CeH 404, tinh theo nguyén trang.
Assay Do khong dam bao do m¢ rong U = 0,2 %, hé sé phu
k=2 ¢ do tin cay 95 %.
98.9 % CsH,,04, calculated on the “as is" basis.

using a coverage factor k = 2 at level of confidence
approximately 95 %.
IV. Huwéng dén sir dung: Khong sdy trude khi dung
Direction for use: Do not dry before use

V. Bdo quan: Nhiét do 2 — 8 °C, tranh anh sang.
Storage: Keep container protected from light, preferably at the temperature from 2 — 8 °C.
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