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Certificate of Analysis

CHUAN DUQC PIEN VIET NAM
Vietnamese Pharmacopoeia Reference Substance
ROXITHROMYCIN
CyiH76N0O, 5

I. Muc dich sir dung: Chuin Dugc dién Viét Nallg
dugc st dung cho cac phép thu dinh tinh va din
tich hoa ly.

Intended wuse: The Vietnamese
Roxithromycin Control No. 0108238 is infe
analysis for assay and identifications.

II. Mb ta: Bot két tinh mau trang.
Description: A white or almost white, talline powder.

I11.

: Phi hop voi phd hong ngoai clia Roxithromycin
chuan.

Concordant with infrared absorption spectrum
of Roxithromycin RS.

: Thoi gian luu cia pic chinh trén sic ky do cla
dung dich thur tuong Ung vai thot gian luu cia
pic chinh trén sic ky do cua dung dich chuan
The retention time of the major peak in the
chromatogram of the test solution corresponds
to that in the chromatogram of the reference

solution.
2. P trong va mau sic dung dich  : Dat
Appearance of solution Passed
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3. Goc quay cuc riéng + - 95,3° (dung dich 1,0 % K/t trong aceton, do ¢ 20 °C)

Specific optical rotation -95.3° (1.0 % w/v solution in aceton, measured
at 20°C)
4. Kim loai nang - : bat
Heavy mentals Passed
5. Nuoce (KF) 2,33 %
Water
6. Tap chat lién quan (HPLC) - Tap G: Khong phat hién (Impurity G: Not detected)
Related substances Tap khac < 0.41 % (Other impurity: <0.41 %)
Tong tap: 1,93 % (Total impurities: 1.93 %)
7. DPinh lugng (HPLC) : 97,73 % C41H76N, 05, tinh theo chat khan.
Assay Do khong dam bao do mo rong U =+0,15 %.

97.73 % C, HsN>O;s, calculated on the dried
basis. Expanded uncertainty of the certified
value U= +0.19 %.

IV. Huwéng din sir dung: Khong sdy trude khi dung
Direction for use: Do not dry before use
V. Bio quan: Nhiét do tr 2 — 8 °C, tranh anh sang.
Storage: Keep container protected from light, preferably at the temperature from 2- 8 °C.
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