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OMEPRAZOL
C |7I'l |()N303S

I. Muc dich sir dung: Chuan Duoc dién Viét Nam Qmeprazp
dung cho cac phép thu dinh tinh va dinh lugng ban
Intended use: The Vietnamese Pharmacopoeia Refey
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);S, calculated on the “as is ™ basis.

.999

regarded a

. Phu hop voi pho hong ngoai cua Omeprazol chuan.

1. Ph6 hong ngo
¢ Concordant with infrared absorption spectrum of

Omeprazole RS.
ing dich : Pat
ion Passed
101 lugng do lam kho 2 0,1 %
Loss on drying
4. Tap Fvatap G . Pat
Impurity F and G Passed
5. Tro sulfat : 0,06 %
Sulfated ash
6. Tap chét lién quan (HPLC) : Tap D: Khong phat hién / Impurity D: Not detected
Related substances Tap E: Khong phat hién / Impurity E: Not detected
Tap khac < 0,05 % / Unknown impurities < 0.05 %
Tong tap: 0,05 % / Total impurities: 0.05 %
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7. Dinh lugng (HPLC)

Assay

0 99.9 % C7H,9N303S, tinh theo nguyén trang ’
Do khong dam bao do md rong U = 0,1 % vdi hé so
phu k =2 ¢ do tin cdy 95 %.

99.9 % C,;7H;9N303S, calculated on the

“as Is"

basis. Expanded uncertainty of the certified value
U= 0.1 % using a coverage factor k = 2 at level of
confidence approximately 95 %.

IV. Huéng din sir dung: Khong sdy trude khi dung
Direction for use: Do not dry before use

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