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Certificate of Analysis

CHUAN DUQC PIEN VIET NAM
Vietnamese Pharmacopoeia Reference Substance

OMEPRAZOL
Ci7H9N305S

dung cho céac phép thir dinh tinh va dinh luong bang

Intended use: The Vietnamese Pharmacopoeia Refeérens
No. C0621199 is intended to be used in physicoch
identification.

I. Muc dich sir dung: Chuin Duoc dién Viét Nam ? Sk X199 duge st

nical “analysis for assay and

II. Mo ta: Bot mau tréng hodc gin nhu trang.
Description: A white or almost white

II1. Kétaqué phén tich: Sir dung chuén razgl USPRS 16. H cho phép thir dinh tinh; va
chuén Omeprazol USPRS 16 RO65NO, ¢ luong 0,999 mg/mg C,7H;9N303S tinh theo

: Phu hop véi phd hong ngoai cia Omeprazol chuén.
Concordant with infrared absorption spectrum of

Omeprazole RS.
; ¢ i : Dat
Clarity of solution Passed
3. Mét khéi lugng do 1am khé : 0,01 %
Loss on drying '
4. TapFvatap G : Dat
Impurity F and G, Passed
5. Tro sulfat 2 0,04 %
Sulfated ash
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6. Tap chat lién quan (HPLC) : Tap D: Khong phat hién
Related substances Tap E: <0,05 %
01 tap khac: < 0,05 %
Impurity D: Not detected
Impurity E: < 0.05 %
01 unknown impurity: < 0.05 %

7. Dinh lugng (HPLC) -1 99,9 % C17H19N3038S, tinh theo nguyén trang
Assay ’ Do khong dam bao do mo rong U =+ 0,2 % véi hé
s6 phu k =2 & db tin cay 95 %.
99.9 % C;7H;9N303S, calculated on the “as is”
basis. Expanded uncertainty of the certified value
U= +10.2 % using a coverage factor k = 2 at level
of confidence approximately 95 %.

IV. Huwéng din sir dung: Khong siy trude khi ding
Direction for use: Do not dry before use

V. Bio quén: Nhiét d tir 2 — 8 °C, tranh 4nh sang.
Storage: Keep container protected from light, preferably at the temperature from 2 - 8 °C.
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Céc thong tin vé chét chudn co thé tra ctru theo dia chi: http://www.nidqc.org.vn
Visit the flowing link to see the updated information of reference substances:
http://www.nidqc.org.vn
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