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CHUAN DUQC PIEN VIET NAM
Vietnamese Pharmacopoeia Reference Substance

ONDANSETRON HYDROCLORID
CsH9N;0.HCIL.2H,0

VILAS 087

/SKS:0215311.01

I. Muc dich st dung: Chuin Duoc dién Viét Nam Ondansetron hydroclorid~ SKS:
0215311.02 dugc sir dung cho cac phép thir dinh tmh va dmh 1u’0rng bang phuong phap
phan tich hoa ly.

Intended use: The Vietnamese Pharmacopoeza Reference Substarzee Ondansetron
hydrochloride Control No. 0215311.01 is intended to be used in physzcochemzcal analysis
Jor assay and identification.

Il. M6 ti: Bot mau tring.
Description: A white powder.

1L Két qua phan tich: Dbi chiéu voi chudn Ondansetfon hydroclorid USPRS Lot. HOK424
c6 ham lugng 99,8 % CsHoN30.HCL, tinh theo chét khan.
Analytical data: The Ondansetron hydrochloride USPRS Lot. HOK424 was used as
Standard and regarded ‘asy‘,99.“8 '%‘ C1sH19N30.HCI, calculated on the anhydrous basis.

1. Pinh tinh (Identlfcatlons)

a.Ph6 hong ngoai . ‘ : Phu hop véi pho hdng ngoai cta Ondansetron
Infrared absorptzon ot hydroclorid chuén.
e N~ Concordant with infrared absorption spectrum of
Ondansetron hydrochloride RS.

b. Phan ting Cia ion Clo : Dulng.
Reaction of chloride Conformed
2. Cian sau nung : 0,02 %
Residue on ignition
3. Ham lugng nuéc (KF) 2 9,96 %
Water
4. Gi6i han tap D (HPLC) L 0.02%

Ondansetron Related Compound D
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5. Tap chét lién quan

Related substances ’ ’
4. TLC ¢ Xuathién 1 vét tap dat qui dinh
Passed (01 impurity spot detected)
b. HPLC . Khong xuét hién pic tap
No impurity peak detected
6. Dinh lugng (HPLC) : 89,98 % C,gHoN3;O.HCI, tinh theo nguyén trang.
Assay Do khong dam bao do m¢ rong U =+ 0,15 % voi

hé s6 phit k =2 & d9 tin cay 95 %.
89.98 % C,3sH9N30.HCI, calculated on the “as is”
basis. Expanded uncertainty of the certified value

U=+ 0.15 % using a coverage factor k = 2 at
level of confidence approximately 95 %.

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

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