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CHUAN DUQC DIEN VIET NAM
Vietnamese Pharmacopoeia Reference Substance

LANSOPRAZOL
C16H14F3N30,8
SKS:0218203.02

I.  Muc dich sir dung: Chuan Dugc dién Viét Nam Lansoprazol SKS:0218203.02 dugc
str dung cho cac phép thir dinh tinh va dinh lugng bang phuong phép phén tich-héa ly.
Intended use: The Vietnamese Pharmacopoeia Reference ‘Substance_for Lansoprazole

Control No. 0218203.02 is intended to be used in physicochemical analysis for assay and
identification. G N NN

II. MO ta: Bot két tinh mau tring hodc gan nhﬁ\~tréng;" b
Description: A white or almost white, crystallinq powder.

III. Két qua phan tich: Déi chibu véi chuén Lansoprazol JPRS Lot. LNS01010102 ¢6 ham
lugng 100,0 % C¢H14F3N30,8S, tinh thCQ chat khan‘

Analytical data: The Lansoprazole JPRS, Lot./LNS01010102 was used as Standard and
regarded as 100.0 % C1sH 4 3N 3058, calcutlated on the anhydrous basis.

1. Dinh tinh (dentifications) \ )
a. Ph6 hong ngoai— " <7 : Phuhop v6i phd hong ngoai ctia Lansoprazol chudn.
Infrared absqrpﬁon%\ P Concordant with infrared absorption spectrum of
“Hg /AN, Lansoprazole RS.

“b. Phd tirngoai. . Plng

“UV-absorption Conformed

2. Nude (Co{lldmetric titration) : 0,02 %
Water

3. Tap chét lién quan (HPLC) : Tung tap < 0,05 % / Individual impurity < 0.05 %
Related substances Tong tap: 0,12 % / Total Impurities: 0.12 %

4. Pinh luong (HPLC) : 99,79 % Ci6H14F3N30,S, tinh theo nguyén trang
Assay . D6 khong dam bao do m& rong U = + 0,18 % voi

f hé so phu k =2 & d¢ tin cay 95 %.

99.79 % C1sH,4F3N30,S, calculated on the “as is”
basis. Expanded uncertainty of the certified value
U= +0.18 % using a coverage factor k = 2 at
level of confidence approximately 95 %.
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IV. Huwéng din sir dung: Khong sdy trude khi dung
Direction for use: Do not dry before use

V. Bio quan: Nhi¢t do 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 chit chudn co thé tra ciru 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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