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CHUAN POI CHIEU THU CAP
Secondary Reference Substance

MONTELUKAST NATRI
C;S}{35C]NN303S

Intended use: The Secondary Reference Substance
- C0121371 is intended to be used in physicochemical analy

II. Mo ta: Bot mau gan nhu trang, hut am.
Description: An almost white and hygroscopic

USPRS 16 R06240. va chuin
c6 ham luong 994 %

. Két qua phén tich: Déi chiéu v6i chud
Montelukast  dicyclohexylamin  USP
C35H36CINO;S.C,H3N (tinh theo nguyé

Analytical data: The Montelukast sodiu
dicyclohexylamine USPRS

(calculated (»@z% as is basi

1. Dinh tinh (Ident{f

S lot. R06240, and the Montelukast
R10590 regarded as 99.4 % C;sH;sCINO;S.C1oHo3N
sed as Standards.

Phu hop voi phd héng ngoai ciia Montelukast natri
chuan.

Concordant with the infrared absorption spectrum of
Montelukast sodium RS.

b. Phan ung/efia ion natri : Duang
Reaction of sodium Conformed
c. Phép thir tap dong phén : Dap ung
Test for enantiomeric purity Complies
2. Nude (KF) : 1,8 %
Water
3. Tap dong phan (HPLC) : Khong phat hién
Enantiomeric purity Not detected
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4. Tap chét lién quan (HPLC) : Montelukast styrene: 0,17 %

Related substances Montelukast sulfoxide isomers : 0,17 %

Tap khac: Khong phat hién/ Other impurity: Not detected
Tong tap: 0.34 % / Total impurities: 0.34 %

5. Dinh lugng (HPLC) : 97.5 % C35H35CINNaOsS, tinh theo nguyén trang.
Assay Do khong dam bao do mé rong U = 0,3 %, hé $6 phu
k =2 ¢ dd tin cay 95 %.
97.5 % Cs3sH3sCINNaO;3S, calculated on the “as is”
basis. Expanded uncertainty of the certified value
U = 0.3 %, using a coverage factor k = 2 at level of
confidence approximately 95 %.

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

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