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CHUNG CHI PHAN TiCH
Certificate of Analysis

CHUAN POI CHIEU THU CAP
Secondary Reference Substance
ESOMEPRAZOL MAGNESI DIHYDRAT

C34H36MgN606SQ.2H20

SKS: C0123391

I. Muc dich sitr dung: Chuén dbi chiéu thu cép Esomeprazol magne81 d1hydrat SKS:
C0123391 duoc str dung cho cac phép thtr dinh tinh va dinh luorng bang phu’ong phap
phan tich hoa ly.

Intended use: The Secondary Reference Substance Esomeprazole magnesmm dihydrate
Control No. C0123391 is intended to be used in physzcochemlcal analyszs for assay and
identification. ) 3 ;

II. Mb ta: Bot mau gin nhu tring.

Description: An almost-white powder.

I11. Két qua phan tich: Di chiéu véi chuan “Esomeprazol magnesi USPRS 16 G0I290 va
chudn Omeprazol USPRS 16 R065NO c6 ham luorng 0,999 mg/mg C,7H9N30;3S, tinh theo
nguyeén trang.

Analytical data: The Esomeprazole magneszum USPRS Lot.G0I290 and the Omeprazole
USPRS Lot.RO65NO regarded-as 0.999 mg/mg C,7H9N305s8, calculated on as is basis,
was used as, reference standards

1. Pinh tinh (]derztzf catlorzs) :
a, AR\ ‘ _~ " Phu hop voi phd hong ngoai ctia Esomeprazol magnesi
chuén
Concordant with the infrared absorption spectrum of
Esomeprazole magnesium RS.

b. HPL“‘C 2 : Pap tmg yéu cau cua phép thir Tap ddng phan d6i quang
, Meet the requirement of the test Enantiomeric purity

c. Phan ung cua ion Mg”" : Dung
Reaction of magnesium  Conformed

d. Nudc . Pap tmg yéu cau cta phép thir Nude.
Water Meet the requirement of the test Water.
2. Do hip thu anh sdng : Pat
Absorbance Passed
3. Nudc (KF) 1 52%
Water
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4. Tap chét lién quan (HPLC) : Tap D: Khéng phat hién (Impurity D: Not detected)
Related substances Tap E: Khong phat hién (Impurity E: Not detected)
- Tap khac 0,09 % (4dny unspecified impurity < 0.09 %)
Téng tap: 0,16 % (Total impurities: 0.16 %)

5. Tap dong phéh dbi quang Khoéng phat hién

Enantiomeric purity Not detected
6. Dinh lugng (HPLC) : 93,1 % C34H36MgN4OgS,, tinh theo nguyén trang
Assay Do khong dam bao do m¢ rong U = + 0,1 % véi hé s6 phu

k =2 & d0 tin cay 95 %.

93.1 % C34H3sMgNsOgS5, calculated on the “as is” basis.
Expanded uncertainty of the certified value U = +0.] %
using a coverage factor k = 2 at level of confidence
approximately 95 %.

IV. Hwéng din sir dung: Khong sdy trude khi dung
Direction for use: Do not dry before use
V. Bio quéan: Nhiét 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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Cac thong tin vé chét chudn c6 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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