CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phiic

BOYTE W,
VIEN KIEM NGHIEM THUOC TRUNG UONG SN,
oy sl G
48 Hai Ba Trung - Hoan Kiém - Ha Ngi - Viét Nam P =
DT +84.24.38252791 - Fax: +84.24.38256911 *Jm
CHUNG CHI PHAN TiCH AN
Certificate of Analysis VILAS 087 |

CHUAN DU()C PIEN VIET NAM
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PANTOPRAZOL NATRI
C16H14F2N3NaO4S. 1% HzO

SKS 0114306 01

I.  Muc dich sit dung: Chuin Dugc dién Viét Nam Pantoprazol natri. SKS 01 14306.01
dugc st dung cho cac phép thir dinh tinh va dinh lu’orng bang phu’orng phap phan tich héa
ly.

Intended use: The Vietnamese Pharmacopoeia Reference Substance for Pantoprazole
sodium Control No. 0114306.01 is intended to be used for assay and identification by
physico-chemical analytical methods.

II. M6 ta: Bot mau tring.

Description: A white powder. . :

III. Két qua phén tich: Dbi chiéu véi chuan Pantoprazol natri USPRS Lot. HIM239 ¢6 ham

luong 0,935 mg/mg CsH4F2N3NaO4S, tinh theo nguyén trang.
Analytical data: The Pantoprazole sodium USPRS Lot. HIM239 was used as Standard
and regarded as 0.935 mg/mgqu 16H14F>N3NaO,S, calculated on the as is basis.
1. Pinh tinh~ |
Identlf cations
a. Phd hong ngogu : Tring véi phd hdng ngoai clia pantoprazol natri
 Infrared absogfp\tlon‘ chuan.
%y N % A Concordant with infrared absorption spectrum
\ of Pantoprazole sodium RS.
“b. Phan {mg ¢ta ion natri : Dung
Reaction of sodium Conformed
2. Do trong va mau sic dung dich . Dat
Appearance of solution Passed
3. Goc quay cuc : -0,004°
Optical rotation
4. Ham luong nude (KF) : 6,56 %
Water
5. Kim loai nang : Dat
Heavy metals Passed
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6. Tap chit lién quan (HPLC) : Tap A: 0,06 %; Tap E: 0,02 %
Related substances Tong tap: 0,08 %

Imp. A: 0.06 %,; Imp. E: 0.02 %
Total imp.: 0.08 %

7. Dinh lugng (HPLC) 0 93,72 % CisHi4F2N3NaO,4S, tinh  theo nguyén
Assay trang. D6 khong dam bao do mé rong U = + 0,19
% v6i hé s6 phitk =2 & d tin cdy 95 %.
93.72 % C16H14F2N3N6104S, calculated on the
“as is” basis. Expanded uncertainty of the
certified value U = + (.19 % using a coverage

Jactor k = 2 at level of confidence approximately
95 %.

IV. Huéng din sir dung: Khong sdy trude khi dung
Direction for use: Do not dry before use

V. Bio quén: Nhiét d6 tr 2 — 8°C, tranh anh 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 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.vh
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