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Secondary Reference Substance
FAMOTIDIN
CgH5N70,S5
. 0324102
I. Muc dich sir dung: Chuén ddi chiéu thtr cdp Famotidin SKS: C032 u dung

cho cac phép thur dinh tinh va dinh luong bang phuong phap phén tich hoa Iy
Intended use: The Secondary Reference Substance Fggmotiding € col 0324102 is
intended to be used in physicochemical analysis for a.gcrzv apd ¥ ; jon:

II. Mé ta: Bot két tinh mau tring.
Description: A white, crystalline powde

1. Két qua phan tich: Péi chiéu voi chuan
0,995 mg/mg CgH/sN-70,S3, tinh theo n :
Analytical data: The Famotidine . 4850 was used as Standard and
regarded as 0.995 mg/mg CsH 5sN-0x

s Phu hop v pho hong ngoai ctia Famotidin chuan.
oncordant with infrared absorption spectrum of
motidine RS.

1. Phd hong ngoai

B

5i luongdo kho

70,02 %

a LC) : Tap B, tap F: Khong phat hi¢n

es Tap C: 0,02 %

Tap D: 0,04 %

Tap E: 0,04 %

Famotidin amidin: 0,02 %

Famotidin cyanoamidin: 0,02 %

Tap khac < 0,02 %

Téng tap: 0,18 %

Famotidine related compound B, F: not detected
Famotidine related compound C: 0.02 %
Famotidine related compound D: 0.04 %
Famotidine related compound E: 0.04 %
Famotidine amidine: 0.02 %

Famotidine cyanoamidine: 0.02 %

Any other impurity <0.02 %

Total imputies: 0.18 %
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4. DPinh lugng (HPLC) 992 % CgH,sN70,S;, tinh theo nguyén trang.
Assay Do khong dam bao do mo rong U = 0.1 % vé6i hé s6 phu
k =2 & do tin cay 95 %.
99.2 % CgH,;sN;0-S;, calculated on the “as is” basis.
Expanded uncertainty of the certified value U = 0.1 %
using a coverage factor k = 2 at level of confidence
approximately 95 %.

IV. Huwéng dan sir dung: Khong sdy trudc khi dung
Direction for use: Do not dry before use
V. Bio quin: 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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