CONG HOA XA HOQI CHU NGHIA VIET NAM
Poc 1ap - Tw do - Hanh phic

: BO Y TE, Sy,
V]EN KIEM NGHIEM THUOC TRUNG UONG §\\\-/// ’:
S . i o A g~ =
48 Hai Ba Trung - Hoan Kiém - Ha Ngi - Viét Nam m
DT +84.24.38252791 - Fax: +84.24.38256911 ey
4’////‘_\\\\
%/ AN
mms

I1.

Il

. Dinh.#

CHUNG CHI PHAN TiCH VILAS 087
Certificate of Analysis

CHUAN POI CHIEU THU CAP
Secondary Reference Substance
ACID TRANEXAMIC
CgHsNO,

dung cho cac phép thu dinh tinh va dinh lugng bang pQA
Intended use: The Secondary Reference Substamic
C0221196 is intended to be used in physicochemical a

Mo ta: Bot két tinh mau trang.
Description: A white, crystalline powder.

Két qua phan tich: Sir dung chuan
va chuan Acid tranexamic USPRS 16
theo nguyén trang, cho phép thur dinh lu

Analytical data: The Trapexs

identificationest: and Al¢
mg/mg ColyNQ> calctla

“PCRS batch 3 was used as standard for
examic acid USPRS lot. ROYSEO, regarded as ().999
gy is " basis, was used as standard for assay.

dentificat

: Phu hop vé6i pho hong ngoai cua Acid tranexamic
chuan.
Concordant with the infrared absorption spectrum of
Tranexamic acid RS.

. pH 0 7,41
G161 han clorid : <140 ppm
Chlorides

. Tro sulfat : 0,03 %
Sulfated ash

Mat khéi lugng do lam kho 0 0,02 %
Loss on drying

VKN/BM/20.02 (10)

12 Ngay ban hanh: 27/02/2024

Acid tranexamic SKS: C0221196



6. Tap chat lién quan (HPLC) : TapB.C. D, E<0,03 %
Related substances Tap khac: 0.03 %
Tong tap: 0.03 %
Impurity A, C, D, E < 0.03 %
Other impurity: 0.03 %
Total impurities: 0.03 %

7. Dinh lugng (HPL.C) : 100.1 % CgHlsNO,, tinh theo nguyén trang.
Assay Do khong dam bao do ma rong U = 0.2 %. hé sb phu
k =2 ¢ do tin cdy 95 %.
100.1 % CsH;sNO», calculated on the “as is” basis.
Expanded uncertainty of the certified value U = 0.2 %,
using a coverage factor k = 2 at level of confidence
approximately 95 %.

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

V. Bao quan: Nhi¢t d6 2 - 8 °C, tranh anh sang.
Storage: Keep container protected from light. preferably at the temperature from 2 — 8 °C.
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