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Secondary Reference Substance

PERINDOPRIL zert-BUTYLAMIN
C19H3,N»05.C4H N
SKS' 0418253.02

I. Muc dich sit dung: Chuan dbi chiéu thr cAp Perindopril fert- butylamm SKS: 0418253.02
dugc sir dung cho cac phép thur dinh tinh va dinh luong bang phuong phap phan tich hoa

ly. "
II. Intended use: The Secondary Reference Substance for Permdoprll tert butylamzne control

No. 0418253.02 is intended to be used in physzcochemzcal ‘analysis for assay and
identifications.

III. M ta: Bot mau trang.
Description: A white powder.

IV. Két qua phan tich: Ddi chiéu voi, chudn Pefindopfi"l‘ tert-butylamin EPRS Batch 3.
Analytical data: The Perindopril tert-butylamine EPRS Batch 3 was used as Standard.

1. Dinh tinh (Identifi catzons) , B
a. Pho hong ngoai . : Phu hop véi phd hdng ngoai ctia Perindopril tert-
IR (€1 Ay __~ butylamin chuan.
. iy ® '~ Concordant with the infrared absorption spectrum
of Perindopril tert-butylamine RS.

. Tap chét lién quan (HPLC)

b. Gog/ quay cue rleng . -67,16°
Speczf ic opticalrotation
c. Sic ky lop mong (TLC) : Pung
' Conformed
. Tap A (TLC) : Khong phat hién
Impurity A Not detected

: TapB,E,H (Imp. B, E, H): Khong phét hién (Not detected)

Related substances Tap F (Impurity F): 0,04 %
Tap khac (Other impurity): 0,06 %
¥ Tong tap (Total impurities): 0,10 %
. Nudc (KF) ; 0,31 %
Water
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5. Dinh lugng (Chuén do MTK)  : 99,41 % C 9H3;N,05.C4H N, tinh theo nguyén trang.
Assay (Titration)

b6 khéng dam bao do md rong U = + 0,11 %, hé
sb phit k =2 & d tin cay 95 %.

99.41 % C19H3,N50:5. C4H; N, calculated on the “as
is” basis. Expanded uncertainty of the certified
value U = +0.11 %, using a coverage factor 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. Bdo quan: Nhiét 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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