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CHUNG CHi PHAN TiCH
Certificate of Analysis

CHUAN POI CHIEU THU CAP
Secondary Reference Substance

PERINDOPRIL tert-BUTYLAMIN
C19H3,N,05.C4H N

VILAS 087

SKS: 0418253.02

I. Muc dich sir dung: Chuén dbi chiéu thu cdp Perindopril fert-butyla :
duoc st dung cho cac phép thir dinh tinh va dinh luong bang phuong phap pha e hoa

ly.

1. Intended use: The Secondary Reference Substance f Perindopri . amine control
No. 0418253.02 is intended to be used in phys emicy ( for assay and
identifications.

II1. Mb ta: Bot mau tring.
Description: A white powder.

IV. Két qua phén tich: Dbi chiéu véi chuas’Peri
Analytical data: The Perindopril tert- ylami

il tert-butylamin EPRS Batch 3.
RS Batch 3 was used as Standard.

1. Dinh ‘g’nh (Identifications) .
a. Pho hé@ﬁgoe}i Phu hop voi p’hc‘)hf)ng ngoai cta Perindopril rert-
IR

ylamin chuan.
oncordant with the infrared absorption spectrum
of Perindopril tert-butylamine RS.

0 -67,16°
: Pang
Conformed
2. Tap A (TLC) : Khong phat hién
Impurity A Not detected
3. Tap chét lién quan (HPLC) - Tap B, E,H (Imp. B, E, H): Khong phat hién (Not detected)
Related substances Tap F (Impurity F): 0,04 %

Tap khac ( Other impurity): 0,06 %
Tong tap (Total impurities): 0,10 %

4. Nudc (KF) 0 0,31 %
Water

VKN/BM/20.03 (10) 172 Ngay ban hanh: 27/02/2024
Perindopril tert-butylamin SKS: 0418253.02




5. Dinh lugng (Chuén do MTK) : 9941 % C9H3,N>05.C4H; N, tinh theo nguyén trang.
Assay (Titration) Do khong dam bao do mo rong U = 0,11 %, hé s
phu k =2 & do tin cdy 95 %.
99.41 % C19H3:N>05.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 dan sir dung: Khong sdy trude khi dung
Direction for use: Do not dry before use

V. Bao quin: Nhié¢t d¢ 2 - 8 °C, tranh 4anh sang.
Storage: Keep container protected from light, preferably at the temperature from 2 - 8 °C.

Updated date

Ha Noi, ngay 21 thang 10 nam 2024
21*" October 2024

VIEN TRUONG

IEN TRUONG

L& Quang Thao

Kié¢m tra dinh ky (Re-test year)
Da kiém tra | Kiém tra lan sau | Phu trach khoa

(ndm) (nam) (ky)
Last re-test Next re-test Signature~
2024 2027

Céc thong tin vé chat chuén c6 thé tra ctru theo dia chi: http://www.nidqc.gov.vn

Visit the flowing link to see the updated information of reference substances:
http://www.nidgc.gov.vn

VKN/BM/20.03 (10) 2/2
Perindopril tert-butylamin SKS: 0418253.02

e i
e i
SRS




