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CHUAN CHINH
Secondary Reference Substance

LISINOPRIL
C2]I“I3] N305.2H20

SKS:, ws.ol 18343.01

I.  Muc dich sir dung: Chuan chinh Lisinopril SKS: WS.01 18343 ol duorc st dung cho céac
phép thir dinh tinh va dinh luong bang phuong phap phan tich-hoa ly.

Intended use: The Secondary Reference Substance for Lzsmopml No. WS.0118343.01 is
intended to be used in physicochemical analyszs far assay and ldennf cations.

Il. M0 ta: Bot két tinh mau tréng.
Description: A white crystalline powder.,

III. Két qua phan tich: Di chiéu voi chuan [ 1smopr11 USPRS 56 16: JOF043, ¢6 ham luong
100,0 % C,1H3;N3Os, tinh theo khan. ‘

Analytical data: The Lisinopril USPRS Lot ]0F 043 was used as Standard and regarded
as 100.0 % Cg,H3/N305, Calculated on the anhydrous basis.

. Dinh tinh (Idenilszalzons) ‘ o i
a. IR- W LY A WG Phu hop vai pho hong ngoai ctia Lisinoprilchuan.
\ i Concordant with the infrared absorption spectrum of
Lisinopril RS.

b. HPLC N A : Trong phép thir dinh lugng, thoi gian luu cua pic chinh
; trén sac ky do cua dung dich thur tuong tmg véi thoi gian
luu cua pic chinh trén sic ky do ciia dung dich chuén.

The retention time of the major peak of the sample
solution corresponds to that of the standard solution, as
obtained in the Assay.

2. Nudce (KF) : 8,60 %
Water
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3. Tap chét lién quan (HPLC) : N-alkyl-L- Lysin: 0,05 %
Related substances DL-Homophenylalanin: < LOQ

Lisinopril epimer: Khong phat hién (Not detected)
Lisinopril cyclohexyl analog: Khong phat hién (Not detected)
R.S.S- Diketopiperazin: Khong phat hién (Not detected)
S.S.S- Diketopiperazin (Tap A): Khong phat hién (Not detected)
N-alkyl lisinopril: Khong phat hién (Not detected)

Tap khong xéc dinh (Unknown impurity): < LOQ

Tong tap (Total impurities): 0,05 %

4. Dinh lugng (HPLC) 90,46 % C3H3,N;30s, tinh theo nguyén trang.
Assay Do khong dam bao do m¢ rong U = 0,14 %, hé sé phu k
=2 & do tin cay 95 %.
90.46 % C>1H3N3Os, calculated on the “as is” basis.
Expanded uncertainty of the certified value U = 0.14 %,
using a coverage factor k = 2 at level of confidence
approximately 95 %.

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

V. Bao quin: 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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