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Certificate of Analysis

CHUAN DOI CHIEU THU CAP
Secondary Reference Substance

LOPERAMID HYDROCLORID
C,yH;33CIN,O,.HCI

: C0425134

I.  Muc dich sir dung: Chuén ddi chiéu tha cap Loperamid hydroclorid S
sir dung cho cac phép thtr dinh tinh va dinh luong bang phuong phég

Intended wuse: The Secondary Reference Substa
C0425134 is intended to be used in physicochemical

1. Mb ta: Bot mau trang.
Description: A white powder.

1. Két qua phan tich: D5i chiéu v6i chudn Lop
ham lugng 99,7 % CyoH33CIN,0,.HCI, #

Analytical data: The Loperamide h
Standard and regarded as 99.7 % C»g

1. Dinh tinh (Identifications)

a. Pho h@)n@ai
IR

oncordant with the infrared absorption spectrum of
Loperamide hydrochloride RS.

: DPing
Conformed

2. Tap chatfién quan (HPLC) : Chlorophenylpiperidinol: Khong phat hién/ Not detected
Related substances Deschloroperamide: 0,03 %

Loperamide trans N- Oxide: Khong phat hién/ Not detected
Loperamide cis N- Oxide: Khong phat hién/ Not detected
Anhydroloperamide: Khong phat hién/ Not detected
Loperamide piperidinolamide: Khong phét hién/ Not detected
Loperamide biphenyl analog: Khong phat hién/ Not detected
Loperamide quaternary salt: Khong phat hién/ Not detected
Tung tap khac < 0,01 %/ Other individual impurity <0.1%
Tong tap: 0,04 %/ Total impurities: 0.04 %
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3. Mét khéi luong do lam khd ;0,2 %
Loss on drying

4. Dinh lugng (HPLC) 0 99,6 % CyH33CIN,O, . HCI, tinh theo nguyén trang.
Assay ‘ Do khong dam bao do mo rong U = 0,1 %, hé sé phu
k =2 & d6 tin cay 95 %.
99.6 % Cr9H33CIN-O>. HCI, 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. Hwéng din sir dung: Khong siy trude khi dung
Direction for use. Do not dry before use

V. Bao quan: Nhiét do 2 — 8 °C, tranh anh sang.
Storage: Keep container protected from light, preferably at the temperature from 2 — 8 °C.
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