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CHUAN DUQC DIEN VIET NAM
Vietnamese Pharmacopoeia Reference Substance
BROMHEXIN HYDROCLORID
C4H5oBrN, . HCI

SKS: 0217273.02

I. Muc dich suw dung: Chuan Duogc dién Viét Nam Bromhexih Nydroglorid SKS:
0217273.02 dugc st dung cho céac phép thur dinh tinh va dinh luting bang ‘pt
phap phan tich hoa ly.
Intended use: The Vietnamese Pharmacopoeia Réferefice Substance for' Bromhexine
hydrochloride Control No. 0217273.02 is inten o be\issed dw'physicochemical
analysis for assay and identification

II. Mo ta: Bot két tinh mau tring.
Description: A white, crystalline p

1. Két qua phan tich: Tién hanh s son chuan Bromhexin hydroclorid ARS
SKS: T110150b c6 ham Juong 99, ({H5,Br,N,.HCI, tinh theo chat da lam kho.

Analyticatdata: exine hydrochloride ARS Control No. T110150b was
used as- Standar ed as 99.71 % C;Hy)BroN>. HCL, calculated on the
dried basis.

Trung voi pho hong ngoai cia Bromhexin
hydroclorid chuan

Concordant with infrared absorption spectrum
of Bromhexine hydrochloride RS.

b. Phan Umg cuda ion clo : Pung
Reaction of chloride Conformed

2. Do trong va mau sc dung dich : Dat
Appearance of solution Passed

3. M4t khéi lugng do lam kho @ 0,04 %
Loss on drying
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4. Tap chat lién quan (HPLC) - Xudt hién 04 pic tap < 0,05 %

Related substances 04 impurity peaks detected, each impurity < 0,05 %
5. Pinh luong (HPLC) : 99,32 % C4H,Br,N,.HCL, tinh theo nguyén trang.
Assay Do khong dam bao do m¢ rong U = + 0,26 %

v6i hé s6 phii k = 2 & do tin cay 95 %.

99.32 % C,,H,)Br>N,. HCI, calculated on the “as
is” basis. Expanded uncertainty of the certified
value U= +0.26 % using a coverage factor k =
2 at level of confidence approximately 95 %.

IV. Huéng dan siv dung: Khong sdy trude khi dung
Direction for use: Do not dry before use
V. Biao quan: Nhiét do tir 2 — 8 °C, tranh anh sang.
Storage: Keep container protected from light, preferably at the temperature from 2 - 8 b
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