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CHUAN POI CHIEU THU CAP
Secondary Reference Substance

AMBROXOL HYDROCLORID
i | 3H 1 9Br2ClN20

duoc su dung cho céc phep thtr dinh tinh va dinh lugng |53
Intended use: The Secondary Reference Substance of

C0120364.01 is intended to be used in physicoc
identifications.
II. M6 ta: Bot két tinh mau trang.
Description: A white, crystalline powder.
roclorid ARS SKS: 1106132.
Control No. 1106132 was used as

L. Két qua phan tich: Déi chiéu voi chuap Amibrox
Analytical data: The Ambroxol hydrockloride

Standard.
1. DPinh tinh (IWcation /
a. Pho hong 1igogi hop véi phd hong ngoai ctia Ambroxol hydroclorid
IR chuén.

Concordant with the infrared absorption spectrum of
Ambroxol hydrochloride RS.

: Dung
Conformed
c. Phan ung cua ion clorid : bung
Reaction of chloride Conformed
2. Do trong va mau sic dung dich : Pat
Appearance of solution Passed
3. pH : 5,11
4. Tro sulfat : 0,05 %
Sulfated ash
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Ambroxol hydroclorid SKS: 0120364.01



5. Tap chét lién quan (HPLC) : Khong phat hién pic tap

Related substances No impurity peak detected.
6. Mt khéi luong do lam khd £ 0,09 %
Loss on drying’

7. Dinh lugng (Chudn do do thé)  : 100,3 % C13H19Br,CIN,O, tinh theo nguyén trang.
Assay (Potentiometric titration) D¢ khong dam bao do m¢ rong U = 0,2 %, hé s6 phu
k =2 ¢ d0 tin cay 95 %.
100.3 % C3H;9Br>CIN>O, calculated on the “as is”
basis. FExpanded uncertainty of the certified value
U = 0.2 %, using a coverage factor k = 2 at level of
confidence approximately 95 %.

IV. Huéng dan sir dung: Khong siy trude khi dung
Direction for use: Do not dry before use

V. Bdo quan: Nhiét do 2 — 8 °C, tranh 4nh sang.
Storage: Keep container protected from light, preferably at the temperature from 2 — 8 °C.
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