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Vietnamese Pharmacopoeia Reference Substance
ETHAMBUTOL HYDROCLORID
CoH24N»0,.2HCI N
. /SKS: 0212188.02

I. Muc dich si dung: Chufn Duoc dién Viét Nam Ethambutol ‘\*"hyd‘r‘oqlorid SKS:
0212188.02 duoc st dung cho cac phép thir dinh tinh va dinh luong bang phuong phép
hoa ly. ‘ e N o
Intended use: The Vietnamese Pharmacopoeia Reference Substance Ethambutol
hydrochloride Control No. 0212188.02 is intended to be use\‘d\i\r‘l physicochemical analysis
for assay and identification. AN
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IL. Mo ta: Bot két tinh mau tréng. s %y, 4 L,
Description: A white, crystalline powder. .

III. Két qua phan tich: D6i chiéu v6i chudn Ethambutol hydroclorid USPRS 16 H1J063 c6
ham lugng 100,0 % C1oH24N,0,.2HCl, tinh theo ché phim da 1am kho; sdy & 105°C trong
2 gio trude khi sir dung. VN )]

Analytical data: The Ethambutoi\*hydto/c’hloride USPRS Lot. H1J063 was used as
Standard and regarded as 100.0 % C10H24N>02.2HCI, calculated on the dried basis;

dried inoven at 1 05"Cy”or \‘2-\1?bu‘rs/ before use.

/ \\\ \*\\ \\ ) P
1. Pinh tinh (fdgnlb‘iqatiohs)

a. Phé“héng'ﬁgoaix ~~ : Phu hgp VoL phd héng ngoai cta Ethambutol
— Infrared absorption hydroclorid chuén.

o A ey Concordant with infrared absorption spectrum of
§ e Ethambutol hydrochloride RS.

b. Phanung ctia ion CI : Dung.

Reaction of chlorides Conformed
2. Géc quay cuc riéng : +6,3° (dung dich 10,0 % kl/tt, do & 25 °C)
Specific rotation +6.3° (10.0 % w/v solution, measured at 25 °C)

3. Mét khdi luong do lam kho @ 0,02 %

Loss on drying
4. Kim loai ndng : bat
Heavy metals Passed
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5. Tap stereoisomer (HPLC) : Khdng phat hién pic tap stereoisomer
Limit of total stereoisomers No stereoisomer pic detected

6. Tap chét lién quan (HPLC)  : Tap A: 0,60 %
Related substances Tap khac: Khong phat hién
Ethambutol related compound A: 0.60 %
Any individual impurity: Not detected

7. Binh lugng (HPLC) : 99,39 % CoH24N20,.2HCI, tinh theo nguyén trang
Assay Do khong dam bao do md rong U = 0,09 % véi hé sb
phu k =2 & d9 tin ciy 95 %.
99.39 % C19HyN>0,.2HCI, calculated on the “as is”
basis. Expanded uncertainty of the certified value
U= 0.09 % using a coverage factor k = 2 at level of
confidence approximately 95 %.

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

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