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MEFLOQUIN HYDROCLORID

C7H6FsN,0. HCI
SKS:0211045.02

I.  Muc dich st dung: Chuin Duoc dién Viét Nam Mefloquin hydroclorid SKS:
0211045.02 duge sir dung trong cac phép thir dinh tinh va dinh luong bang phuong phap
phén tich héa ly. W
Intended use: The Vietnamese Pharmacopoeia Reference Substance Mefloquine
hydrochloride Control No. 0211045.02 is intended to be used. in physicochemical
analysis for assay and identifications.

II. Mo ta: Bot két tinh mau tring hoic hoivang. ,
Description: A white or slightly yellow, crystalline powder.

II. Két qua phan tich: Pbi chiéu voi chuan Mefloquin hydroclorid USPRS 16 F1J 249 ¢6
: ham lugng 97,6 % C,7H;6FsN,O. HCI, tinh theo nguyén trang.
Analytical data: The Mefloquine hydrochloride” USPRS Lot. F1J249 was used as
Standard and regarded as 97.6 % C;,H;sFsN>Q. HCI, calculated on the “as is” basis.

1. Binh tinh (Identifications)” .
a. IR ( ' - Phil hop véi phd hdng ngoai cia Mefloquin HCI chuén.
_Concordant with the infrared absorption' spectrum of
- Meflogquine HCI USPRS.

“b. Phan img cla ion clo : Ding

Reaction ofion cloride Conformed
2. Géc quay cuc ‘rikéng : - 0,08 ° (dung dich 5,0 % kl/tt trong methanol, do &
Specific-optical rotation P
: - 0.08 ° (5.0 % w/v solution in methanol, measured at
25 °C).
3. Kim loai néng . Dat
Heavy metals Passed
4. Ham lugng nudc (KF) : 12,99 %
Water
5. Tap chét lién quan (HPLC) : Tap A: 0,03 % (Impurity A: 0.03 %)
Related Substances Tap khac < 0,02 % (Other impurity < 0.02 %)
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6. DPinh lugng (HPLC) . 97,11 % C7H 4F¢N,O.HCIl, tinh theo nguyén trang.
Assay Do khong dam bao do mod rong U = 0,12 %, hé s6 phu
k =2 & d0 tin cay 95 %.
97.11 % C;7H16FsN>O.HCI, calculated on the “as is”

basis. Expanded uncertainty of the certified value

U = 0.12 %, using a coverage factor k = 2 at level of
confidence approximately 95 %.

IV. Huwéng dén siv dung: Khong siy trudce khi dung
Direction for use: Do not dry before use

V. Bao quén: Nhiét dd 2 - 8 °C, tranh anh sang.

Storage: Keep container protected from light, preferably at the temperature from2-8°C.
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