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MOXIFLOXACIN HYDROCLORID
C21H24FN3O4.HC1

I. Muc dich sit dung: Chuin Dugc dién Viét Nam Moxifloxacin h
0118346.01 dugc sir dung cho cac phép thu dinh tinh va din :
phan tich hoa ly. p
Intended use: The Vietnamese  Pharmacopoeia Reférence
hydrochloride Control No. 0118346.01 is intended to ] ochemical analysis
for assay and identification.

II. Mo ta: Bot mau vang nhat.
Description: A slightly yellow powder.

1. Két qua phén tich: Dbi chiéu véi chu

Analytical data: The Moxifloxacin hydroehloride EPRS Batch 3 was used as Standard
and regarded as 96.1 % C 30, HCI calculated on the as is basis.

1. Dinh tinh (@iﬁcations)
a. Pho hong ng

: Phu hop véi phf) hong ngoai cua Moxifloxacin
dabsarpti

hydroclorid chuan.
Concordant with infrared absorption spectrum of
Moxifloxacin hydrochloride RS

: Trong phép thtr dinh lugng, thoi gian luu cua pic

chinh trén SKD dung dich thir twong tmg véi thoi
gian luu cta pic chinh trén SKP dung dich
chuan.
The retention time of the major peak of the
Sample solution corresponds to that of the
Standard solution, as obtained in the Assay.

c. Phan tng cta ion CI’

Reaction of chlorides : Dat
Conformed

2. pH : 4,35 (dung dich 0,2 % kl/tt)
4.35 (0.2 % w/v solution)
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3. Goc quay cuc riéng : -130,3° (do & 20 °C)

Specific optical rotation -130.3° (measured at 20 °C)
4. Nudc (KF) 0 0,58 %

Water
5. Can sau nung : 0,01 %

Residue on ignition

6. Tap dong phan quang hoc (HPLC) :0,06%

Enantiomeric purity

7. Tap chat lién quan (HPLC) : Phat hién 01 tap = 0,09 %
Related substances One impurity peak detected: 0.09 %

8. Dinh lugng (HPLC) : 98,80 % C;1H24FN304.HCI, tinh theo nguyén trang.
Assay D0 khong dam bdo do mé rong U = 0,31 % véi hé

s6 phu k =2 & do tin cdy 95 %.

98.80 % C, H>4FN3;0,. HCI, calculated on the “as
is” basis. Expanded uncertainty of the certified
value U= 0.31 % using a coverage factor k =
2 at level of confidence approximately 95 %.

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

V. Bdo quin: Nhiét d tir 2 — 8 °C, trdnh anh sang.
Storage: Keep container protected from light, preferably at the temperature from 2- 8 °C.
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