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THUOC NHO MAT MOXIFLOXACIN

pAN BO SUNG DBVN v

C,H:FN:0s. HCI, trong ché phim dya vao di¢n tich pic
mox]ﬂoxacm thu dugc trén sic ky do cua dung dich thur,

dung dich chuan va him 1110718 cua C, H,,FN;0,.HCI trong
moxlﬂoxacm hydroclorid chuén.

Bdo quén
Trong do dung kin, trénh dnh sang, & nhiét do phong.

Loai thudc
Khéang sinh nhém fluoroquinolon.

Ché phim
yién nén, thude tiém, thudc nho mit.

THUOC NHO MAT MOXIFLOXACIN

Thudc nhé mat moxifloxacin 1a dung dich vo khuén cua
moxlﬂoxacin hydroclorid trong nu'orc tinh khiét.

Ché pham phai dap {mg cic yéu cau trong chuyén ludn
“Thude nho mat” (Phu lyc 1.14) va cac yéu cau sau day:

Ham lwgng moxifloxacin, C,,H,,FN;0,, tir 90,0 % dén
110,0 % so voi1 luong ghi trén nhan.

Pinh tinh

A. Trong phan Dinh lugng, pic chinh trén sic ky dd cua
dung dich thir phai c6 thoi gian lvu tuong tng vai thoi
gian lru ucﬁa pic moxifloxacin trén sic ky d6 cua dung
dich chuén.

B. Trong phan Pinh luong, phd hép thu tir ngoai cua pic
chinh trén sic ky d6 cua dung dich thir trong khoang tur
200 nm dén 400 nm phai tuong img véi phd hap thu tir
ngoai cua pic chinh trén sic ky do cia dung dich chuén.

pH
6,3 dén 7,9 (Phu luc 6.2).

D) thim thiu
260 - 370 mOsm/kg (Phu luc 6.9).

Tap chit lién quan

Cdc tap chat cd thoi gian luu tuong d6i nhé hon 1,8
Phuong phép sic ky long (Phu luc 5.3).

Cac dung dich phéan giai, dung dich chuan, dung dich thur
cdn tranh 4nh sang. Tiém dung dich thir ngay sau khl pha.
Pha dong, dung dich thu, dung dich chuan gbc, dung
dich phan giai va diéu kién sic ky nhu mo ta trong phan
Dinh lugng.

Dung djch chudn: Pha loang dung dich chuén goc bang pha
dong A dé thu dugc dung dich chira 2 pg/ml moxifloxacin
hydroclorid chuan.

Dung dich thir do nhay: Pha loang dung dich chuan
bing pha dong A dé thu dugc dung dich chira 0,05 pg/ml
moxifloxacin hydroclorid chuin. Bao quan dung dich
trong tu lanh, tranh anh sing.

Mau tring: Pha dong A.

Cach tién hanh:
Tién hanh séc ky theo chuong trinh dung méi nhu & myc
Pinh lugng.
Kiém tra tinh phi hgp cua hé thong: Trén sic ky dé cua
dung dich phan glal d6 phan gidi gilra pic cua moxifloxacin
va pic cua tap chat A it nhét 1a 2,0. Trén sdc ky d6 cua dung
dich chuan hé s6 doi xung cua pic moxifloxacin khong
1én hon 2,0 va do 1éch chuén tuong déi cta dién tich pic
mox1ﬂ0xacm tir 5 1an tiém lap lai khong lon hom L0 %
Trén sdc ky do cua dung dich thir do nhay, ty s tin hiéu
trén nhiéu it nhét 1a 10.
Chu y Xéc dinh thoi gian luu tuong doi (do lwu giir ty dbi)
ctia moi thanh phan trong Bang 1 c6 tinh dén thoi gian chét
(tw) la thoi gian xuAt hién thay ddi tin hiéu dau tién trén
ducmg nén.
Phan trim mdi tap chét dugc tinh theo cong thirc sau:

(r /1) % (CJC.) % (401,43/437,89) x (1/F) % 100

Trong do:
7, la dién tich cua mdi tap chat trén sac ky db cta dung

dich thur.
7. la dién tich cia moxifloxacin trén sic ky d6 cua dung

dich chuén.
C, 1a ndng d cua moxifloxacin hydroclorid trong dung
dich chuan (mg/ml).
C, 1a ndng dé cira moxifloxacin trong dung dich thir (mg/ml).
401,43 va 437,89 la phan tr luong tuong Ung cua
moxifloxacin va moxifloxacin hydroclorid
F 1a hé s6 dap ung tuong déi cua tap chét (xem Bdang 1).
Gidi han: Xem Bang I:

Bang I - Céc tap chat c6 thdi gian luu tuong doi

nho hon 1,8

Thoigian | Hé sé Gidi

Tén chét lwu twong | dép im han

doi twong doi | (%)

Tap chua dinh danh 1 0,3 1,0 0,2
Decarboxy moxifloxacin® 0.4 0,16 0,3
Tap chua dinh danh 2 0,9 1,0 0,3
Moxifloxacin 1,0 = _
Ilz_ip chét AP 1,1 — —
Dan xuat 8-hydroxy** 1,8 — —
Cac tap khac — 1,0 0,1
Toskdhaam || 1 |

Ghi chu:

*1-Cyclopropyl-6-fluoro-8-methoxy-7-[(4aS,7aS)-octahy-
dro-pyrrolo[3,4-b]pyridin-6-yl]-1H-quinolin-4-on.

*Bo qua'pic nay vi tap chét da dugc kiém soat & nguyén liéu.

< Tap chat E.

4 B0 qua pic nay vi dugc dinh lugng & phén sau.
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Cic tap chdt cé thoi gian luwu trong déi lén hon hogc
bang 1,8
Phuong phép sic ky long (Phuy luc 5.3).
Céc dung dich chudn, dung dich thir cin tranh anh sang.
Tiém dung dich thir ngay sau khi pha.
Pha déng A, dung dich thu, dung dich chuin, dung dich
thir dO nhay, miu tring va diéu kién sic ky nhu phan Céc
tap chat c6 thoi gian luu twong déi nhé hon 1,8.
Pha dong: Pha dong A - methanol (60 : 40).
Téc d6 dong: 0, 9 ml/min.
Thoi gian chay séc ky: Khong it hon 5 lan thoi gian luu cua
moxifloxacin.
Céch tién hanh:
Kiém tra tinh phu ho’p cua h¢ thong sac ky: Trén séc ky &6
ctia dung dich chuén, hé sé déi ximg ciia pIC moxifloxacin
khong 16n hon 2,0 va d6 1éch chudn trong dbi caa dién tich
pic moxifloxacin tir 5 lan tiém 13p lai khong 16n hon 2,0 %.
Trén sic ky d6 cua dung dich thir do nhay, ty sb tin hiéu trén
nhiéu it nhét 1a 10.
Tinh phén trim m3i tap chit trong ché phém 4p dung cong
thirc & phén trén.
Giot han: Xem Bang 2:
Bdng 2 - Céc tap chat c6 thoi gian lwu twong déi 16n hon

hodc bang 1,8

Thoi gian Hé s6 dap Gidi

Tén chat luu twong img twong han

daoi doi (%)

Moxifloxacin 1,0 — =

Din xuit 8-hydroxy 1,8 0,29 0.2

Tap chwa dinh

' : 1,0 0,2
danh 3 34

Floxacin amin® 3.9 0,42 0,2

Cic tap khac — 1,0 0,1

Ghi chu:

*Acid 7-amino-1-cyclopropyl-6-fluoro-8-methoxy-4-oxo-1,4-di-
hydro-quinolin-3-carboxylic.
Téng tap chét cua ca hai phép thir khong 1ém hon 1,5 %.

Dinh lwgng

Phuong phép sic ky 1ong (Phu luc 5.3).

Pha dong A: Hoa tan 0,5 g tetrabutylamoni hydrosulfat
(TT) va 1,0 g kali dihydrophosphat (TT) trong 1000 ml
nudc, thém 2 ml acid phosphoric (TT) va loc.

Pha dong B: Methanol (TT). . )
Dung djch thir: Pha loing ché phim bang pha dong A dé
thu duge dung dich chira 0,1 mg/ml moxifloxacin.

Dung djch chuan goc: Dungdich chira 6 mg/ml moxifloxacin
hydroclorid chuin trong nuorc. o

Dung djch chuan: Pha loing dung dich chuan goc bang pha
dong A dé thu dugc dung dich chira 0,1 mg/ml moxifloxacin
hydroclorid chuan.
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Dungdich phang;ai Dung dich ch(ra 0,1 mg/ml moxifloxagi,
hydroclorid chuan va 1 pg/ml tap chét A cua moxifioxagi,
trong pha dong A.

Piéu kién sdc ky:

Cot kich thude (25 cm x 4,0 mm) duge nhdi pha tiny
phenylsilyl silica gel dung cho sdc ky (5 pm).

Nhiét do cot: 45 °C.

Detector quang phd tir ngoai dét & bude séng 293 nm, diing
detector chudi diod trong khoang 200 nm dén 400 nm
Pinh tinh B.

Thé tich tiém: 25 pl.

Cdch tién hanh:

Tién hanh sic ky theo chuong trinh dung méi nhu sau:

Théi gian | Téc dpdong | Phadong A | PhadjngB
(min) (ml/min) (%o tt/tt) (% tutt)
0 0,5 69 31
30 0,5 69 31
31 0,9 60 40 |
36 0,9 60 40|
37 0,5 69 31
42 0,5 69 3]

Kiém tra tinh phu hop cua hé thong: Trén sic ky dé cia
dung dich phan giai, d6 phan giai gitra pic cua moxifloxacin
va pic cua tap chit A cua moxifloxacin khéng nhé hon 2,0,
Trén sic ky dd ctia dung dich chuén, hé sb dbi ximg cia pic
moxifloxacin khong 16n hon 2,0 va d6 léch chuan tuong
d6i cua dién tich pic moxifloxacin tir 5 1in tiém lap lai
khoéng 16m hon 2,0 %.

Tién hanh sic ky véi dung dich chuan va dung dich thir.
Tinh ham lugng phi‘m tram ctia moxifloxacin, C,,H,,FN,0,
trong ché pham dua vao dién tich pic thu dugc trén sic ky
d6 cia dung dich thir, dung dich chudn va ham luong cia
C,H,FN;O, trong moxifloxacin hydroclorid chuén. Phan
to luong cia moxifloxacin va moxifloxacin hydroclorid
lan luot 13 401,43 va 437,89.

Bido quin

Noi mat, tranh anh sang.

Loai thudc

Khéng sinh nhom fluoroquinolon.

Ham lwgng thwdng diung
Dung dich 0,5 %.



