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Ofloxacin ... 200 mg
EXCIpients g.§ ....co.cccereeeenne .. 1 tablet g - Q o~ g -
Indications, contraindications. dosage and administration 9 g 9 g a g
Please see the pack insert (9_, 8‘ 8_
Storage 3 3 =
In a dry place, temperature not exceeding 30°C, protect from light. ) a § :'! g a
KEEP OUT OF REACH OF CHILDREN 8 ° (o) 0
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Vién nén bao phim Thekyflox f;\\T"jTH_'%‘?
(Ofloxacin 200 mg) “\“;_;‘:;r/
CONG THUC: Cho mét vién nén bao phim:
Ofloxacin 200 mg
Ta dugc vira du 1 vién

(Ta dugc gom: Cellulose vi tinh thé, tinh bot mp, Povidon, magnesi stearate, hypromellose,
polyethylen glycol, titanium dioxid, bt talc, ethanol 96%)
QUI CACH PONG GOI:  Hop 10 vi x 10 vién.
DANG BAO CHE:;: Vién nén bao phim
CAC PAC TiNH DUQC LUC HQC:

Ofloxacin la thudc khang khuin nhoém fluoroquinolon giéng nhu ciprofloxacin, nhung
ofloxacin khi udng c6 kha dung sinh hoc cao hon (trén 95%). Ofloxacin c6 phd khang khuin
rong bao gdm Enterobacteriaceae, Pseudomonas aeruginosa, Haemophilus influenzae,
Neisseria spp., Staphylococcus, Streptococcus pneumoniae va mdt vai vi khuan Gram duong
khac.

Ofloxacin c6 tac dung manh hon ciprofloxacin dbi véi Chlamydia trachomatis,
Ureaplasma urealyticum, Mycoplasma pneumoniae. N6 cling c6 tic dung dbi véi
Mycobacterium leprae va ca véi Mycobacterium tuberculosis va vai Mycobacterium spp.
khéc.

Ofloxacin ¢6 téc dung diét khuan. Co ché tac dung chwa duogc biét diy du. Gibng nhu
céc thude quinolon khang khudn khac, ofloxacin irc ché DNA - gyrase la enzym cén thiét
trong qua trinh nhan d6i, phién ma va tu sira DNA ctia vi khuan.

CAC PAC TINH DUGC PONG HQC:

Ofloxacin dugc hp thu nhanh va t6t qua dudong tiéu hoéa. Sinh kha dung qua duong
udng khoang 100%, va c6 ndng d dinh huyét twong 3 — 4 microgam/ml 1-2 gi& sau khi udng
1 liéu 400 mg. Hap thu bi chdm lai khi ¢6 thirc an nhung ty 1& hap thu khdng bj anh hudng.
Nira doi trong huyét twong 1a 5 - 8 gio; trong truomg hop suy than, co khi kéo dai 15 - 60 gio
tuy theo mirc d9 suy than, khi do can diéu chinh lidu. Ofloxacin duge phéan b rong khép vao
céc dich co thé, ké ca dich ndo tiy va x4m nhép t6t vao cac mé. Khoang 25% ndng do thudce
trong huyét trong gin vao protein huyét trong. Thubc qua nhau thai va tiét qua sira. C6 ndng
d6 twong déi cao trong mat.

Khi dung liéu dom, it hon 10% ofloxacin dugc chuyén héa thanh desmethyl - ofloxacin

va ofloxacin N - oxyd. Desmethyl - ofloxacin ¢ tac dung khang khuan trung binh. Tuy vay
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thén van 1a noi thai ofloxacin chinh, thuéc dugc loc qua cau than va bai tiét qua 6%/[5

10\’15%1,

80% thude duogc bai tiét qua nudc tiéu dusi dang khéng chuyén hoéa trong 24 deh m
HANH HOA

ndng 6 thudc cao trong nudc tidu. Dudi 5% thube duoc bai tiét dudi dang chuyé )
nudc tiéu; 4 dén 8% thudc bai tiét qua phan. Chi m§t Iwong nho ofloxacin dugc théi ang
thdm phan mau.
CHI PINH:
+ Diéu tri nhiém khuédn do cac vi khudn nhay cam vai ofloxacin nhu: Enterobacteriaceae,
Pseudomonas aeruginosa, Haemophilus influenzae, Neisseria spp., Staphylococcus,
Streptococcus pneumonia... tai phé quan, phdi, da, mé mém, dai trang.
+ Diéu tri khi®m khuén Chlamydia tai cb tir cung hodc ni¢u dao co hoac khong kém lau, lau
khong bién chitng, viém tuyén tién liét, viém duodng tiét niéu.
CHONG CHIi PINH:
- Ngudi ¢6 tién sir qua mén véi ofloxacin, cac quinolon khac va/hodc céc thanh phén khac c6
trong ché phdm.
- Tré dudi 15 tudi, ngudi mang thai va cho con bi.
THAN TRONG:
Phai ding than trong dbi v6i cac ngudi bénh dong kinh hodc c6 tidn sir rdi loan thin kinh
trung wong. Phai giam liéu ddi véi ngudi bénh bi suy than.
Doc kj huéng din sir dung trude khi dung
Néu cin thém théng tin héi y kién cia bdc sy
Thudc nay chi ding theo hwong dén ciia thdy thuic
SU DUNG CHO PHU NU CO THAI VA CHO CON BU:

Ofloxacin qua nhau thai. Ciing phat hién thdy ofloxacin trong nuéc 6i ciia hon mét
nira s6 ngudi me mang thai c6 ding thudc. Chua c6 nhimg cong trinh dugc theo doi tot va day
du trén ngudi. Tuy vdy, vi ofloxacin va cac fluoroquinolon khac gdy bénh vé khép & stc vt
non, khong nén dung ofloxacin trong thoi ky mang thai.

Ofloxacin c6 bai tiét vao sita me véi ndng do twong tu nhu trong huyét tuong. Cac
fluoroquinolon da dugc biét la gay ton thuong vinh vién & sun cua nhimg khop chiu luc va ca
nhiéu ddu hiéu bénh 1y khac v& khop & stic vét non. Vi viy néu khong thay thé dugc khang
sinh khac va van phai dung ofloxacin, thi khéng nén cho con bu.

SU DUNG QUA LIEU VA XU TRi: Chua c6 théng tin

TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC: Can thén trong
khi ding thuéc vi thude ¢6 thé tac dong 1én thin kinh, gdy ao gidc, phan img loan than, trdm
cam, co giat.

TAC DUNG KHONG MONG MUON:
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Thuong ofloxacin duge dung nap tét. Ty 18 tac dung khéng mong muén cuaofloxacin

ciprofloxacin va cac thubc khang khudn fluoroquinolon khac tuong tu ty 1€ ‘i@j N T§ v

quinolon thé hg trude nhur acid nalidixic. (
Thuong gdp, ADR > 1/100 2 "y rg ;If,.-_,:;
\ "‘ THANH HOA / %/

\ '%Mﬁ
Than kinh: Pau dau, chéng mit, mét moi, run, mat ngi, 4c mdng, rdi loan thi giac:

Tiéu héa: Budn ndn, ndn, ia chay, dau bung va réi loan tiéu hoa.

Da: Phat ban, ngira, phan ung da kiéu qua mén.
Hiém gdp, ADR < 1/1000
Thén kinh: Ao gi4c, phan (mg loan than, trAm cam, co giat.
Da: Viém mach, hdi chirng Stevens - Johnson va hoai tir nhiém ddc cua da.
Thong bdo cho bdc sy nhitng tic dung khong mong muéon gdp phii khi si dung thudc.
TUONG TAC THUOC:

Ubng dbng thoi ofloxacin véi cac thude chéng viém khong steroid (aspirin,
diclofenac, dipyron, indomethacin, paracetamol), tac dung gdy rdi loan tdm than khong tang
(sang khodi, hysteria, loan than). Khong cin ¢6 sy than trong dic biét khi dung cac khéng sinh
quinolon véi céc thudce chéng viém khong steroid. Sy hép thu ofloxacin khdng bi amoxicilin
1am thay doi. Mirc ofloxacin trong huyét thanh c6 thé giam xudng duéi ndng do didu tri khi
dung dong thdi véi céc khang acid nhém va magnesi.

LIEU DUNG VA CACH DUNG:

Nguwoi 1om:

- Viém phé quan dot bénh ning do nhi&m khuén hozc viém phdi: Udng 400 mg cach 12 gid/1
lan, trong 10 ngay.

- Nhiém Chlamydia (trong c6 tir cung vé nidu quan): udng 300 mg, cach 12 gi®/1 lan, trong 7
ngay.

- Ldu, khong bién chimg: Ubng 400 mg, 1 liéu duy nhét.

- Viém tuyén tién liét; udng 300 mg, cach 12 gio/1 lan, trong 6 tun.

- Nhiém khuén da va md mém: Udng 400 mg, céch 12 gid/ 1 14n, trong 10 ngay.

- Nhiém khuén duong tiét ni¢u:

Viém bang quang do E. coli hoic K. pneumoniae: udng 200 mg, cach nhau 12 gi®/1 lan, trong
3 ngay.

- Viém bang quang do céac vi khuan khac: Udng 200 mg, cach nhau 12 gio/1 lan, trong 7 ngay.
- Nhiém khuén duong tiét nidu ¢ bién chimg: Udng 200 mg, cach 12 gio/1 lan, trong 10
ngay.

Nguwoi lon suy chire ning than:

- D6 thanh thai creatinin > 50 ml/phut: Liéu khong thay déi, udng cach 12 gio/1 lan.
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- P thanh thai creatinin: 10 - 50 mV/phit: liéu khong dbi, ubng cach 24 gid/1 lan.
- D6 thanh thai creatinin < 10 ml/phiit: Uéng nira liéu, cach 24 gio/1 1n.
Liéu tré em cho t&i 18 tudi: Khong khuyén céo ding.

HAN DUNG: 24 thang ké tir ngay san xuét.
Khong ding qud thoi hgn ghi trén bao bi
BAO QUAN: Noi khé, nhiét d6 khong qué 30°C, tranh 4nh séng.
Pé xa tAm tay ciia tré em.
TIEU CHUAN: DDVN IV
Nha sén xuét

CONG TY CO PHAN DUQC VAT TU' Y TE THANH HOA
S6 4 - Quang Trung - TP. Thanh hod
Dién thoai: (037) 3852.691 - Fax: (037) 3724853
Nha phan phéi.
CONG TY CO PHAN DUGC PHAM SANTA VIET NAM
S6 11, ngdch 29/12, Khwong Ha - Khuong Dinh - Thanh Xudn - Ha Noi.
Dién thogi: 04.35401811 — Fax: 04.35401812
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