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TO HUGNG DAN SU DUNG
Rx Thuéc ban theo don "
AGOFLOX
Thanh phin: M3i vién nén bao phim chia: M
o Ofloxacin. .. .....coviiiiiiie i iiiiiniennnn 200 mg
o« THABOIEWE i s s o 06 5 Feasmsrshyaias o 1 vién.

(Microcrystalline cellulose, Crosearmellose natri, Magnesi stearat, Hydroxypropyl methylcellulose,
Polyethylen glycol 6000, Polysorbate 80, Titan dioxid, Talc).

Quy cach dong gobi:
Hép 10 vi x 10 vién nén bao phim.
Chi dinh:
Ofloxacin duge dung trong céc bénh:
» Viém phé quan ning do vi khuan, viém phoi. )
“ « Nhiém khuan Chlamydia tai c6 tir cung hodc niéu dao c6 hodic khéng kém liu, ldu khéng bién chimg,
viém tuyén tién liét, viém dudng tiét niéu.
« Nhiém khuin da va m6 mém.
« Viém dai trang do nhiém khuén.

Liéu lwgng va cich ding:

» Nguoi lom:
+ Viém phé quan dot bénh ning do nhiém khudn hodc viém phdi: Ubng 400mg céch 12 gid/ | lan, trong

10 ngay.
. Nhiégm Chlamydia (trong ¢b tir cung va niéu quan): Udng 300mg, cich 12 gidv 1 14n, trong 7 ngay.
« Léu, khong bién chimg: Udng 400 mg, 1 liéu duy nhét. ﬁgs?g
« Viém tuyén tién liét: Ubng 300mg, cach 12 gid/ 1 lan, trong 6 tuin. +o'-‘
+ Nhiém khuén da va mé mém: Ubng 400mg, céch 12 gid/ 1 14n, trong 10 ngay. /// CONG
« Nhiém khudn duong tiét niéu: (& cO PH/

+ Viém bang quang do E. coli hogc K. pneumoniae: Ubng 200mg, cich nhau 12 gid/ 1 Iin, trong 3\t '-'QCX';;
+ Viém bang quang do céc vi khuan khac: Uéng 200mg, cach nhau 12 gid/ 1 lan, trong 7 ngay. 7 GIME
+ Nhiém khuan dudng tiét niéu c6 bién ching: Ubng 200mg, cach 12 gid/ 1 I4n, trong 10 ngay. M
» Ngudi lém suy chirc nang thdn:

n « D{ thanh thai creatinin > 50 ml/phtt: Liéu khong thay déi, ubng cach 12 gio/ 1 lan.
- D¢ thanh thai creatinin: 10 - 50 ml/phut: Liu khong dbi, udng cach 24 gid/ 1 1an.
« D§ thanh thai creatinin < 10 ml/phit: Udng nira liéu, cach 24 gio/ 1 1an.
» Liéu tré em cho t6i 18 tudi: Khéng khuyén céo ding.

Chéng chi dinh:

« Chong chi dinh v6i ngudi c6 tién sir qua mén véi ofloxacin, cc quinolon khac va/hodic céc thanh phin
khéc cé trong ché phdm.

- Ciéc thube diét khuén fluoroquinolon nhu ciprofloxacin, ofloxacin c6 thé gy thoi héa sun khép & céc e
khép chiu lye trén sic vat thuc nghi¢m. Vi vy khong nén ding cho tré duéi 15 tudi, ngudi mang thai
va cho con ba.

Thén trong: :
« Phai ding than trong doi véi cac ngudi bénh dong kinh hodic cé tién sir rdi loan than kinh trung uong.
« Phai giam liéu d6i véi ngudi bénh bj suy than.
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Twong tic thude:

Ubng dong thdi ofloxacin v6i cac thudc chéng viém khong steroid (aspirin, diclofenac, dipyron,
indomethacin, paracetamol), tac dung gy rdi loan tam than khong ting (sang khodi, hysteria, loan thén).
Khong cin c6 sur thén trong dic biét khi ding cac khang sinh quinolon véi cic thubc chong viém khon
steroid. Su hédp thu ofloxacin khong bi amoxicilin lam thay dbi. Mirc ofloxacin trong huyét thanh c6 thé
giam xudng dudi ndng dd didu trj khi diing ddng thdi véi cac khéng acid nhom va magnesi.

Sir dung cho phu i ¢6 thai va cho con bii: ﬂl

* Théi ky mang thai: Ofloxacin qua nhau thai. Ciing phat hi¢n thiy ofloxacin trong nudc 6i clia hoh mot
nira s6 ngudi me mang thai c6 ding thudc. Chua c6 nhitng cong trinh dugc theo ddi t6t va day da trén
ngudi. Tuy vay, vi ofloxacin va céc fluoroquinolon khéc géy bénh vé khép & stic vat non, khong nén ding
ofloxacin trong thoi ky mang thai.

« Théi k) cho con bi: Ofloxacin ¢6 bai tiét vao sira me v6i ndng d9 tuong ty nhu trong huyét tuong. Céc
fluoroquinolon da dugc biét 12 gy ton thuong vinh vién & sun cia nhing khép chiu lyc va ca nhiéu dau
hiéu bénh 1y khéc v& khép & stc vit non. Vi viy néu khong thay thé duge khong sinh khic va van phai
dung ofloxacin, thi khong nén cho con bi.

Tac dyng cia thude khi l4i xe va viin hainh may méc:

Thubc c6 thé giy ra tinh trang chong mat, mit ngy, 4o gidc va 1d 1&n do d6 nén than trong ddi véi ngudi
l4i tau xe va vén hanh may moc.

Téc dyng khong mong mudn
Thudng ofloxacin duge dung nap tbt. Ty I¢ tic dung khong mong mubn ciia Ofloxacin va ce thudc khang
khuén fluoroquinolon khac tuong tu ty 1€ gép khi ding céac quinolon thé hé trude nhur acid nalidixic.
- Thuéng gép, ADR > 1/100
+ Tiéu hoa: Budn ndn, nén, tiéu chay, dau bung va réi loan tiéu hoa.
+ Than kinh: Pau ddu, chéng mit, mét méi, run, mét ngi, c mdng, roi loan thi giéc.
+ Da: Phat ban, ngira, phan (mg da kiéu quéa mén.
- it gap, 1/1000 < ADR < 1/100
Pau va kich tmg chd tiém, ddi khi kém theo viém tinh mach va viém tinh mach huyét khéi.
- Hiém gip, ADR < 1/1000
+ Thén kinh: Ao giéc, phan tmg loan than, trim cam, co giét.
+ Da: Viém mach, hdi chimg Stevens - Johnson va hoai tir nhiém doc da.
- Hubng ddn cdch xit tri ADR: Ngimg diéu trj néu co céc phan img vé tim than, thdn kinh va qud min
(phét ban ning).
Théng béo cho bac s§ nhiing téc dung khéng mong mubn gap phai khi sir dung thube.

Cac dic tinh dwge lre hoc:

. Ofloxacin 12 thubc khang khuén nhém fluoroquinolon giéng nhur Ciprofloxacin, nhung ofloxacin khi
ubng c6 kha dung sinh hoc cao hon (trén 95%). Ofloxacin c6 phd khéng khudn rong bao gém
Enterobacteriaceae, Pseudomonas aeruginosa, Haemophilus influenzae, ~ Neisseria  spp.,
Staphylococcus, Streptococcus pneumoniae va mot vai vi khudn Gram duong khéc.

. Ofloxacin c6 tac dung manh hon Ciprofloxacin db6i voi Chlamydia trachomatis, Ureaplasma
urealyticum, Mycoplasma pneumoniae. N6 ciing c6 tac dyng ddi véi Mycobacterium leprae va cé voi
Mycobacterium tuberculosis va vai Mycobacterium spp khéc.

. Ofloxacin ¢6 tic dung diét khuan. Co ché thc dyng chura dugc biét ddy du. Gidng nhu cdc thude

quinolon khang khuén khéc, ofloxacin rc ch¢ DNA - gyrase 1 enzym can thiét trong qué trinh nhén
d6i, phién ma va tu sira DNA cia vi khudn.

Cic dic tinh dwge dng hoc:

. Ofloxacin duge hp thu nhanh va t6t qua dudmg tiéu hoa. Kha dung sinh hoc qua dudng ubng khoang
100% va c6 néng do dinh huyét tuong 3 - 4 microgam/ml, 1 - 2 gi& sau khi uong | liéu 400 mg. Hép
thu bi chdm lai khi c6 thire &n nhung ty 1€ hdp thu khong bi anh hudng. Nira doi trong huyét tuong las
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- 8 gi0,; trong truong hop suy than, c6 khi kéo dai 15 - 60 gidr tiy theo mire 4§ suy thén, khi d6 can diéu
chinh lieu.

» Ofloxacin dugc phén b6 rong khip vao céc dich co thé, ké ca dich ndo tiy va xdm nhap tot vao cac md.
Khodng 25% néng dé thudc trong huyét twong gén vao protein huyét twong, Thuébc qua nhau thai va tiét
qua sira. C6 nbng do tuong déi cao trong mét.

. Khi diing lidu don, it hon 10% ofloxacin dugc chuyén héa thanh desmethyl - ofloxacin va ofloxacin N -
oxyd. Desmethyl - ofloxacin cé tic dung khang khudn trung binh. Tuy véy thdn vin 1a noi thai
ofloxacin chinh, thudc duoc loc qua cAu than va bai tiét qua dng than. 75 - 80% thude duge bai tiét qua
nude tidu dudi dang khong chuyén héa trong 24 dén 48 gio, 1am nong 4o thubc cao trong nudc ticu.
Dudi 5% thube dugc bai tiét dudi dang chuyén héa trong nude tiéu; 4 dén 8% thude bai tiét qua phén.
Chi mét lrong nhé ofloxacin duge thai bing tham phan méu.

Qui lidu va cach xir tri:

Néu da ubng phai mot lidu 16n, thi cAn xem xét dé ap dung nhimg bién phap sau: Gay ndn, rira da day, loi

niéu. Can theo dai ngudi bénh cén than va diéu trj hd trg, vi du nhu truyén bu du dich.

PE XA TAM TAY TRE EM
o POC K¥ HUGNG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SY
THUOC NAY CHIi DUNG THEO PON CUA BAC SY
Bao quén: Nhiét 4 dudi 30°C, tranh 4m va énh séng.

Han dung: 36 thing ké tir ngay san xuat.
Khéng diing thudc qua thdi han sir dung ghi trén nhén.

Céng ty CP Duge phim Agimexpharm
27 Nguyén Thai Hoc, P. M¥ Binh, TP. Long Xuyén, An Giiang.
Sin xuat 1ai: Chlglhinh Cong ty CP Duge pham Agimexpharm -
Nha miy sin xuiit Dwge phiam Agimexpharm
ABMEXPHARM Dudng Vi Trong Phung, K. Thanh An, P. M¥ Théi, TP Long Xuyén, An Giang,
GMP-WHO DT 0763857300 Fax: 076.3857301
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