1. Nhan tryec tiép:
- Vi 10 vién nén bao phim.
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Agoflox’

Composition: Each film-coated caplet contains
Ofloxacin......... < % 200mg
Excipients q.s 1 caplet

Indications - Contraindications - Undesirable effects - Precautions -
Dosage - Administration and other information: Read the leaflet insert

Storage: Protect from humidity and light, below 30°C

Keep out of reach of children
Read carefully the instructions before use
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(@ Thuc bén theo don £ AsmexPHARM
®
Agoflox
Ofloxacin 200mg

Agoflox®

Hép 10 vI x 10 vién nén bao phim

Thanh phan: M3i vién nén bao phim chira
Ofloxacin... e, 102 200mg
Tadugevd ... iivion LTS Svaase T IS

Chi dinh - Chéng chi djnh - Tac dung khéng mong muédn - Than trong - Lidu
ding, cach dung va cac théng tin khac: Xin doc trong té hwéng dén sir dung

Bao quan: Nhiét d dudi 30°C. tranh Am va anh sang

Dé xa tam tay tré em
Doc ky hwéng dan sir dung tredre khi dann




TO HUONG DAN SU DUNG

Rx Thudc ban theo don

AGOFLOX"

Thanh phan: Mdi vién nén bao phim chira: M
e RIORACH s connsmnssinasnanamnnsnssnsssisnenss 200 mg
e Tadugevd. ... .ot e 1 vién.

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

Quy cach dong goéi:

Hop 10 vi x 10 vién nén bao phim.
Chi dinh:

Ofloxacin duqc dung trong cac bénh:

L]

Viém phé quan nang do vi khuén viém phbi.

Nhiém khuan Chlamydla tai cd tir cung hodc ni¢u dao c6 hodc khong kém lau, 13u khong bién ching,
viém tuyén tién liét, viém duong tiét niéu.

Nhiém khuén da va mé mém.

Viém dai trang do nhiém khuén.

Al

Liéu hrong va cach ding: 2006995
>
9

» Nguoi lom:

+ Nhim khuén duong tiét niéu c6 bién chimg: Udng 200mg, cach 12 gio/ 1 1an, trong 10 ngay.

Viém phé quan dot bénh ning do nhiém khuin hozc viém phdi: Udng 400mg cach 12 gid/ 1 /l {-, tEOJTgG TY
10 ngay. Q cO PHAI\
Nhiém Chlamydia (trong c0 tir cung va ni€u quan): Uong 300mg, cach 12 gio/ 1 14n, trong 7 n\g UOC PHA
L4u, khong b1en chimg: Ubng 400 mg, 1 lidu duy nhat. AGIMEXPHAF

0
Viém tuyen tién liét: Uong 300mg, cach 12 gid/ 1 14n, trong 6 tudn. \w
Nhiém khuan da va mé mém: Ubng 400mg, cach 12 gid/ 1 1an, trong 10 ngay. \\UY_E_N/

Nhiém khudn dieong tiét niéu:
+ Viém bang quang do E. coli hodc K. pneumoniae: Udng 200mg, cach nhau 12 gid/ 1 1an, trong 3 ngay. o
+ Viém bang quang do cac vi khuén khac: Udng 200mg, cach nhau 12 gid/ 1 1an, trong 7 ngay. ’
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» Nguwoi lon suy chirc ndng thdn:

> Liéu tré em cho t6i 18 tudi: Khong khuyén céo ding.

Do thanh thai creatinin > 50 ml/phut: Liéu khong thay géi, péng cach 12 gio/ l‘lé‘m.
D4 thanh thai creatinin: 10 - 50 ml/phit: Liéu khong doi, uong céch 24 gio/ 1 lan.
Dg thanh thai creatinin < 10 ml/phut: Uong ntra lieu, cach 24 gio/ 1 lan.

Chong chi dinh:

Chong chi dinh v6i ngudi 6 tién str qua man véi ofloxacin, cac quinolon khac va/hoic céc thanh phén
khac c6 trong ché pham

Céc thudc diét khuan fluoroquinolon nhur ciprofloxacin, ofloxacin c6 thé gdy thoai héa sun khép & cac
khép chiu luc trén stc vat thuc nghiém. Vi vdy khong nén ding cho tré dudi 15 tudi, ngudi mang thai
va cho con b

Thén trong:

Phai diing than trong ddi véi cac ngudi bénh dong kinh hoic c6 tién sir rbi loan than kinh trung vong.
Phai giam li€u doi v&i ngudi bénh bi suy than.



Twong tic thude: )

Ubng ddng thdi ofloxacin véi cac thubc chéng viém khong steroid (aspirin, diclofenac, dipyron,
indomethacin, paracetamol), tdc dung gay réi loan tdm thin khong ting (sang khodi, hysteria, loan than).
Khoéng can ¢6 su than trong dic biét khi dung c4c khang sinh quinolon véi cac thube chéng viém khong
steroid. Sy hép thu ofloxacin khong bi amoxicilin 1am thay di. Mirc ofloxacin trong huyét thanh c6 thé
giam xudng dudi ndng dd didu trj khi ding ddng thdi véi cic khéng acid nhom va magnesi.

Sir dung cho phu nir ¢6 thai va cho con bi:

* Thoi ky mang thai: Ofloxacin qua nhau thai. Ciing phét hién thy ofloxacin trong nudce i ciia hon mét
nira sO ngudi me mang thai cé dung thudc. Chua c6 nhitng cdng trinh dugc theo ddi tot va diy du trén
ngudi. Tuy vdy, vi ofloxacin va c4c fluoroquinolon khéc gy bénh vé khép & stic vat non, khong nén ding
ofloxacin trong thdi ky mang thai.

* Thoi ky cho con bu: Ofloxacin c6 bai tiét vao sita me véi ndng do twong tu nhu trong huyét twong. Céc
fluoroquinolon d4 dugc biét 1a gay tén thuong vinh vién & sun ctia nhitng khép chiu lyc va ca nhiéu d4u
hiu bénh 1y khéc vé khop & stic vét non. Vi vdy néu khéng thay thé dugc khang sinh khc va van phai
dung ofloxacin, thi khong nén cho con bu.

T4c dung ciia thudc khi l4i xe va van hanh may méc:

A 7 R oa 1 7 - A 5 .z 1 7 A A A 7,¢ N e
Thudc c6 the gdy ra tinh trang chéng m3t, mat ngu, a0 giac va 1 14n do d6 nén thén trong doi voi nguoi
14i tau xe va van hanh may méc.

Téc dung khong mong mudn
Thuong ofloxacin dugc dung nap tt. Ty 1é tac dung khong mong muén ciia Ofloxacin va cac thuéc khang
khuén fluoroquinolon khac tuong tu ty 1¢ gip khi dung céc quinolon thé hé truéc nhu acid nalidixic.
- Thudng gap, ADR > 1/100
+ Tiéu hoa: Budn ndn, ndn, tiéu chay, dau bung va rdi loan tiéu hoa.
+ Than kinh: Dau dau, chéng mat, mét méi, run, mét ngu, ac mdng, rdi loan thi giac.
+ Da: Phét ban, ngira, phan tng da kiéu qua mén.
- ft gap, 1/1000 < ADR < 1/100
Dau va kich tng chd tiém, d6i khi kém theo viém tinh mach va viém tinh mach huyét khéi.
- Hiém gip, ADR < 1/1000
+ Thén kinh: Ao giac, phan (g loan than, trAm cam, co giat.
+ Da: Viém mach, hoi chirng Stevens - Johnson va hoai tir nhiém doc da.
- Huémg dan cdch xir tri ADR: Nging diéu tri néu c6 cac phéan (g vé tim than, than kinh va qué man
(phét ban néng).
Thong bao cho béc s§ nhitng tac dung khong mong muébn gip phai khi str dung thudc.

Cac dac tinh dwoc lwe hoc:

« Ofloxacin 1a thuéc khang khuin nhém fluoroquinolon giéng nhu Ciprofloxacin, nhung ofloxacin khi
ubng c6 kha dung sinh hoc cao hon (trén 95%). Ofloxacin ¢6 phé khéng khudn rong bao gdm
Enterobacteriaceae, ~ Pseudomonas  aeruginosa, Haemophilus influenzae, Neisseria spp.,
Staphylococcus, Streptococcus pneumoniae va mot vai vi khuin Gram duong khac.

« Ofloxacin cé téc dung manh hon Ciprofloxacin di véi Chlamydia trachomatis, Ureaplasma
urealyticum, Mycoplasma pneumoniae. N6 ciing c6 téc dung d6i véi Mycobacterium leprae va ca vai
Mycobacterium tuberculosis va vai Mycobacterium spp khéc.

« Ofloxacin c6 tac dung diét khudn. Co ché tac dung chua dugc biét diy du. Gidng nhu cac thude
quinolon khang khudn khéc, ofloxacin trc ché DNA - gyrase 1a enzym cén thiét trong qua trinh nhan
d6i, phién ma va tu sira DNA cua vi khuén.

Cac dic tinh dwgce dong hoc:

. Ofloxacin dugc hdp thu nhanh va tdt qua dudng tiéu héa. Kha dung sinh hoc qua dudng udng khoang
100% va c6 ndng d6 dinh huyét twong 3 - 4 microgam/ml, 1 - 2 gi&r sau khi uong 1 lidu 400 mg. Hip
thu bj chdm lai khi c6 thirc &n nhung ty 1¢ hdp thu khong b anh huéng. Nira doi trong huyét twong 1a 5



- 8 gio; trong truong hop suy than, c6 khi kéo dai 15 - 60 gio tuy theo mﬁchy than, khi d6 can diéu
chinh liéu.

« Ofloxacin dugc phan b rong khép vao c4c dich co thé, k& ca dich ndo tay va x4m nhap t6t vao cac md.
Khoang 25% nong do thude trong huyét twong gén vao protein huyét twong. Thudc qua nhau thai va tiét
qua sira. Co nong dd twong ddi cao trong mat.

« Khi ding liéu don, it hon 10% ofloxacin dugc chuyén héa thanh desmethyl - ofloxacin va ofloxacin N -
oxyd. Desmethyl - ofloxacin cé tac dung khang khuan trung binh. Tuy viy than van la noi thai
oﬂoxacm chinh, thudc duoc loc qua cau than va bai tiét qua ong than 75 - 80% thudc dugc bai tiét qua
nudc tiéu dudi dang khong chuyén hoa trong 24 dén 48 gio, lam ndng d9 thudc cao trong nudc tiéu.
Dudi 5% thudc duoc bai tiét dudi dang chuyen héa trong nudc tiéu; 4 dén 8% thudc bai tit qua phan.
Chi mdt lugng nho ofloxacin dugce thai bing thdm phan mau.

Qua lidu va cach xi tri:
Néu da uong phai mot lidu 16n, thi can xem xét dé ap dung nhimg bién phap sau: Gay non, rira da day, loi
niéu. Cén theo dbi ngudi bénh cn than va diéu tri ho trg, vi du nhu truyen bu du dich.

PE XA TAM TAY TRE EM
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SY
THUOC NAY CHI DUNG THEO PON CUA BAC SY

Bao quén: Nhiét d dudi 30°C, tranh 4m va 4nh sang.

Han diing: 36 théng k& tir ngdy san xuat.
Khong dung thudc qua thoi han sir dung ghi trén nhén.

Cong ty CP Dugc phim Agimexpharm
27 \Jguyen Thai Hoc, P. My Binh, TP. Long Xuyén, An Giang.
Sén xuat tai: Chi phanh Cb -6ng ty CP Dugc pham Agimexpharm -
Nha mdy sin xuét Dirge phim Agimexpharm
AGIMEXPHARM DPudng Vi Trong Phung, K. Thanh An, P. My Théi, TP. Long Xuyén, An Giang.
GMP-WHO  DT: 076. 3857300 Fax: 0763857301
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