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10 Bis. x 10 Film conied Tabs.

200
mg

See insert

STORAGE: in a fight container, at dry place,
protected from light, temperature below 30°C
SPECIFCATION: ISP 32

SOLD OMLY BY PRESCRIPTION
KEEP OUT OF THE REACH OF CHILDREM

Rx Sold only by prescription GMP-WHO |

Ofloxacin 200mg

SHINPOONG DAEWOD PHARMA GOL.LTI.
www_shinpoong.com.vn

SHINPDONG DAEWDD PHARMA GO LTIL
Bien Hoa Industrial Zone No 2, Dong Nal, VN

Under license of: SHIN POONG PHARM. G0 LTD. |

434-4, Moknae-dong, Danwon-gu, Ansan-si,
Gyeonpgl-do, Korea

SPK Reg. No. :
S§ b SX Lot No. :
NSX Mid. :

Exp. Date:

QUINOLONE ANTIBIOTICS
SHINPOONG

~ FUGACIN’

Film coated tablet
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Khang sinh Quinolon
Vién nén bao phim SHINPOONG FUGACIN
Ofloxacin 200 mg
THANH PHAN: M3i vién nén bao phim chira: TUONG TAC THUOC

- Hoat chat: OMOXACIN ........cccovvevirrersrenresrsesresrenesens 200 mg

- Td dwge: Low substituted hydroxypropyl cellulose, Natri starch
glycolate, Povidone K30, Magnesi stearat, Hydroxypropyl
methylcellulose 2910, ddu Castor, Titan dioxid, Talc, Sép camauba

DANG BAO CHE: Vién nén bao phim.

QUY CACH DONG GOI: Hop 10 vi x 10 vién nén bao phim.

CHIi PJNH

Ofloxacin dugc ding trong céc bénh:

- Viém phé quan n3ng do vi khudn, viém phéi.

- Nhiém khudn Chiamydia tai ¢ tr cung hoiic niéu dao c6 hoic
khéng kém Ildu, liu khong bién chimg, viém tuyén tién liét, viem
dudmg tiét nigu. _

- Nhiém khuén da va mé mém.

- Viém dai trang do nhiém khuin. }\/0‘7

LIEU LUQGNG VA CACH DUNG
* Nguwdailen: ; e
- Viém phé quan nang do nhiém khudn hojc viém phdi: uéng
400mg cdch 12 gig/ lan trong 10 ngay
- Nhiém Chlamydia (trong cd tir cung va ni¢u quan): udng 300mg,
cdch 12 gid/ ln trong 7 ngay ; ;
- Liu, khong bién chimg; uong 400mg, 1 licu duy nhat
- Viém tuyén tién li¢t: udng 300mg, cdch 12 gic/ ldn trong 6 tuin
- Nhiém khudn da va mé mém: udng 400mg, cdch 12 gid/ ldn trong
10 ngay.
- Nhiém khudn duémg tidt nigu:
+ Viém bang quang do E. coli hofic K. pneumoniae: ung
200mg, cach nhau 12 gid/ 14n trong 3 ngay
+ Viém bang quang do cdc vi khudn khac: udng 200mg, cich
nhau 12 gi¢/ l4n trong 7 ngay
+ Nhiém khuén dugmg tiét ni¢u c6 bién chimg: uéng 200mg,
cach nhau 12 gi/ lin trong 10 ngay
* Ngwoi lon suy chirc ndng thén:

D{ thanh thii creatinin Li¢u ding
> 50 ml/phut Liéu khong doi, cach 12 git/ldn
10-50 ml/phut Li¢u khéng doi, céch 24 gid / lan
<10ml/phut Udng nira liéu, cach 24 giy / lin

* Tré em: Khong khuyén cdo ding thude cho tré dudi 18 tudi,

CHONG CHI DINH

- Qua mdn vdi ofloxacin, céc quinolon khéc hogc véi bit ky thanh
phan nao cua thudc.

= Tré dudi 15 tudi.

- Ngudi mang thai va cho con bu.

THAN TRONG

- Ngui bgnh dong kinh hofic c6 tién sir réi loan than kinh trung wong.

- Ngudi bénh bj suy than: phai giam licu.

SU'DUNG G PHY NU' C(g THAI VA CHO CON BU

- Théi ky mang thai: Ofloxacin qua nhau thai. Ciing phat hi¢n thdy
ofloxacin trong nuéc 6i cia hon mét nira s6 ngudi me mang thai cé
ding thudc. Chua c6 nhimg cong trinh dugc theo doi tét va ddy di
trén ngudi. Tuy vdy, vi ofloxacin va céc fluoroquinolon khac gay
bénh vé khép & siic vit non, khang nén ding ofloxacin trong thai ky
mang thai.

- Théi ky cho con bii: Ofloxacin bai tidt vao sira me vdi néng_ do
tuong tir nhu trong huyét tuang. C4c fluoroquinolon da dugc biét 1a
gdy ton thuong vinh vién & syn cua nhimg khép chiu lyc va ca nhiéu
ddu higu bénh 1y khac vé khép & siic vat non. Vi vy néu khong thay
thé dugce khéng sinh khéc va vin phai dung ofloxacin, thi khdng nén
cho con ba.

T%c DONG LEN KHA NANG LAI XE VA VAN HANH MAY

MOC

K& tir khi c6 nhimg béo cdo vé céc tic dung phu nhu: dau déu chéng
mt va réi loan thj gidc. Bénh nhan nén biét cich he phan img véi

Ofloxacin truéc khi l4i xe hay vin hanh méy mée. Nhimg anh huéng
nay ¢4 thé dugc tang cutmeg bdi nugu,

DT : (08) 222 50683

PHO CUC TRUONG

My Vit Song

CONG TY TNHH DUQC PHAM SHINPOONG DAEWOO
Nha méy : S6 13, Putmg 9A, KCN Bién Hoa 2, Ddng Nai, Viét Nam
Vin phong: Phéng 5 & 7, Liu 9, Thép R1-Téa nha Everrich, 968 Budmg 3/2, P. 15, Q. 11, Tp. H
Fax:(08) 222 50682  Email : shinpoong@spd.com.vn

- Thubc khing vidm khong steroid (aspirin, diclofenac, dipyron,
indomethacin, paracetamol): gdy réi loan tdm thin khong tang (sang
khodi, hysteria, loan thin. Khong cén than trong khi phéi hop thudc.

- Amoxicilin: khdng lam thay déi sy hdp thu ofloxacin.

= Thuoc khéng acid nhdm va magnesi: gidm mirc d6 ofloxacin trong
huyét thanh xuéng du6i ndng d9 diéu trj khi ding phéi hop.

TAC DUNG PHY

- Thudng gip: budn nén, nén, tiéu chay, dau bung, réi loan tidu héa:
dau ddu, chéng mat, mét moi, run, mét ngu, 4c mong, réi loan thi
giéc; phat ban, ngra, phan img da kiéu qua man. -

- Hiém gap: do gidc, phan img loan than, trdm cam, co git, viém
mach; hgi chimg Stevens - Johnson va hoai tir nhiém ddc cia da,

* Cdch xit ly: ngimg diéu trj néu c6 cac phan img v& tdm thin, thin
kinh va qua mén (phét ban ning).

Théng bdo cho bdc sT cdc tdc dung phy giip phai khi ding thudc.

DUQC LYC HQC.

- Ofloxacin 13 thudc khang khuin nhém fluoroquinolon giéng nhu

ciprofloxacin, nhumg ofloxacin khi uéng cé kha dung sinh hoc cao

hon (trén 95%). Ofloxacin c6 phé khang khuin rong bao gdm:

Enterobacteriaceae,  Pseudomonas aeruginosa, Haemophilus

influenzae,  Neisseriaspp.,  Staphylococcus,  Streptococcus

pneumoniae va mit vai vi khuin Gram duong khéc.

Ofloxacin c6 tdc dyng manh hon ciprofloxacin déi v6i Chlamydia

trachomatis, Ureaplasma urealyticum, Mycoplasma pneumoniae. N6

cing c6 tic dung dbi véi Mycobacterium lepraeva ca

vdi Mycobacterium tuberculosis va vai Mycobacteriumspp. khéc. ;

Ofloxacin c6 tic dung diét khudn. Co ché tac dyung chua dugc biét

ddy du. Gidng nhur céc thudc quinolon khang khudn khc, ofloxacin

tre ché DNA - gyrase I3 enzym cén thiét trong qu4 trinh nhan doi,
phién ma va tu stra DNA cuia vi khuén,

DUQC DONG HQC

- Ofloxacin dugc hdp thu nhanh va tt qua dudmg tiéu héa. Kha dung

sinh hoc qua dudng udng khodng 100% va c6 néng d3 dinh huyét

tuong 3 - 4 microgam/ml, [ - 2 git sau khi uéng 1 lidu 400 mg, Hip
thu bj chim lai khi c6 thirc &n nhung ty I@ hdp thu khéng bj anh
hudng. Nira doi trong huyét tuong 1a 5 - 8 gitr; trong trudng hop suy
thiin, ¢6 khi kéo dai 15 - 60 gidr thy theo mirc d suy thén, khi d6 cén
diéu chinh liéu. Ofloxacin dugc phan b rgng khip vao céc dich co

thé, ké ca dich ndo tiy va x4m nhdp tét vao cic m. Khoing 25%

ndng d9 thudc trong huyét twong giin véo protein huyét twong. Thude

qua nhau thai va tict qua sira. C6 ndng d¢ tuong déi cao trong mét.

Khi ding liéu don, it hon 10% ofloxacin dugc chuyén héa thanh

desmethyl - ofloxacin va ofloxacin N - oxyd. Desmethyl - ofloxacin

€0 tic dyng khing khuan trung binh. Tuy vdy thin vin Ia noi thai
ofloxacin chinh, thubc dugc loc qua cdu thin va bai tiét qua éng
thin, 75 - 80% thubc dugc bai tiét qua nude tiéu dudi dang khéng
chuyén hoa trong 24 dén 48 giv, 1am ndng d§ thudc cao trong nudc
tidu. Du6i 5% thudc dugc bai tiét dudi dang chuyén héa trong nude

tiéu; 4 dén 8% thudc bai tiét qua phan. Chi mt lugng nho ofloxacin’, A

dugc thai bing thim phan mau. ;

QUA LIEU VA CACH XU LY

- Tri¢u chimg: Céc ddu hi@u cia qué liéu cép tinh nhu; anh huéng lén . »

h¢ thén kinh trung wong: 1 I4n, chong miit, suy gidm ¥ thic va dong' p
kinh co gift; cac phan tmg tiéu héa: budn nén va x6i mon niém mac. £

- Xir ly: Trong trutmg hop qua lidu, didu trj tri¢u chimg nén dugc thu:’:;'/
hién. i

KHUYEN CAO

- Trénh xa tAm tay tré em.

- Thuéc ndy chi dung theo sy ké don ciia thiy thubc.

- Dgc kx hwéng diin sir dyng trurée khi ding.

5 2 cin thém thOng tin, xin hdi ¥ kién bic sI.

BAO QUAN

Trong bao bi kin, & noi khd, trénh énh sﬂng, nhiét d9 dudi 30°C,

HAN DUNG: 36 thang ké tir ngdy san xudt.
m@/

TIEU CHUAN: USP 32




