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Mau nhan ORAFORT 200
Hop 30 vién (3 vi x 10 vién)
100% real size

Composition:
Each film-coated tablet contains: Ofioxacin 200mg Visa No.:
| Excipients .s. one tablet. O
i Dosage & A
[+ indi See package insert. s and Distrik 1 by:

Storage: Store at temperature below 30°C. Avoid direct
sunlight and moisture.
Specifications: Manufacturer's.

AMPHARCO U.S.A JSPC
Nhon Trach 3 L.P., Nhon Trach, Dong Nai
k& AMPHARCO U.S.A

(R Prescription drug WHO

ORAFORT’200

Ofloxacin 200mg
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MAau nhan ORAFORT 200
Hop 100 vién (10 vi x 10 vién)
90% real size

Composition:

Each film-coated tablet contains:

Ofloxacin 200mg

Excipients g.s. one tablet.
|
|
|

Indications, Dosage & Administration, Vinn: Moz
Contraindications: See package insert.
Storage: Store at temperature below 30°C. Manufactured & Distributed by:
| Avoid direct sunlight and moisture. o Doyt =
Specifications: Manufacturer's. & A AMPHARCO US.A
(Re! Prascription drug WHO
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M&u nhan ORAFORT 200
Vi 10 vién
100% real size
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TO HUGNG DAN SU DUNG THUOC

ORAFORT" 200

THANH PHAN: Mbi vién nén bao phim chita;

- Ofloxacin. 200 mg

- Té duge: Lactose, Microcrystalline cellulose 101, Copovidone, Sodium starch
glycolate, Colloidal anhydrous silica, Magnesium stearate, Opadry II white, Nuge tinh
Khiét vd 1 vién.

TINH CHAT

Duge Iy hpe

Ofloxacin 1a thude khang khudn nhém fluoroquinolon gidng nhu ciprofloxacin, nhumg
ofloxacin khi uéng cé kha dung sinh hoc cao hon (trén 95%). Giong nhu cic thubic
quinolon khang khudn khée, ofloxacin irc ché DNA-gyrase la enzym can thiét trong
qué trinh nhan d6i, phién ma va tu sita DNA ctia vi khudn. Ofloxacin c6 phd khing
khuin rong bao gbm Enterobacteriaceae, Pseudomonas aeruginosa, Haemophilus
influenzae, Neisseria spp., Staphylococcus, Streptococcus preumoniae va mit vai vi
khuin Gram duong khéc.

Dugre diing hpe

Ofloxacin duge hip thu nhanh va tot qua dudmg tiéu héa. Sinh kha dyung qua duong
udng khodng 100% va ¢6 ndng dé dinh huyét twong 3 - 4 pg/ml, 1 - 2 git sau khi uéng
1 liéu 400 mg. Théri gian ban huy trong huyét tuong 14 5 - 8 gid; trong truémg hop suy
théin, ¢o khi kéo dai 15 - 60 gios tiy theo mirc d suy than, khi d6 cin diéu chinh lidu,
Ofloxacin duge phén bd rong khip véo cdc dich co thé, ké ca dich ndo tiy va xim
nhép tt vao cac mé, Khoang 25% néng do thube trong huyét tuong gin vao protein
huyét trong, Thude qua nhau thai va tiét qua sira.

Khi dung liéu don, it hon 10% ofloxacin duge chuyén hoa thanh desmethy! - ofloxacin
va ofloxacin N - oxyd. Desmethyl - ofloxacin ¢6 tac dung khén, khudn trung binh, 75
- 80% thude duge bai tiét qua nudc tiéu dudi dang khong chuyén héa trong 24 dén 48
gity. Dudi 5% thude dupc bai tiét dudi dang chuyén héa trong nude tiéu; 4 dén 8%
thudc bai tiét qua phan. Chi mét lugng nho ofloxacin duge thii bing thim phan méu.

CHI DINH

ORAFORT duge sir dung cho ngui ldn trong diéu tri céc tinh trang nhidm tring tir
nhe dén trung binh gy ra do c4e dong vi khuan nhay cam véi Ofloxacin, bao gém:

- Viém phé quén ning do vi khufin, viém phéi.

- Viém tai giira, viém xoang, viém amidan,

- Nhim tring da va m6 meém khéng bién chimg,

- Nhim liu cAu cdp khong bién chimg & niéu dao va cb tir cung; viém cd tir cung va
viém ni¢u dao khong do lau cdu.

- éwem bang quang khong bién chimg, nhidm tring tiéu ¢6 bién chimg, viém tuyén
tién liét.

LIEU DUNG - CACH DUNG

Liéu thong thuomg 4 1 - 2 vién ubng mdi 12 gi, liéu nay thay déi wy thuge loai

nhiém tring va triéu chimg bénh. . . . )

- Viém phé quan ning do nhiém khudn hodc viém phdi: 2 vién udng méi 12 gio,
trong 10 ngay. ) .

- Lgu khong bien chimg: uong licu duy |3h5‘u 2 vién. ) B

- Nhiém tring da va md mém khong bién chimg: 2 vién uong méi 12 gio, trong 10
ngay. ..

- Viém bang quang do £. coli hofic K. preumoniae; 1 vién udng moi 12 gidy, trong 3
ngy. _

- Viém bang quang do cdc vi khuan khac: 1 vién ubng mdi 12 gidy, trong 7 ngay,

- Nhiém khuin dutmg tiét niéu co bién chimg: 1 vién ubng mdi 12 gié, trong 10
ngay.

- Viém tuyén tién liét: 1,5 vién ubng mdi 12 gidr, trong 6 tudn,

Nhirng hwing din ligu ding dic bit: .

Suy clire ning thin: ]_.iéu dung nén duge dicu chinh ¢ nhimg bénh nhan bi suy chirc

niing than, nhu ting néng o trong mau ed thé xay ra do giam mire thanh thai & thin,

Noéi chung, lidu ding nén duge dicu chinh theo dé thanh thai creatinin (Cler) nhur sau:

2 50 ml/ phat; Khéng cén diéu chinh

10 - 50 ml/phut: Liéu khdng ddi, udng cach 24 git/lan

< 10 ml/ phit; 1/2 liéu thong thutmg, udng céch 24 git/lan

Ofloxacin khéng tach duge do loe mau.

Tré em cho t6i 18 tudi: Khong khuyén cao ding,

Bénh gan: An toan cia Ofloxacin & nhimg bénh nhén bi suy chirc nang gan thi chua
durgc biét, tuy nhién, cdc s lidu tién 1am sang cho thiy sir bai tiét c6 thé cham, va nén
diéu chinh licu dimg dé ngan sur ting ndng do trong mau. O nhimg bénh nhin co suy
giam chire ndng gan nang, lidu t6i da khong duge vuot qua 400 mg Ofloxacin mdi
ngay.

CHONG CHI PINH

Khéng duge ding Ofloxacin trong céc trudng hop qua man cam véi tri licu bing
Ofloxacin ho#ic ede quinolon khic,

Khéng duge chi dinh Ofloxacin cho tré em dudi 18 tudi, thiéu nién dang ting trudmg
va phy nir mang thai hoge cho con by, vi khéng co théng fin ndo vé tinh an toan cia
thudc trén nhém bénh nhin nay, va vi cic thye nghiém trén stic vt cho thiy Ofloxacin
ci thé gy thodi hod sun khép & cae khdp chju lye.

TAC DUNG PHY

Céc téc dung phu thuémg gap bao gém:

- Pudmg tiéu héa: budn ndn, ndn, tiéu chy, dau bung, chan an.

- Thén kinh: dau ddu, chong mat, mét moi, run, mat ngi, dc mong, réi loan thi gide.
- Phén {mg & da: ndi ban, ngira, phin tmg da kifu qua min.

Rx-Thudc bin theo don

.I "y N
Céc tdc dung phy hiém gap bao gdm: ) v ( PH AN
- Thin kinh: 4o gidc, phan tmg loan thin, trim cam, co i el i 5, |
- Da; viém mach, hdi chimg Stevens-Johnson va hoai tif nhiém[-décvtn’a dHAM |y

THONG BAQ CHO BAC ST NHUNG TAC DUNG BAT LI GAP PHAI KHI SU

DUNG THUOC,
AN e Ca

s

THAN TRONG 3
Ofloxacin khong nén sir dung cho phu nir ¢6 thai hode tré em. tvailoai Cla ding
vt chua trudng thanh, vige dung ofloxacin gay thuong ton khép sun do can nang. Co
bang chimg vé s phuc hoi thuong 16n khép sau khi ngung lidu sir dung,

Tiéu chiy, ddc bigt xay ra trém trong va dai diing trong qud trinh diéu tri hodic cde tuin
dAu tién sau khi diéu trj véi nhidu logi khang sinh khéc nhau, déc bigt cic khang sinh
pho réng, cd thé co tridu chimg bénh do (.‘!ﬂ.\':n"diwn difficile. Mirc d§ tram trong la
viém két tring gia mac, c6 thé duge xéc nhan bing nfi soi hodc nghién ciru mo. Soi
phan bénh pham va dge hai té bao, la céch tét nhét dé chin doan bénh do Clostridium
difficile. Cac phan img phy ¢o thé 1a (r tré phan. Néu chin doan viém két trang gid mac
nghi ngo, nén ngimg Ofloxacin ngay ldp tirc va sir dung phuong phép diéu trj khang
sinh thich hop (nhu Vancomycin hofic Metronidazole).

Viém gan, hiém khi gip. c6 thé din dén dirt, dic bigt thutmg lién quan dén ddy ching
A-sin, va dgc biét thuomg xdy ra & nhimg bénh nhén lon 1:L16i_ Khi ¢6 cac ddu hidu
viém ghin, cAn ngung diéu trj, khdng vdn déng gan A-sin bing phuong phap 6 dinh
thich hop hodc ding manh got chin dac biét, va phau thudt chinh hinh.

Ofloxacin nén ding thin trong & nhimg bénh nhan c6 khuynh hudng lén con dong
kinh (nhur ¢6 sir hién dign ton thuong hg than kinh trung uong).

Ofloxacin ¢6 thé gay bénh nhuge co trdm trong.

Ofloxacin co thé gy loan chuyén hod porphirin & nhimg bénh nhén cé nguy co,
Ofloxacin c6 thé lam dm tinh sy phan ldp Mycobacterium tuberculosis, cho két qua
dm tinh gia khi chan dodn vi khuin hoc & bénh lao.

Béi vi nguy co nhay cam voi dnh sang, phoi nhiém véi anh sang va bire xa UV nén
tranh trong qud trinh diéu trj v&i Ofloxacin.

Giam dutmg huyét da duge bio céo khi sir dung fluoroquinolone.

Ofloxacin nén ding thin trong & nhimg bénh nhén o tién sir dong kinh,

Ofloxacin nén ding than trong & nhimg bénh nhén suy than hodc suy gan. ¢ nhimg
bénh nhin duge biét hodc nghi ngd suy than bao gbm nhimg ngudi Ion twdi ma do
thanh thii creatinin giam, quan sat thdn trong trén ldm sang va cac nghién ciru thich
hop trong phong thi nghigm nén dugc tién hanh trude tién va trong qué trinh diéu trj vi
sir dio thai Ofloxacin co thé giam. Tang ndng dd trong huyét thanh co thé xay ra trir
khi ligu durgre diéu chinh theo d§ thanh thai cta thén.

TUONG TAC THUOC
Ofloxacin khi dimg v&i chdt khang acid chira Calei, Magnesi, hoac Nhom, vdi
Sucralfate, vdi cation hod tri hai hode hod trj ba nhu S& hodc thude chita nhigu
vitamin co chira Keém cho thiy co sur giam dang ké sinh kha dung. Ofloxacin vi cdc
chat khang acid nén duge ding cich xa khodng hai gidr.

Sir dyng ddng thoi thude khing viém khong Steroid voi cde chit Quinolone, bao gom
Ofloxacin da cho thiy lam ting nguy co kich thich h¢ thin kinh trung wong va dong
kinh co gidt.

Cic thir nghi¢m déng mdu nén dugc tién hanh & nhimg bénh
khiang Vitamin K bdi vi c6 thé lam tang tdc dong cia céc dd
Oflaxacin ¢6 thé gdy ting nhe ndng do trong huyét
dung cing ltc, nén theo doi dic bigt nhimg bénh nhj
vin Glibenelamide.

Biic bigt trong trubmg hop diéu tri vai lidu cao, gid
nén duge theo doi khi ding Quinolone cimg lic vo
qua ong thin (nhu Probenecid, Cimetidine, Furosel

QUA LIEU
Céc théng tin vé qud liéu ofloxacin con han ché. Trong
loai bé thudc khoi da day, Bénh nhén nén dugc theo doi cds
bu dich day di.

BAO QUAN .
@ nhigt d6 dudi 30°C. Tranh anh sang tnic tiép va noi 4m wot. f Eﬂ
TRINH BAY =

Vi 10 vién nén bao phim; hdp 3 vi, hip 10 vi,

TIEU CHUAN
TCCS

HAN DUNG
36 thing ké tir ngay sén xudt,

DI XA TAM TAY TRE EM
BOC KY HUONG DAN SU DUNG TRUOC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI ¥ KIEN THAY THUOC
THUOC NAY CHI DUNG THEQ BON CUA BAC §T

San xuft va phin phéi:

CTY CPDP AMPHARCO U.S.A

KCN Nhen Trach 3, Nhon Trach, Déng nai.
PT: 0613 566205 Fax: 0613 566203
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