“Dolocep”® 200 mg

o Thuécnay chidung theo don thuéc.

e Docky hudng dan sirdung trugckhidung.

e Déxatamtaytréem.

o T huéng dan st dung néu tém tit cac thong tin quan trong ctia thudc. Néu can
thém théng tin, xin héi y kién bac sy hodcdugcsy.

THANH PHAN CONG THUCTHUGC: Mbi vién nén bao phim chifa:

Thanh phan dugc chat: Ofloxacin 200mg
Thanh phan ta dugc: Tinh bot mi, Lactose, Povidon K30, Microcrystallin cellulose
PH101, Natri starch glycolat, Magnesi stearat, Eudragit E100, Polyethylen glycol 6000,
Talc, Titan dioxid.

DANG BAO CHE:Vién nén bao phim.

M6 ta dic diém bén ngoai ctia thudc: Vién nén bao phim mau trdng, hinh chir nhat
thudn, hai mat 16i, mét mat vién c6 khac vach, mot mat vién khac s6 “4618’, canh va
thanhviénlanhldn.Nhan thuécbéntrong mau tréng nga.

CHIDINH

Ofloxacin dugc chi dinh dé diéu tri cho ngusilén trong cac trudng hap nhidm khuan do
cacvikhudn nhay cam:

- Nhiém khuan dudng hé hap dudi bao gém viém phéi, viem phé quan do vikhuan hiéu
khi Gram am. (Ofloxacin khéng phai la thuSc dugc Iua chon dau tién trong viém phéi do
Streptococcus pneumoniae, Mycoplasmapneumoniae hoac Chlamydia pneumoniae).
-Nhiém khuén cétfrcung hodc niéu dao c6 kém lau khdng bién ching va nhiém khuan
c6tircung hodc niéu daokhong kemlau.

-Nhiém khuan dusng tiét niéu khéng bién chiing: Do khang sinh fluoroquinolon, trong
d6 c6 ofloxacin lién quan dén phan tng cé hai nghlem trong (xem phan Canh bdo va
than trong khi ding thuéc) va nhiém khudn dudng tiét niéu khong bién chimg & mot s6
bénh nhan cé thé tu khai, chinén sirdung ofloxacin cho nhitng bénh nhan khéng cé lua
chon diéutrikhacthay thé.

- Dgt nhiém khuan c&p clia viém phé& quan man tinh: Do khang sinh fluoroquinolon,
trong d6 cé ofloxacin lién quan dén phan ting c6 hai nghiém trong (xem phan Cénh bdo
va thdn trong khi dung thuéc) va dot nhiém khuan cap cla viém phé quan man tinh &
mot s6 bénh nhan c6 thé ty khoi, chi nén st dung ofloxacin cho nhiing bénh nhan
khéng colua chon diéu trikhac thay thé.

LIEUDUNG, CACHDUNG:

Liéudung:

Luén dung thudc dingliéulugng trong don thudc.

Liéu dung tuy thudc vao loai va mic d6 nhiém khuan. Khoang liéu dung cho ngui l6n
13200 mg-800 mg/ngay.

C6 thé tang liéu dén 400 mg, dung liéu duy nhat, nén uéng vao budi sang. Thai gian
dung thuéc nén cach déunhau.

& mot s6 bénh nhan, c6 thé tang liéu dén téng liéu t6i da 800 mg/ngay, chia lam 2 lan,
méi 1an 400 mg, thai gian dung thudc nén cach déu nhau. Thich hgp dé diéu trj trong
céc trudng hgp nhiém khudn do céc vi khudn cé tinh nhay cdm gidm hodc bién déi véi
ofloxacin, nhiém khuén ndng va/hodc cé bién chiing (nhu dudng hé hdp hodc dudng
tiét niéu) hodc néu bénh nhan dap ting khéng day da.

Liéu khuyén cdo nhusau:

Chidinh
Nhiém khuén dusng ho hdp dusi

Liéu hang ngay va liéu duy nhat

400 mg/ngay, tang liéu khi can dén 400 mg/lan
x2lan/ngay

Nhiém khuan cé ti cung hodc niéu | 400 mg
dao cd keémlau khdng bién ching

Nhiém khudn ¢ ti cung hodc niéu | 400 mg/ngay
daokhongkém lau
Nhiém khuan dudng tiét niéu dudi | 200-400 mg/ngay
khoéng bién ching
Nhiém khuén dudng tiét niéu trén [ 400 mg/ngay, téng liéu khi can dén 400 mg/lan
c6bién chiing x2lan/ngay

Nhiém khuén c6 kém lau khéng bién ching: Liéu duy nhat1a 400 mg.

Cdcnhoém déitugng ddc biét

Suy giam chircndng thdn

Sau liéu khéi dau théng thudng, nén gidm liéu & nhiing bénh nhan bj suy gidm chic
nang than, dugc xac dinh bang do thanh thai creatinin hodc néng dé creatinin huyét
tuong.

Liéu diéu chinh (*)
100mg-200 mg/ngay

Do thanh thai creatinin | Nong d6 creatinin huyét tuong
1,5-5mg/dl

>5mg/dl

20-50ml/phut*
<20 ml/phut**

100mg/ngay

(*)Theo chidinh hodc theo khodng cach liéu.

(*¥) Nén theo déi néng d6 huyét thanh clia ofloxacin & bénh nhan suy than nang va thdm
phan.

Bénh nhan thdm phan mau hodc thdm phan phic mac: 100 mg/ngay.

Khi d6 thanh thai creatinin khéng thé do dugc, liéu dung dugc tinh dya trén creatinin
huyét thanh theo cong thiic Cockcroft cho ngudilén:

*Nam: ik iml/ohi) = Trong lugng co thé (kg) x (140 - tudi)
Hoac r(mi/phit) = 72 x creatinin huyét thanh (mg/dl)
CICr (mi/phdt) = Trong qung'c? thé (Ijg) X (140 - tudi)
0,814 x creatinin huyét thanh (umol/I)
o N{:Nhan gidtritrénvéi0,85.
Suy gidm chircnéng gan

Suthai trir cta ofloxacin gidm & nhimng bénh nhan bi ri loan chic ndng gan ning (nhu
xd gan c6 truéng). Trong nhiing trudng hgp nay, liéu dung khéng quéa 400 mg/ngay, vi
c6thélam gidm suthaitrircda ofloxacin.

Bénhnhi

Chéng chidinh dung ofloxacin & tré em hogc thanh thiéu nién & do tudi phat trién (xem
phan Chéng chidinh).

Ngudicao tudi

Khéng cén diéu chinh liéu ofloxacin cho ngusi cao tudi. Tuy nhién, can chu y dén chiic
nang than hoac chiic nang gan (xem Kéo dai khodng QT & phan Canh bdo va than trong
khidung thuéc).

Théigian diéu tri

Thaigian diéu trikéo daikhéng qua 2 thang.

Liéu hang ngay tang dén 400 mg, liéu duy nhat. Trong trudng hgp nay, nén uéng ofloxacin
vao buéi sang. Néu liéu hang ngay I6n hon 400 mg, nén chia lam 2 14n, thai gian dung thudc
nén cach déu nhau.

Cachdung:Dungudng.

U8ng ofloxacin véilugng nudc vira da. Udng luc doi hodc trong bita an.

Khéng nén dung ofloxacin trong 2 gid trudc va sau khi uéng cac thudc khang acid,
sucralfat hodc cdc ché phdm c6 chia cac cation hda tri 2 hodc 3 (nhém, s3t, magnesi
hoac kém), vién nén cé hé dém hodc vién nhai chita didanosin (bénh nhan HIV), vi cé
thé lam giam suhap thu ctia ofloxacin (xem phén Tuong tdc cda thudc).

CHONG CHiBINH:

-Tién st qua man vdi ofloxacin, cac thuéc nhém quinolon hodc bat ky thanh phan nao
ctathudc.

- Ofloxacin cé thé gay thodi héa sun khép & cac khdp chiu luc trén sic vat thuc nghiém.
Vivay, khdng nén dung cho tré dudi 18 tudi, ngudi mang thaiva cho conbu.

-Thiéu hut glucose-6-phosphat-deshydrogenase vi c6 thé gay tan huyét khi duing quinolon.
-Bénhnhan cétién sttviém gan lién quan dén viéc dung fluoroquinolon.

- Giéng nhu cac 4-quinolon khac, chéng chi dinh ofloxacin & nhiing bénh nhéan cé tién st
dongkinh hodc c6 ngusdng coglatthap

CANH BAOVATHANTRONG KHIDUNGTHUOC:

- Cac phan tng c6 hai ngh|em trong c6 kha nang khong héi phuc va gay tan tat, bao
gom viém gan, dut gan, bénh ly than kinh ngoai bién va cac tac dung béat Igi trén than
kinh trung uong.

- Cac khang sinh nhom fluoroquinolon ¢ lién quan dén cac phan ting 6 hai nghiém
trong c6 kha nang gay tan tat va khong héi phuc trén cac hé co quan khac nhau ctia co

thé. Cac phan (ing nay c6 thé xuat hién déng thai trén cing bénh nhan. Cac phan ting
6 hai thudng dugc ghi nhan gém viém gan, dut gan, dau khdp, dau co, bénh Iy than
kinh ngoai vi va cac tac dung bat Igi trén hé théng than kinh trung uang (3o giac, lo au,
trdm cam, mat ng(, dau dau nang va I Ian). Cac phan ting nay cé thé xay ra trong vong
vai gi& dén vai tudn sau khi st dung thudc. Bénh nhan & bat ky tudi nao hodc khéng cé
yéuté nguy cotén taitirtrudc déu c6 thé gdp nhiing phan ting cé haitrén.

- Ngting st dung thuéc ngay khi c6 dau hiéu hodc triéu chiing dau tién ctia bat ky phan ting
6 hai nghiém trong nao. Thém vao dd, tranh st dung cac khang sinh nhém fluoroquinolon
cho cac bénh nhan da tiing gdp cac phan ting nghiém trong lién quan dén fluoroquinolon.
- Ofloxacin khéng phai la thuéc dugc Iya chon déu tién trong viém phéi do Streptococcus
pneumoniae hoac Chlamydia pneumoniae.

S. aureus khdng methicillin (MRSA)

C6 nguy co dé khang véi fluoroquinolon, trong d6 c6 ofloxacin. Do d6 ofloxacin khong
dugc khuyén cdo dé diéu tri nhiém khuan do hodc nghingddo MRSA trirkhi két qua xét
nghiém khang dinh chiing vi khudn nhay cdm véi ofloxacin (va cac thuéc khang khuén
thuéng dugc khuyén cao dé diéu tri nhiém khuan do MRSA 1a khéng phu hgp).
Dékhdng vdifluoroquinolon ciaE. Coli

Tac nhan gay bénh phé bién nhat lién quan dén nhiém khuan dudng tiét niéu va thay
d6i & Lien minh chau Au. Khuyén cdo khi ké don can tinh dén ty |é dé khang ctia E. Coli
véitheo vung dia phuong.

Héichirng ngoai ban mun ma toan théan

Cactrudng hop clia hoi chiing ngoai ban mun ma toan than bao gém héi chiing Stevens-
Johnson hoéc hoai tir biéu bi nhiém déc da dugc bao céo khi diéu tri véi ofloxacin (xem
phéan Tdc dung khéng mong muén cda thuéc). Théng béo ngay cho béc sy trudc khi ti€p
tuc diéu tri véi ofloxacin néu phan ting da va/hodc niém mac xuat hién.

Viémgan

Viém gan, hiém gap khi dung cac thuéc nhém quinolon, cé thé dan dén duit gan cé lién
quan dén gan Achille.Viém gan va dit gan c6 thé xuét hién trong vong 48 gid sau khi bat
dau diéu tri véi ofloxacin va vai thang sau khi ngung dung ofloxacin. Nguy co viém gan
va dut gan tang & nhiing bénh nhan trén 60 tudi va & nhiing bénh nhan dang dung
corticosteroid. Diéu chinh liéu hang ngay & bénh nhan cao tudi dua vao do thanh thai
creatinin (xem phéan Liéu dung, cdch ding). Do d6, can theo déi chit ché nhiing bénh
nhan dang duing ofloxacin. Théng bao cho bac sy khi cac triéu chiing viém gan xuat hién.
Néu nghi ngd viém gan, ngung dung ofloxacin ngay lap tdc va nén thuc hién cac liéu
phap thich hgp cho gan bi anh huéng (nhu bénh nhan ndm yén) (xem cac phan Chéng
chidinh va Tdc dung khéng mong muén ctia thudc).

Phdn tiingmédn cém

Pa c6 bdo cdo clia cac phdn tng man cdm va phan (ng kiéu phan vé khi ding
fluoroquinolon, tham chi gay tif vong & nhitng bénh nhéan dung ofloxacin thudng xay
ra & liéu dau tién. Ngung dung ofloxacin ngay lap tuc va thuc hién céc liéu phap thich
hop (diéu tri phan Ging kiéu phan vé).

Bénh lién quan véi Clostridium difficile

Tiéu chdy, dic biét néu nang, dai ddng va/hodc cd mau, trong hodc sau khi diéu tri véi
ofloxacin (ngay ca vai tuan sau khi diéu tri), c6 thé Ia triéu chiing ctia bénh lién quan véi
Clostridium difficile, c6 thé de doa dén tinh mang khi bénh ning dén trung binh, dang nang
nhat la viém dai trang mang gia (xem phan Tdc dung khéng mong mudn cta thuéc). Do d6,
can xem xét chan doan nay & nhitng bénh nhan bi tiéu chdy nang trong hodc sau khi diéu
tri v6i ofloxacin. Néu nghi ngd viém dai trang mang gia, phai ngung dung ofloxacin ngay.
Tién hanh diéu tri ngay lap tic bdng khang sinh dac hiéu (nhu vancomycin dudng
udng, teicoplanin dudng uéng hoac metronidazol). Chéng chi dinh dung nhimg thuéc
tcchénhudoéngruét.

Bénh nhdn cé tién sirdéng kinh

Quinolon cé thé lam gidm nguéng co giat va cé thé gay ra con dong kinh. Ofloxacin
chéng chidinh & nhimng bénh nhan cé tién sir dong kinh hodc cé ngudng co giat thap
(xem phan Chéng chidinh).

Bénh nhan cé tién st ddng kinh bao gdm nhiting bénh nhan cé tién st bj tén thuong hé
than kinh trung uong, diéu tri dong thdi véi fenbufen va cac thudc khang viém khéng
steroid (NSAID) hodc cac thudc khéc o tac dung ha thdp ngudng co giat & ndo nhu
theophyllin (xem phan Tuong tdc ciiathuéc).

Trong trudng hgp co giat xuat hién, nén ngung dung ofloxacin (xem phan Tuong tdc
ctathuéc).

Bénhnhdn suy thdn

Do ofloxacin thai trir chti yéu qua than, nén diéu chinh liéu ofloxacin & bénh nhan suy
than (xem phan Liéu dung, cdch dung).

Cdcbénhnhén cé tiénsiréiloan tdm than

Cac phan ung tam than da dugc bao céo & nhitng bénh nhan dung fluoroquinolon,
trong dé cé ofloxacin. Trong mot s6 trudng hop dan dén co y nghi tu tirhodc hanh vi tu
gay nguy hiém bao gém ca c6 gang tu td, doi khi sau khi dung mét liéu duy nhét (xem
phén Tdc dung khéng mong muén cda thudc). Néu xuat hién cac biéu hién nay, nén
ngung dung ofloxacin va thuchién cacliéu phap thich hop.

Canthan trong khi dung ofloxacin &nhitng bénh nhan cé tién st réiloan tam than hodc
bénh nhantamthan.

Bénhnhdnsuy gan

Than trong khi dung ofloxacin & bénh nhan suy gan, c6 thé xudt hién tn thuang gan.
Pi c6 bao cao trudng hgp viém gan téi cap cé thé dan dén suy gan (ca trudng hgp ti
vong) khi dung fluoroquinolon. Nén ngung dung ofloxacin néu bénh nhan cé cac biéu
hién va triéu chiing cho thdy bénh gan tién trién nhu chan an, vang da, nuéc tiéu sam
mau, nglia hodc truéng bung (xem phén Tdc dung khéng mong muén cdathuéc).

Bénh nhdn duoc diéu tribdng thuéc khdng vitamin K

Lam tang chisd xét nghiém déng mau (PT/INR) va/hodc chdy mau & nhitng bénh nhan
dung déng thai fluoroquinolon, trong dé ¢ ofloxacin véi thuéc khang vitamin K (nhu
warfarin), can theo déi cac xét nghiém déng mau trén nhimng bénh nhan nay (xem
phén Tuong tdc caa thudc).

Nhuocco

Fluoroquinolon, trong d6 c6 ofloxacin, c6 hoat tinh tic ché than kinh va c6 thé lam tram
trong thém yéu co & bénh nhan bj nhugc co. Cac phan tng cé hai nghiém trong bao
gém trudng hgp ti vong da dugc béo céo va su can thiét phai hé trg ho hdp & bénh
nhan c6 bénh nhugc co dung fluoroquinolon. Ofloxacin khéng dugc khuyén céo &
nhiing bénh nhan co tién strbinhugc co.

Béinhiém

Gi6ng nhu cac khang sinh khac, dung ofloxacin, d3c biét la dung lau dai cé thé dan dén
su sinh trudng qua muc nhiing vi khuan khéng nhay cadm, dac biét Enterococci, cac
chling vikhuan dé khang hodc Candida. Can danh gié dinh ky tinh trang cliabénh nhan
va cac phép thir vé tinh nhay cdm trén in vitro. Néu nhiém khuan thid phat xuat hién
trong qué trinh diéu tri, nén thuc hién cac liéu phép thich hgp.

Phong ngtranguy comdn cam dnhsdng

Mén cdm anh sang da dugc bao cdo khi dung ofloxacin (xem phén Tdc dung khéng
mong muén cda thuéc). Nén khuyén cdo bénh nhan tranh tiép xuc truc tiép véi anh
ndng mat tréi hodc tia cuc tim khi khdng can thiét (nhu dén cuc tim, giudng tdm néng)
trong khi diéu tri va sau 48 gi¢ khi ngung dung ofloxacin dé phong ngtra nguy co méan
camanhsang.

Kéodaikhodng QT

Trudng hgp rat hiém, kéo dai khodng QT dugc béo cdo & nhing bénh nhan dung
fluoroquinolon.

Nén than trong khi dung fluoroquinolon, trong dé cé ofloxacin & nhitng bénh nhan da
biét ¢ cacyéu té nguy cakéo daikhodng QT nhu:

- Bénh nhan cao tudi va phu nir c6 thé nhay cdm véi thuéc kéo dai khoang QT. Vi vay,
nén than trong khi duing fluoroquinolon, trong d6 cé ofloxacin @ nhiing bénh nhan nay.
- M4t can béng chat dién giai khong hiéu chinh dugc (nhu gidm kali huyét, gigm magnesi
huyét).

-Hoi chiing QT kéo dai bam sinh.

- Duing déng thai cac thudc kéo dai khoang QT (nhu thuée chdng loan nhip tim nhom IA
vanhém lll, thudc chéng trdm cdm ba vong, khang sinh nhém macrolid, thuéc chéng loan
thén).

- Bénh vé tim (nhu suy tim, nhéi mau ca tim, nhip tim cham) (xem céc phan Liéu dung,
cdch dung, Tuong tdc cua thudc, Tdc dung khéng mong muén cia thuée va Qud liéu va
cdchxatri).

Réiloan dudng huyét

Giéng nhu cac quinolon khac, ofloxacin cé thé gay réi loan dudng huyét, bao gém tang
hoacgidm dudng huyét & bénh nhan dai thao dudng dang dung déng thai ofloxacin véi
cac thubc chéng déi thao dudng dung dudng uéng (nhu glibenclamid) hoac insulin.
Trudng hgp hdn mé do dai thao dudng da dugc bao cao. Néu dung ofloxacin cho bénh
nhan dai thdo dudng, phai theo déi can than dudng huyét (xem phan Tdc dung khéng
mong muén ctathuéc).

Bénh thdn kinh ngoai vi

Bénh da day than kinh cdm giadc hodc van déng c6 thé khéi phat nhanh da dugc bao céo
&nhitng bénh nhan dung fluoroquinolon, trong d6 cé ofloxacin. Ngung dung ofloxacin

néu xudt hién cac triéu chiing cGia bénh than kinh dé phong ngua su tén thuong than
kinh khongthe phuchéi(xem phan Tacdungkhongmongmuon ctiathudc).

Bénh nhdn thiéu hutglucose-6-ph:

Benh nhan thiéu hut tiém tang hay thu’c su’glucose -6 phosphat- dehydrogenase c6thé
gay tan huyét khi dung quinolon. Do d6, can theo déi tan huyét & nhiing bénh nhan
dung ofloxacin.

Tuong tdcthuéc-xétnghiém

Dung ofloxacin c6 thé cho két quad duong tinh gia & xét nghiém do opiat hodc porphyrin
trong nudc tiéu. Néu can thiét, can sir dung xét nghiém khac dic hiéu hon dé do opiat
hodc porphyrin trong nudc tiéu.

Réiloan thiluc

Néu thi luc gidm hodc c6 bét ky phan ung nao & mat xudt hién, ngung dung ofloxacin
ngay lap tuc (xem cac phan Anh huang cta thuéc lén kha ndng Idi xe, van hanh mdy moc
va Tdcdung khéng mong muén caathuéc).

* T4 dugc Tinh bot mi: Thuéc c6 chira tinh bét mi, ngudi di tng vé6i bot mi (trir bénh
coeliac) khéng nén dung thuéc nay.

*Ta dugc Lactose: Bénh nhan c6 vén dé vé dung nap galactose, bénh nhan thiéu hut
enzym Lapp lactase hodc kém hdp thu glucose-galactose khong nén dung thudc nay.
Sttdung thuéc cho phuniicé thaiva cho conbu:

- Th&i ky mang thai: Ofloxacin qua nhau thai. Cing phat hién thay ofloxacin trong
nudc Gi ctia hon mét ndia s6 ngudi me mang thai c6 diing thuéc. Chua c6 nhiting cong
trinh dugc theo doi tét va day dd trén ngudi. Tuy vay, vi ofloxacin gay bénh vé khdp &
stcvatnon, khong nén duing ofloxacin trong thai ky mang thai.

- Thai ky cho con bu: Ofloxacin cé bai tiét vao sita me véi néng do tuong tu nhu trong
huyét tuong. Ofloxacin da dugc biét 1a gay tén thuong vinh vién & sun cta nhiing khép
chiu luc va cd nhiéu dau hiéu bénh ly khac vé khdp & stic vat non. Vi vay néu khong thay
thé dugc khang sinh khéc va van phéi dung ofloxacin, thikhéng nén cho conbu.

Anh huéng ctia thudclén kha nanglaixe, van hanh may méc:

Thuéc c6 thé gay tac dung phu dau dau, chéng mat (Thudng gap). Than trong khi lai xe
vavanhanh may moéc. ) .

TUOGNGTAC, TUGNGKY CUATHUOC:

Tuong tacchathudc:

- Thudckéo daikhodng QT

Giéng nhu céc khang sinh nhém fluoroquinolon khac, can than trong khi dung
ofloxacin & nhiing bénh nhan dung dong thai véi thuéc kéo dai khoang QT (nhu thudec
chéng loan nhip nhom IA va nhém I, thuée chdng trdm cam 3 vong, macrolid, thuéc
chéngloanthan).

-Thudckhdng acid, sucralfat, cdc cation héa tri2 hodc 3

Céc thubc khang acid chira magnesi, nhém, sucralfat, ché pham chira kém hodc sét c6
thélam gidm hap thu ofloxacin. Do d6, nén uéng ofloxacin trudc cac thudc trén 2 gid.
-Theophyllin, fenbufen hodic tuong tu'cdc thuéc chéng viém khéng steroid

Khéng co tuong tac dugc ddng hoc ctia ofloxacin véi theophyllin trong mét nghién ciu
1am sang. Tuy nhién, nguéng co giat & ndo c6 thé gidm dang ké khi dung déng thoi
quinolon v&i theophyllin, thudc khang viém khéng steroid hoéc cac thudce lam gidm
ngudng cogiat.

-Trong trudng hop co giat kiéu dong kinh, ngung dung diéu trj véi ofloxacin.
-Glibenclamid

Ofloxacin c6 thé lam tdng nhe néng dé glibenclamid trong huyét thanh khi dung déng
thdi; can theo déi chat ché nhiing bénh nhan dugc diéu trj véi su két hgp nay.

- Probenecid, cimetidin, furosemidva methotrexat

Probenecid lam gidm dé thanh thai cia ofloxacin 24 % va tdng AUC 16 %. Cac co ché dé
xu8tla do sucanh tranh hodc tic ché sy van chuyén chi dong qua sy bai tiét § 6ng than.
Canthan trong khi dung déng thdi ofloxacin véi cac thude cd anh hudng dén subai tiét
qua éng than nhu probenecid, cimetidin, furosemid va methotrexat.

-Thuéckhdng vitamin K

Tang céc chi s6 dong mau (PT/INR) va/hodc gy chdy mau, c6 thé nghiém trong, da
dugc bao cao & nhimng bénh nhan khi diéu tri dong thoi ofloxacin véi thudc khang
vitamin K (nhu warfarin). Phai kiém tra thudng xuyén cac xét nghiém déng mau &
nhimng bénh nhan dugc diéu tri bang thudc khang vitamin K vi kha nang lam tang hiéu
qua clia cac dan xudt coumarin.

Tuongky ciathudc:

Vinguy cokéttia, khong két hgp heparin vao trong ciing dung dich ofloxacin.
TACDUNG KHONG MONG MUON CUATHUOC

Bang tém tat cac phan iing khéng mong muén:

Caccoquan | Tan suat (¥) Cac phan ting khéng mong muén

R6i loan gan - Hiémgdp [Tang enzym gan (ALT, AST, LDH, gamma GT va/hoac
mat phosphatase kiém), tang bilirubin huyét thanh.

Rdt hiém gdp | Vang da & mat.

Khéngro | Viém gan nang*, tén thuang gan nghiém trong, bao
gémca cactruang hopsuygan captmh doikhi gaytu
vong, chli yéu & nhitng bénh nhan cé bénh gan tiém

&n (xem phan Cdnh bdo va thdn trong khi dung thudc).

RGi loan da va ftgap
cacmodugida

Ngua, phatban.

May day, néng buing, tang tiét mé héi, phat ban kiéu
tring ca.

Hiém gdp

Rdt hiém gdip | Ban d6 da dang, hoai t biéu bi nhiém déc, man cdm
vdi anh sang*, phét ban do thuéc, ban xuat huyét,
viém mach, c6 thé gay hoaitirda.

Khéngré | Hoi ching Stevens-Johnson, hoi chiing ngoai ban
mun mu toan than cap tinh, phéat ban, viém miéng,
viémdatrocvay.

RGi loan co| Hiémgdp |Viémgan.

lf:gl’(‘gt Va MO [pét hiem gap | Pau khdp, dau co, dut gan (nhu gan Achille) c6 thé xay

ratrong vong 48 gig dau diéu tri.

Khéngré | Tiéu covanva/hodcbénh co, yéu co, rach co, vé co, v&
day chang, viem khép.
RGi loan than| Hiémgdp |Tangcreatinin huyétthanh.

vatietnieu Rdt hiém gdp | Suy than cap.

Khéngré | Viém éngthanké captinh.
Réiloancotinh|  Khéngroé | Bénhnhan birdiloan chuyén héa porphyrin.
gia  dinh/di
truyén va bam
sinh
Réiloandudng| Khéngré | Suy nhugc, sét, dau (bao gém dau lung, nguc va td
dung va toan chi).

Nhiém khuan va tgap Nhiém nam, vikhuén khang thuéc.
nhiém ky sinh
trung

R&iloan méu va | Rdt hiém gdp | Thiéu mau, thi€u mau tan huyét, gidam bach cau, ting

hé bach huyét bach ciu ua eosin, gidm tiéu cau.
Khéngré | Matbach cau hat, suy ty, gidm toan thé huyét cau.
Réiloanhémién| Hiémgdp [Phan tng man cdm*, phan (ing kiéu phan vé *, phu

dich mach*.

Rdt hiém gdp | S6c m&n cdm*, s6c kiéu phanvé *,

Réiloan chuyén| Hiémgdp |Chéanan.

héa va dinh

dusng Khéng ré

Ha dudng huyét dac biét 8 bénh nhan daithao duong
(xem phan Cdnh bdo va thdn trong khi dung thudc),

tang dudng huyét, hon mé do ha dudng huyét.

RGi loan tam It gdp Kich déng, réiloan gidc ngu, matngu.

than

Hiém gdp | R&iloantam than (nhuéo giac),lodu, tinhtrangldlan,
4cmoéng, tram cam.
Khéngré | Loan than va trdm cdm véi hanh vi tu gay nguy hiém

cho ban than bao gém y nghi tu tr hodc tu tur (xem
phan Cdnh bdo va thdn trong khi dung thudc), bén chéon.

R6i loan hé than ftgép Chéng mét, dau dau.

kinh Hiém gdp | Budnngu,dicam, réiloan vigiac, réiloan khiiu gidc.
Rdt hiém gdp | Bénh da day than kinh cdm giac*, bénh da day than
kinh van déng*, co giat *, réiloan ngoai thap hodc cac
r6iloan diéu phéikhac.
Khéng ré | Run, réiloan van déng, mat vi giac, ngat.
R&iloan vé mét It gdp Kich tng mat.
Hiém gdp | R&iloan thiluc.
Khéngré | Viém mangbé dao.

R&i loan tai va It gp Choéng mat.

taitrong Réit hiém gép | Utal, mét thinh Iuc.,

Khéngré | Gidmthinh luc.
Roiloanvétim | Hiémgdp |Nhipnhanh.

Khéng ré | Loan nhip that va xodn dinh (dugc bao cao chli yéu &
bénh nhén cé yéu t nguy ca khoang QT kéo dai), dién
tam d6 c6 khoang QT kéo dai (xem cac phan Canh bdo
vathan trong khi dung thuéc va Qud liéu va cdch xdrtri).

RGi loan mach| Hiémgdp |Hahuyétap.

mau

Réiloan hé hap, ftgap Ho, viém mai-hong.

16ng nguc va P PP PR
trur?gth%t Hiém gdp |Khothg, cothatphéquan.

Khéng ré | Viém phéidodiing, khé thdnang.

Réi loan tiéu hoa It gdip Paubung, tiéu chdy,buén nén, nén.

Hiém gdp | Viém rudt, doi khixuat huyét.

Rdt hiém gdp | Viém daitrang mang gia*.

Khéngré | Khotiéu, day hoi, téo bén, viem tuy.

than

*Tdc dung khéng mong mudn cda thudc duoc ghi nhdn sau khi thuéc luu hanh trén thi
truong.

(¥) Tan sudt tdc dung khéng mong muén duoc dinh nghia nhu sau: Rét thudng gdp (ADR =
1/10), thudng gdp (1/100 < ADR < 1/10), it gdp (1/1000 < ADR < 1/100), hiém gap (1/10000 <
ADR < 1/1000), réit hiém gdp (ADR < 1/10000), khong r6 (khéng tinh duoc tircde dirliéu c6 séin).
QUALIEUVA CACH XU TRI:

Triéu chiing va biéu hién khistrdung thuéc qua liéu:

-Cécdau hiéu quan trong nhat cé thé thay sau khi qua liéu ofloxacin cp tinh la cac triéu
chiing & than kinh trung uong nhu It 1an, chéng mét, suy gidm nhan thic va co giat,
tang khoang QT cing nhu cac phan ting &da day-rudét nhunon, loét niém mac miéng.
-Tac dung than kinh trung uong bao gém tinh trang 14 18n, co giat, 4o gidc va run ray da
dugc quan sat thay sau khithuéc luu hanh.

Cachxtrtrikhidung thuéc qualiéu:

- Cacbudcxutritrong trudng hgp qué liéu: Loai bo phan ofloxacin khéng duge hap thu
nhu rdia da day, dung cac chat hdp phu va natri sulfat, néu dé nghi trong 30 phut dau
tién; cac thudc khang acid dugc khuyén céo st dung dé bdo vé niém mac da day. Mot
phan nhé clia ofloxacin c6 thé dugc loai b ra khdi co thé bang tham phan méau. Thadm
phan mang bung va thdm phan phic mac lién tuc ngoai tri khéng cé hiéu qua trong
viéc thai trir ofloxacin ra khéi cathé.Khong cé thubc gidi doc dic hiéu.

- Sudao thai ofloxacin c6 thé tang qua bai niéu tich cuc.

-Trong trudng hop qué liéu, nén diéu tri triéu chimg. Nén dam bao viéc theo déi dién
tdm do6 do kha nang kéo daikhoang QT.

DACTINHDUGCLUCHOC:

Nhém dugcly: Khang sinh nhém Quinolon.

M&aATC: JOTMAO1

- Ofloxacin la mét khang sinh téng hgp thudc ho quinolon trong nhém fluoroquinolon
giéng nhu ciprofloxacin, nhung ofloxacin khi uéng cé kha dung sinh hoc cao hon (trén
95 %).

- Ofloxacin la mét dan xuat acid carboxy-quinolon véi hoat tinh khang khudn rong déi
V6i vi khuan Gram duong va vi khudn Gram am. Tac dung khang khudn nay xu4t hién
sau khi dung ofloxacin. Ofloxacin tic ché qué trinh nhan déi DNA cda vi khuén béng
céch tic ché DNA-topoisomerase, cu thé1a DNA-gyrase.

- Liéu diéu tri clia ofloxacin khéng c6 tac dung dugc ly trén hé than kinh tu dong hoac
héthankinhychi.

- Két qua vi sinh cho thay tac nhan géy bénh la chiing nhay cadm: Staphylococcus aureus
(bao gém Staphylococcus nhay cdm véi methicillin), Staphylococcus epidermidis, cac loai
Neisseria, Escherichia coli, Citrobacter, Klebsiella, Enterobacter, Hafnia, Proteus (indol duong
tinh vaindol am tinh), Haemophilus influenzae, Chlamydiae, Legionella, Gardnerella.

- Vi khuén nhay cdm khong dién hinh: Streptococci, Serratia marcescens, Pseudomonas
aeruginosava Mycoplasmas.

- Su dé khang cda vi khuan ky khi (nhu cac loai Fusobacterium, cac loai Bacteroides, cac
loai Eubacterium, Peptococci, Peptosrreptoco:c:)

- Ofloxacin cé tac dung diét khuan. Co ché tac dung chua dugc biét day dd. Giéng nhu
céc thuéc quinolon khang khuan khéc, ofloxacin ic ché DNA-gyrase cta nhiéu vi
khu&n Gram am va tc ché topoisomerase IV cta nhiéu vi khudn Gram duong la nhing
enzym can thiét trong qué trinh nhan déi, phién ma va tu stta DNA clia vikhuan.
DACTINHDUGCHONGHOC:

- Ofloxacin hap thu nhanh va tét qua dudng tiéu hoa. Kha dung sinh hoc qua dudng
udéng khoang 100 % va c6 néng dé dinh huyét tuong 3 -4 microgam/ml, 1-2 gidsau khi
udéng 11iéu 400 mg. Hap thu bj cham lai khi cé thiic &n nhung ty 16 hap thu khéng bianh
hudng. Thai gian ban thai trong huyét tuong la 5 - 8 gid; trong trudng hgp suy théan, c6
khikéo dai 15 -60 gid tuy theo mitc d6 suy than, khi dé can diéu chinh liéu.

- Ofloxacin dugc phan bé rong khdp vao cac dich cathé, ké ca dich ndo tly vaxam nhap
t6t vao cac mé. Khodng 25 % néng do thudc trong huyét tuong gén vao protein huyét
tuong.Thudc qua nhau thai vatiét qua stta. C6 néng do tuong déi cao trong mat.

- Khi duing liéu don, it han 10 % ofloxacin dugc chuyén héa thanh desmethyl - ofloxacin
va ofloxacin N - oxyd. Desmethyl - ofloxacin cé tac dung khang khuén trung binh. Tuy vay
than van la noi thai ofloxacin chinh, thudc dugc loc qua cau than va bai tiét qua 6ng than.
75 - 80 % thudc dugc bai tiét qua nudc tiéu dusi dang khéng chuyén héa trong 24 - 48
gid, lam néng do6 thudc cao trong nudc tiéu. DuGi 5 % thudc dugc bai tiét dusi dang
chuyén héa trong nudc tiéu; 4 - 8 % thudc bai tiét qua phan. Chi mét lugng nhé ofloxacin
dugc thai bdng thdm phan mau.

-Ongusi cao tudi sau khi dung1 liéu duy nhat 200 mg, thai gian ban thai kéo dainhung
khéng lam thay d8i nhiéu néng dé huyét thanh cuc dai.

QUY CACHDONG GOI:

Hop 2vix 10 vién, hdp 10vix 10vién.

Hop 5vix10vién.

DIEUKIEN BAO QUAN:

Bao quan &:Nai kho, nhiét do dudi 30°C, tranh anh sang.

Bao quan trong bao bigdc cliathudc.

HAN DUNG: 48 thédng ké ti ngay san xuat. Khéng dung thudc qué han st dung da ghi
trénnhan.

TIEU CHUAN CHAT LUGNG: TCCS.

CO S SAN XUAT:

CONGTY C6 PHAN XUAT NHAP KHAU Y TE DOMESCO
Dia chi:$666,Qudc 16 30, Phudng My Phu, Thanh phé Cao Lanh, Tinh Béng Thap
novirsco Dién thoai: 1800.969.660




	Page 1

