"OFLOXACIN EIIm

e Thudcnay chidung theo don thuéc.

o Docky huéng dan sirdung trugckhidung.

ePé&xatamtaytréem.

o To huéng dan st dung néu tém tat cac thong tin quan trong ciia thudc. Néu can
thémthong tin, xin héiy kié€n bac sy hoac dugcsy.

THANH PHAN CONG THUCTHUGC: M3i vién nén bao phim chifa:

Thanh phan dugc chat: Ofloxacin 200 mg
Thanh phan ta dugc: Tinh bot mi, Lactose, Povidon K30, Microcrystallin cellulose
PH101, Natri starch glycolat, Magnesi stearat, Hydroxypropyl methylcellulose 15cP,
Hydroxypropyl methylcellulose 6¢P, Polyethylen glycol 6000, Talc, Titan dioxid, Brilliant
blue lake, Brilliant blue.

DANG BAO CHE:Vién nén bao phim (mauxanh).

Mé ta dac diém bén ngoai cia thudc: Vién nén bao phim, hinh chii nhat thuén, mau
xanh, hai mat 16i, mét mat vién cé khac vach, mét mat khéc s6 “4618”, canh va thanh
viénlanh 1dn.Nhan thu6c bén trong mau tréng nga.

CHIiPINH:

- Ofloxacin dugc chi dinh dé diéu tri cho ngudilén.

- Ofloxacin thich hgp dé diéu tri nhiém khuan gay ra bai cac chling vi khuan nhay cdm
v@iofloxacin sau day:

+ Nhiém khuan 6ucng hé hdp dudi bao gém viém phéi, viém phé quan va dot nhiém
khuén cap ctia viém phé quan man tinh do vi khuan hiéu khi Gram 4m géy ra. (Ofloxacin
200 mg khéng phai la thudc dugc lua chon dau tién trong diéu tri viem phéi do
Streptococcus pneumoniae, Mycoplasma pneumoniae hoac Chlamydia pneumoniae).
+Nhiém khuén dudng tiét niéu trén va dudi, ké ca nhiém khudn dudng tiét niéu khong
phtctap (viém bang quang) va nhiém khuan dudng tiét niéu phuic tap.

+ Nhiém khudn c6 tir cung hodc niéu dao kém lau khéng phtic tap, nhiém khuan ¢6 ti
cung hodc niéu dao khéng kem lau.

-Cantuan thl cachudng dan chinh thic vé viéc st dung khang sinh mét cach hgp ly.

+ Nhiém khudn dudng tiét niéu khong phtc tap: Do khang sinh fluoroquinolon, trong
d6 c6 OFLOXACIN 200 mg lién quan dén phan ting cé hai nghiém trong (xem muc Canh
bdo va Than trong khi dung thuéc) va nhiém khuan dudng tiét niéu khéng phc tap &
mét s6 bénh nhan c6 thé tu khoi, chinén sirdung OFLOXACIN 200 mg cho nhimng bénh
nhankhéng cé lua chon diéu tri khac thay thé.

+ Dot nhiém khuén cdp ctia viém phé quan man tinh: Do khéng sinh fluoroquinolon,
trong d6 c6 OFLOXACIN 200 mg lién quan dén phan ting c¢6 hai nghiém trong (xem muc
Canh bdo va Than trong khi ding thuéc) va dgt nhiém khun cap cla viém phé quan
man tinh 8 moét s6 bénh nhan cé thé tu khai, chi nén sir dung OFLOXACIN 200 mg cho
nhitng bénh nhan khéng cé lya chon diéu tri khac thay thé.

+ Viém xoang cép tinh do vi khuan: Do khang sinh fluoroquinolon, trong d6 c6
OFLOXACIN 200 mg lién quan dén phén ting c6 hai nghiém trong (xem muc Canh bdo
va Than trong khi diing thuéc) va viém xoang cap tinh do vi khudn & mot s6 bénh nhan
c6thé tukhoi, chinén st dung OFLOXACIN 200 mg cho nhitng bénh nhan khéng cé lua
chondiéutrithaythé.

LIEUDUNG, CACHDUNG:

Liéudung:

Luén dung thuéc ding liéulugng trong don thuéc.

-Nguailén:

Liéu lugng tuy thudc vao dang va muiic dd nhiém khudn: USng 200 mg - 800 mg/ngay.
Liéu dung hang ngay: 400 mg uéng 1 liéu duy nhét, nén uéng vao budi sang. Thai gian
dungthuécnén cach déunhau.

Trong cac trudng hop cu thé, c6 thé ting dén liéu t&i da 800 mg/ngay va nén udng
400 mg x 2 1an/ngay, thai gian dung thudc nén cach déu nhau. Liéu dung nay thich hop
dé diéu tri nhiém khuan gay ra bai cac chting vi khuan cé tinh nhay cdm gidm hoac thay
déi véi ofloxacin, nhiém khudn nang va/hodc phtc tap (vi du nhiém khuan dusng ho
hap hoéctiét niéu) hodc néu bénh nhan khéng dép ting day du.

Liéu dung khuyén céo:

Chidinh

Nhiém khudn ¢6 tif cung hodc niéu dao | 400mg
kem laukhong phuctap

Liéu dung hang ngay

Nhiém khu&n dudng tiét niéu dudikhong | 200 mg-400 mg/ngay
phtictap

Nhiém khuén dudng tiét niéu trén phic | 400 mg/ngay, téng 1én khi can t6i 400 mg
tap x2lan/ngay

Nhiém khuan dudng hé hap dudi

400 mg/ngay, téng lén khi can t6i400 mg
x2lan/ngay

Nhiém khuén c8 tir cung hodc niéu dao | 400 mg/ngay
khongkem lau

Bénh lau khéng phtrc tap: Liéu duy nhat 400 mg.

- Nhiing déi tuong ddic biét:

+Ngudisuy than:

Sau liéu khai dau binh thudng, gidm liéu & bénh nhén suy gidm chiic nang than dugc
xacdinh bang d6 thanh thai creatinin hodac néng dé creatinin huyét thanh.

NgudiI6n suy gidm chiic ndng than phai diéu chinh liéu nhusau:

D6 thanh thai creatinin | Creatinin huyét thanh Liéu diéu chinh *

20-50ml/phut* 1,5-5mg/dl 100-200 mg/ngay

<20ml/phut** >5mg/dl 100 mg/ngay

*Theo chidinh hodic theo khodng cdch liéu.

** Nén theo d6i néng @6 huyét thanh ctia ofloxacin & bénh nhan suy thdn néng va thdm
phan.

Bénhnhan dang thdm phén mdu hodic thdm phdn phidc mac: 100mg/ngdy.

Khi dé thanh thdi creatinin khéng thé do dugc, liéu lugng dugc tinh dua trén creatinin
huyétthanh theo céng thiic Cockcroft cho ngudilén:

o Nam:
Trong lugng ca thé (kg) x (140 - tudi)

Cl, (ml/phat) = -
72 x creatinin huyét thanh (mg/dl)

Hoac Trong lugng co thé (kg) x (140 - tudi)

Cl, (ml/phat) = "
0,814 x creatinin huyét thanh (umol/l)

o Ni:Nhan gia tritrénvéi0,85

+Nguoisuygan:

Su bai tiét ctia ofloxacin c6 thé gidm & nhiing bénh nhan bi réi loan chiic ndng gan nang
(nhu'xd gan c8 trudng). Trong trudng hgp nay, liéu khuyén co khong qua 400 mg/ngay,
vi c6 thé lam gidm su bai tiét ctia ofloxacin.

+Tréem:

Ofloxacin khéng dugc chi dinh dung cho tré em hodc thanh thiéu nién & do tudi phat
trién (xem muc Chéng chidinh).

+Ngudicao tudi:

Khéng can diéu chinh liéu ofloxacin cho ngudi cao tudi. Tuy nhién, can cha y dén chic
nang than hodc gan & ngudi cao tudi dé diéu chinh liéu cho phu hgp (xem muc Cénh
bdova Than trong khi ding thudc): Kéo dai khoang QT.

+ Thoigian diéu tri:

Thaigian diéu tri kéo daikhéng qua 2 thang.

Liéu hang ngay lén dén 400 mg ofloxacin cé thé dugc xem la liéu duy nhéat. Trong
trudng hgp nay, tét nhat la nén dung ofloxacin vao budi sang.

Liéu hang ngay 16n hon 400 mg phai dugc chia thanh 2 1an va khoang céach gitia 2 1an
cachdéunhau.

Cach dung: Dung uéng. Uéng Ofloxacin 200 mg nguyén vién véi lugng nudc vita dd,
trudc hodc trong bita an. Ofloxacin 200 mg nén uéng cach it nhat 2 gi khi dung déng
thdi véi thudc khang acid, sucralfat hodc ché pham c6 chia ion kim loai ngng (nhom,

sat, magnesi hodc kém), vién nhai hodc vién nén c6 chat dém chia didanosin (diéu tri
HIV) vi cac thudc nay lam gidm hap thu ofloxacin.

Trudng hop quén uéng mét liéu dung: Hay udng ngay khi nhGra. Néu thai gian gan véi
lan dung thudc ti€p theo, bd qua liéu da quén va hay dung liéu ti€p theo vao thoi gian
thudng lé. Khong dung liéu g&p d6i dé bu vao liéu da quén.

Trudng hgp uéng qua nhiéu vién thudc: Hay gap ngay bac sy hodc téi khoa Héi suc -
Cépciuctiabénhvién gan nhat.

CHONG CHiDINH:

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

-Bénh nhan cétién strviém gan cé lién quan dén dung fluoroquinolon.

-Bénh nhan cétién st dong kinh hodc nguéng co giat thap.

-Tré em vathanh thiéu nién & dé tudi phat trién va phu nit mang thai hodc cho con b, vi
ofloxacin c thé gay thoéi héa sun khdp & cac khdp chiuluc trén dong vat thuc nghiém.
-Thleu hutglucose-6-phosphat-dehydrogenase.

CANH BAOVATHANTRONG KHIDUNGTHUOC:

Céc phan ting c6 hai nghiém trong cé kha nang khéng héi phuc va gay tan tat, bao gém
viém gan, dit gan, bénh ly than kinh ngoai bién va cac tac dung bét Igi trén than kinh
trung uong.

Céc khang sinh nhém fluoroquinolon c6 lién quan dén cac phan tng c6 hai nghiém
trong c6 kha ndng gay tan tat va khong héi phuc trén cac hé co quan khac nhau clia co
thé. Cac phan ding nay c6 thé xuat hién d6ng thai trén cting bénh nhan. Cac phan ting
c6 hai thudng dugc ghi nhan gém viém gan, dut gan, dau khdp, dau co, bénh Iy than
kinh ngoal viva cac tac dung bat Igi trén hé théng than kinh trung uong (3o giac, loau,
trdm cdm, mat ngu dau dau ndng va |G 1an). Cac phan ing nay c6 thé xay ratrong vong
vai gid dén vai tuan sau khi st dung thuéc. Bénh nhan & bat ky tudi nao hodc khéng c6
yéu té nguy caton tai titrudc déu c6 thé gdp nhimg phan ting cé haitrén.

Ngting st dung thudc ngay khi c6 ddu hiéu hodc triéu chiing dau tién cda bat ky phan
Ung ¢6 hai nghiém trong nao. Thém vao dé, tranh st dung cac khang sinh nhém
fluoroquinolon cho céc bénh nhan da titng gdp cac phan ting nghiém trong lién quan
dénfluoroquinolon.

- Vi khudn S. aureus khdng methicillin (MRSA): R&t c6 kha ning khang déng thoi
fluoroquinolon, bao gém ofloxacin. Vi vay ofloxacin khéng dugc khuyén cdo dé diéu tri
céc bénh nhiém khuan do hodc nghingd do MRSA trirkhi két qué xét nghiém xac nhan
tinh nhay cdm cda vi khudn véi ofloxacin (va cac thudc khang khudn thusng khuyén
cdo diéu tri nhiém khu&n MRSA dugc xem lakhéng pht hgp).

- E. coli khdng véi fluoroquinolon: Tac nhan géay bénh thudng gép nhét lién quan dén
nhiém khudn dudng tiét niéu. Bac sy diéu tri nén chi y dén ty 1& khang cda ting dia
phuong ctaE. colivéifluoroquinolon.

- Phan ung khéng mong muén nghiém trong trén da: Cac trudng hgp cla phan ting
nghiém trong bao gém héi chiing Stevens-Johnson hodc hoai i biéu bi nhiém doc da
dugc bao cao khi diéu tri véi ofloxacin. Bénh nhan nén lién hé ngay véi bac sy trudc khi
tiép tuc diéu tri vdi ofloxacin néu phan tng trén da va/hodc niém mac xuat hién.

- Viém gan va dut gan: Viem gan hiém xay ra. Phan I6n thudng xay ra & gan got chan
(Achille) va c6 thé dan dén dut gan.Viem gan va dut gan, ddi khi xay ra song song, c6
thé xdy ra trong vong 48 gid khi bat dau diéu trj véi ofloxacin va vai thang sau khingung
diéu trj da dugc bdo cdo. Nguy caviém gan va dut gan tang dbénh nhan trén 60 tudi va
& nhimng bénh nhan dang su dung corticoid. Nén diéu chinh liéu hang ngay & bénh
nhan cao tudi dya vao dé thanh thai creatinin (xem phdn Liéu dung, Cdch dung). Can
theo déi chat ché nhiing bénh nhan nay néu ké don ofloxacin. Bénh nhan nén tham
vany kién bac sy néu cé nhimg triéu ching ctia viém gan. Néu nghi ngs viém gan, phai
lap téc ngting diéu tri vdi ofloxacin va c6 bién phap xt tri thich hop (vi du nhukhéng cir
déng) (xem phdn Chéng chidinh va Tac dung khéng mong mudn ciathudc).

- Phdn (ing qud médn: Ofloxacin c6 thé gay ra phan (ing qua man nghiém trong c6 thé
gay tirvong (nhu phan tng phan vé va séc phan vé), doi khi xdy ra sau khi dung liéu ban
dau (xem phan Tdc dung khéng mong muén ctia thuéc). Bénh nhan nén ngiing diéu tri
ngay lap ticvalién hé vdi bac sy diéu tri dé cé bién phap xUrtrithich hgp.

- Tiéu chay lién quan Clostridium difficile: Tiéu chdy, dac biét la tiéu chdy nang, kéo dai
va/hodc c6 mau, xay ra trong hoac sau khi diéu tri vdi ofloxacin (bao gém ca mét vai
tudn sau khi diéu tri), c6 thé la triéu ching ctia bénh tiéu chay lién quan Clostridium
difficile (CDAD).CDAD c6 muic d tir nhe dén de doa tinh mang, dang ndng nhat la viém
dai trang gid mac (xem phdn Tdc dung khéng mong muén ctia thudc). Vi thé, can xem xét
chan doan CDAD & nhiing bénh nhan bij tiéu chdy nang trong hoic sau khi diéu trj véi
ofloxacin. Néu nghi ngd hodc da xac dinh CDAD, nén ngling ofloxacin ngay va c6 bién
phép xu tri thich hgp. Chéng chi dinh dung thudc lam gidm nhu déng ruét trong
truong hop nay.

- Bénh nhdn c¢6 bdm chdt co gidt: Quinolon c6 thé lam gidm ngudng co giat va co thé gay
co giat. Ofloxacin dugc chéng chi dinh & nhiing bénh nhan cé tién st bénh dong kinh
(xem phdn Chéng chidinh) hodc bénh nhan c6 bam chat co giat (bao gém nhing ngusi
¢6 t8n thuong hé than kinh trung uong tir trudc, diéu tri déng thai vai fenbufen va cac
thudc chéng viém khong steroid tuong tu (NSAID) hodc véi cac thube lam gidm
ngudng co giat ndo nhutheophyllin (xem phdn Tuong tdc thuéc).

Trong truding hgp dong kinh co giat, nén ngung diéu tri véi ofloxacin.

- Bénh nhan suy thdn: Vi ofloxacin dugc bai tiét chi yéu qua than, nén can phai diéu
chinhliéu dbénh nhan suy than (xem phdn Liéu ding).

- Bénh nhan c6 tién s réi logn tam than: Cac phan (ing tam than da dugc béo céo &
nhiing bénh nhan dung fluoroquinolon. Trong mét sé trudng hop dan dén cé y nghitu
td hodc hanh vi tu gay nguy hiém bao gém ca ¢ géng tu td, doi khi sau khi dung mét
liéu duy nhat. Trong trudng hop nay, nén ngung dung ofloxacin va thuc hién cac bién
phépthich hop.

Canthan trong khi dung ofloxacin @ nhiing bénh nhan cé tién strréiloan tdm than hodc
bénh nhantam than.

- Bénh nhadn suy gan: Nén dung than trong ofloxacin & bénh nhan suy gan, c6 thé xuat
hién tén thuong gan. D4 cé béao céo trudng hgp viém gan cap tinh c6 thé dan dén suy
gan (ca trudng hgp td vong). Nén ngiing diéu trj ofloxacin néu bénh nhan cé cac biéu
hién va triéu chiing cho thay bénh gan tién trién nhu chan an, vang da, nudc tiéu sam
mau, ngtfa hoac truéng bung.

- Bénh nhan dang diéu trj véi thuéc khdng vitamin K: Do kha nang lam tang thai gian
déng mau (PT/INR) va/hodc chdy mau & nhiing bénh nhan dugc diéu trj két hgp
ofloxacin vai thudc khang vitamin K (vi du nhu warfarin), can theo déi cac xét nghiém
déng mau trén bénh nhan dung déng thai hai thuéc nay (xem phan Tuong tdc thuéc).

- Dot cdp cia bénh nhugc co: Fluoroquinolon, bao gém ofloxacin, cé tac dung phong bé
than kinh cova c6 thé lam trdm trong thém yéu co & bénh nhan c6 bénh nhugc co. Pa
c6 bdo cdo phan ting cé hai nghiém trong, bao gém tlr vong va yéu cau hé trg hé hap,
c6 lién quan dén st dung fluoroquinolon & bénh nhan cé bénh nhugc ca. Ofloxacin
khéng dugc khuyén céo dnhimng bénh nhan cé tién sttbénh nhugc co.

- B6i nhiém: Viéc st dung ofloxacin, déc biét néu kéo dai c6 thé dan dén su phat trién
qué mic clia cac vi khudn khéng nhay cdm dic biét 1a Enteracci, mot s6 vi khudn khang
thudc hodc Candida. Néu xay ra boi nhiém trong khi diéu tri, cdn dung cac bién phap xu
trithich hgp.

- Su'ngdn ngtra nhay cam véi dnh sdng: Da cé bao cao ofloxacin nhay cdm véi anh sang.
Khuyén cao bénh nhan khong nén tiép xuc véi anh ndng manh hoac véi tia UV nhan tao
(nhuden tirngoai, diéu tri tia nhan tao) khi khong can thiét trong khi diéu trj vatrong 48
gidrsau khinguing diéu tri & ngan nglranhay cdm véi dnh sang.

- Kéo dai khodng QT: Trudng hop rat hiém, kéo dai khodng QT dugc béo céo & nhing
bénh nhan dung fluoroquinolon. Nén than trong khi dung ofloxacin & nhiing bénh
nhan cé cacyéu té nguy cokéo daikhoang QT nhu:

+ Bénh nhén cao tudi va phu nii ¢4 thé nhay cdm véi thudc kéo dai khoang QT. Vi vay,
nénthantrong khiding ofloxacin dnhiing bénh nhan nay.

+ Mé&t can bang chat dién giai khéng hiéu chinh dugc (nhu gidm kali huyét, gidm
magnesi huyét).

+ SU dung déng thai cac thudc kéo dai khoang QT (nhu thudc chéng loan nhip tim
nhém 1A vanhomlll, thuéc chéng tram cdm ba vong, khang sinh nhém macrolid, thuéc
chéngloanthan).

+Bénh tim mach (nhu'suy tim, nh6i méau catim, nhip tim cham).

- R6i loan chuyén héa: Cing nhu véi cac quinolon khéc, ofloxacin c6 thé gay réi loan
chuyén hoa dudng, bao gédm tdng va ha dudng huyét, thudng xay ra & cac bénh nhan
dai thao duding st dung ofloxacin déng thai véi mét thudc uéng ha dudng huyét (nhu
glibenclamid) hoac véiinsulin. Cac truéng hgp hon mé do ha dusng huyét da dugc bdo
cao.G nhitng bénh nhan déithao duong, can theo déi cdn than néng do glucose huyét
(xem phdn Tdc dung kh6ng mong muén cda thudc).

- Bénh than kinh ngogi bién: Bénh than kinh cdm giéc ngoai bién va bénh than kinh van
doéng ngoai bién da dugc bdo cao & nhiing bénh nhan dung fluoroquinolon, bao gém
ofloxacin, c6 thé khéi phat nhanh chéng. Nén ngung dung ofloxacin néu bénh nhan c6

céc triéu chiing clia bénh than kinh d€ ngan chan sy tién trién cGa bénh than kinh
khéng héiphuc.

- Bénh nhan thiéu men glucose-6-phosphat dehydrogenase (G,PD): Bénh nhan nguy co
thiéu hodc thi€u men G,PD c6 thé dé bj phan ting tan mau khi diéu tri bang thuéc
khéang khuan quinolon. Do d6, néu strdung ofloxacin & nhiig bénh nhan nay, can theo
doisuxuathiéntan mau.

- Anh huéng dén két qua - xét nghiém: Dung ofloxacin c6 thé cho két qua duong tinh gia
&xétnghiém xac dinh opiat hodc porphyrin trong nudc tiéu. Néu can thiét, can srdung
xét nghiém khéc dac hiéu hon dé xac dinh su c6 mét clia opiat hodc porphyrin trong
nudctiéu.

- R6i logn thj luc: Néu thj luc tré nén suy gidm hodc cé bat ky téc dung khdng mong
mudn trén mat, can tham van chuyén gia vé mat ngay lap tuc.

- Bénh nhan c6 vén dé vé dung nap galactose, bénh nhan thiéu hut enzym Lapp lactase
hodckém hap thu glucose-galactose khéng nén dung thudc nay.

- Thudc ¢6 chia tinh bot mi, ngudi dj ting véi bot mi (trir bénh coeliac) khéng nén dung
thudcnay.

- Thuéc c6 chda td dugc mau Brilliant blue lake, Brilliant blue c6 thé gay cac phan tng di iing.
Sutdung thudc cho phu nitcé thaivacho conbu:

- Thai ky mang thai: Ofloxacin qua nhau thai. Cling phét hién thdy ofloxacin trong nudc
8i cia hon 50 % ngudi me mang thai cé dung thudc. Chua c6 nhitng nghién ciiu dugc
theo d6itét va day da trén ngudi. Tuy vay, vi ofloxacin gay bénh vé khdp & dong vat con
non, khéng nén duing ofloxacin trong thai ky mang thai.

- Théi ky cho con bu: Ofloxacin c6 bai tiét vao sira me véi néng do tuong tu nhu trong
huyét tuong. Ofloxacin da dugc biét la gay tén thuang vinh vién & sun cia nhiing khép
chiu luc va ca nhiéu ddu hiéu bénh ly khac vé khdp & stic vat con non. Vivay, néu khéng
thay thé dugc khang sinh khédc va van phai dung ofloxacin thi khéng nén cho con bu.
Anh huéng ctiathudclén kha nang lai xe, van hanh may méc:

Thuéc c6 thé gay tac dung khéng mong muén nhu dau dau, chéng mét, buén ngu,
gidmkha nangtap trung vardiloan thi glac Théantrong khilaixe va van hanh may moéc.
Rugu lam tang tacdung khdng mong mudn cta ofloxacin.

TUONGTAC, TUONG KY CUATHUOC:

Tuongtacchathudc:

- Thudc kéo daikhodng QT: Ciing nhu cac fluoroquinolon khac, nén than trong khidung
ofloxacin & nhimng bénh nhan dang dugc diéu trj véi cac thudc kéo dai khoang QT (nhu
thudc chéngloan nhip tim nhém 1A va nhém 11, thuéc chéng tram cdm ba vong, khang
sinh nhém macrolid, thuéc chéng loan than).

- Thubc khdng acid, sucralfat, cdc cation kim logi: Cac ché phdm khang acid phéi hap
magnesi/nhém, sucralfat, kém hodc sat c6 thé lam gidm hap thu ofloxacin. Do d6, nén
uéng ofloxacin trugc khi uéng cac ché pham nay 2 gic.

- Thuéc chéng déng mdu: Kéo dai thai gian chdy mau da dugc bao cao khi dung déng
thaiofloxacin.

- Theophyllin, fenbufen hodic thuéc chéng viém khéng steroid (NSAID) tuong tu: Trong mét
nghién ctiu 1dm sang, khéng thdy cac tuong tac dugc déng hoc clia ofloxacin véi
theophyllin. Tuy nhién, nguéng co giat & nao c6 thé gidm khi duing chung cac quinolon
Vi theophyllin, thudc chéng viém khong steroid tuong tu hodc cac thude khéc co tac
dung ha thdp ngudng co giat. Trong trudng hgp cac con co giat xuat hién nén ngiing
diéu trivéiofloxacin.

- Glibenclamid: Dung déng thdi ofloxacin véi glibenclamid c6 thé Iam tang nhe néng
do glibenclamid trong huyét thanh, can theo déi bénh nhan chat ché khi dung déng
thaoivéiglibenclamid.

- Probenecid, cimetidin, furosemid va methotrexat: Probenecid lam dé thanh thai ctia
ofloxacin gidm 24 % va AUC tdng 16 %. Cac co ché c6 thé Ia su canh tranh hodc tic ché sy
van chuyén chl déng qua sy bai tiét & 6ng than. Can than trong dung déng thai
ofloxacin vdi cac thudc c6 anh hudng dén su bai tiét than & 6ng than nhu probenecid,
cimetidin, furosemid va methotrexat.

- Cdc thu6c khdng vitamin K: Tang chi s6 xét nghiém déng mau (PT/INR) va/hoac chady
mau, c6 thé nghiém trong trén nhitng bénh nhan dugc diéu tri ofloxacin phéi hop véi
thudc khang vitamin K (nhu warfarin), can theo déi cac xét nghiém déng mau trén
nhiing bénh nhan dugc diéu tri bang thudc khang vitamin K vi tang téc dung cla céac
danxudt coumarin.

Tuongky ctiathuéc:

Do khéng c6 cac nghién ctiu vé tinh tuong ky ctia thudc dung dudng uéng, khéng trén
lanthuéc nay véicacthudckhac, .

TACDUNG KHONG MONG MUON CUATHUOC:

Bang tém tit cac phan ing khéng mong muén:

Cac co quan Tan suat () Cac phan uing khéng mong muén

Nhiém khuan va|ltgdp Nhiém nam, vikhuan khang thuéc.

nhiémky sinh

R&iloan mau va hé [Rdthiém gdp
bach huyét

Thi€u méau, thi€u mau tan huyet gidmbach cau,
téng bach cu ua eosin, gidm tiéu cau.

Khéngré Métbach cau hat, suy tdy.

Chénan.

Ha dudng huyét, dac biét & bénh nhan dai thao
duong, tang dudng huyét, hon mé do ha dudng
huyét.

R6i loan chuyén|Hiémgdp
héavadinhduéng

Khéngré

Réiloantamthan |ftgdp Kich dong, réiloan gidc ngt, mat nga.

Hiémgdp R&iloan tam than (nhu do giéc), lo sg, tinh trang
IG1&n, dcmong, tram cam.
Khéngré Loan than va tram cam véi hanh vi tu gay nguy

hiém cho ban than bao gém y nghi tu tdrhodc tu
tdr, bon chon.

RGi loan hé than|ltgdp Chéng mat, dau dau.

kinh Hiém gdp Buén ngu, di cdm, réi loan vj giac, réi loan khitu
giac.

Rathiémgdp  |Bénh viém da day than kinh cdm gidc ", bénh
viém da day than kinh van dong, co giat ", réi
loan ngoaithap hodc cac réiloan diéu phdikhac.

Khéng ré Run, réiloan van dong, réiloan vi giac, ngat.

R&iloan vé mat ltgap Kich tng mat.

Hiémgdip Réiloan thiluc.

Khéngré Viém mang bé dao.

RGi loan tién dinh|/tgdp Chéng mat.

vatai

Rdthiémgdp | Utai, matthinh luc.
Khéngré Gidm thinh luc.
Réiloanvétim Hiém gdp Nhip nhanh, danh tréng nguc.
Khéng ré Loan nhip that va xodn dinh (dugc béo cao cha

yéu & bénh nhan cé yéu té nguy co khoadng QT
kéo dai), dién tam dé cé khoang QT kéo dai.

RGi loan hé hap,|ltgdp Ho, viém mai-hong.

16ng nguc va trung

that Khé thd, cothat phé quan.

Hiém gdp

Khéngré Viém phéidoditng, khé thdndng.

Réiloantiéuhda |ltgdp Paubung, tiéu chay,buénnén, nén.

Hiém gdp Viém rudt, doi khixuat huyét.
Rathiémgdp  |Viém daitrang gidmac”,vang da tmat.
Khéngré Kho tiéu, day hoi, téo bén, viem tuy.

Réiloangan-mat |Hiémgdp Tang enzym gan (ALT, AST, LDH, gamma GT

va/hodc phosphatase kiém, GGT), tang bilirubin

huyétthanh.

Viém gan néng”’, tén thuong gan nghiém trong,

bao gém ca cac trucmg hop suy gan cap tinh, déi
khi gay tif vong, chii yéu & nhiing bénh nhan c6
bénh gantiém an.

Khéngré

Réi loan da va cac|ltgdp
moédudida

Nga, phatban.

Hiém gdp May day, néng bung, tang tiét mé héi, phat ban
kiéu tring ca.

Rdthiémgdp  |Ban dé dadang, hoai td biéu bi nhiém déc, nhay
cdm véi anh sang", phat ban do thudc, ban xuat
huyét, viém mach, c6 thé gay hoai tirda.

Khéngré Hoi ching Stevens-Johnson, hoi chiing ngoai

ban mun mu toan than cap tinh, phat ban, viém
miéng, viémda troc vay.

RGi loan co xuong|Hiém gdp
vamo lién két

Viémgan.

Rdthiémgdp  |Pau khdp, dau co, dut gan (nhu gan Achille) co
thé xdy ratrong vong 48 gig dau diéu tri.
Khéngré Tiéu covan va/hodc bénh co, yéu co, rach co, vé

co,v&day chdng, viém khap.

RGi loan than va|Hiémgdp
tiét niéu

Tang creatinin mau.

Rdthiémgdp  [Suythancép.

Khéngré Viém éng than ké.

Réi loan co tinh gia|Khéng ré Bénh nhan bjréiloan chuyén héa porphyrin.
dinh/di truyén va

bamssinh

""Tdc dung khéng mong muén dugc ghinhdn sau khithuéc luu hanh trén thjtrudng.

® Tdn sudt tdc dung khéng mong muéhn duoc dinh nghia nhu sau: Rét thuong gdp (ADR >
1/10), thuong géip (1/100 < ADR< 1/10), it gdip (1/1000 < ADR < 1/100), hiém gdp (1/10000
<ADR < 1/1000), rdt hiém gap (ADR < 1/10000), khéng ré (khéng dugic uéc tinh turdirliéu ¢é
san).

Huéng dan cach xirtri ADR:

Ngting diéu trinéu cé cac phan ing vé tam than, than kinh va qua man (phatban nang).
QUALIEUVA CACHXUTRI:

Triéu chiing va biéu hién khistrdung thuéc qua liéu:

Quié liéu thudng hay gap & ngudi cao tudiva 1/3 trudng hop la do khéng diéu chinh liéu
chophuhgp véichicnang than.

Triéu chiing hay gép nhatlanhiing biéu hién vé than kinh, tam than nhu 14 1an, con co
giat, co giat co, o gidc va céac réi loan gan - co. Khodng QT ¢6 thé kéo dai, réi loan tiéu
héa (nén, loét niém mac miéng) cé thé gap trong mot vai trudng hop qualiéu.

Cach xtrtrikhidung thuéc qua liéu:

- XUrtri qud liéu can xem xét dén kha nang qua liéu clia nhiéu loai thuéc, tuong tac thudc
vadugc déng hoc bat thudng &ngudi bénh.

-Khong cé thudc gidi ddc ddc hiéu, diéu tri triéu ching. Phaitheo d6i cac biéu hién than
kinh, lam dién tam dé dé theo doi khoang QT. Phai theo d6i chiic ndng than (creatinin
huyét) dé danh gia kha nang dao thai thudc. Trong nhitng ngay sau, can khuyén ngudgi
bénh trdnh van déng cac co gan qud suc va trd lai hoat déng thé luc dan dan. Tham
phan mau, tham phan mang bung khéng gitp loai b ofloxacin.
PACTINHDUGCLUCHOC:

Nhém dugcly:Khang sinh nhém quinolon.

MaATC:JOTMAO1.

Ofloxacin la mot khang sinh téng hop thudc ho qumolon trong nhom fluoroquinolon
giéng nhu ciprofloxacin, nhung ofloxacin khi uéng c6 sinh kha dung cao hon (trén 95 %).
Ofloxacin co pho khang khuan réng bao gém:

- Chaing nhay cdm: Vi khudn ua khi Gram duang: Bacillus anthracis, Staphylococcus nhay
cam véi methicilin. Vi khuan ua khi Gram am: Acinetobacter, cht yéu Acinetobacter
baumannii, Branhamella catarrhalis, Borderella pertussis, Campylobacter, Citrobacter
freundii, Enterobacter cloacae, Escherichia coli, Haemophilus influenzae, Klebsiella
pneumoniae, Legionella, Morganella morganii, Neisseria pasteurella, Proteus mirabilis,
Proteus vulgaris, Providencia, Pseudomonas aeroginosa, Salmonella serratia, Shigella,
Vibrio, Yersinia. Vi khuan ky khi: Mobiluncus, Propionibacterium acnes. Vi khuan khac:
Mycoplasmahominis.

- Chaing nhay cadm vura: Vi khuan ua khi Gram duang: Corynebacterium, Streptococcus,
Streptococcus pneumoniae. Chung khac: Chlamydiae, Mycoplasma pneumoniae,
Ureaplasmaurealyticum.

-Chiing khang thuéc: Vi khuén ua khi Gram duong: Enterococcus, Listeria monocytogenes,
Nocardia asteroides, Staphylococcus khang methicilin. Vi khudn ky khi: Ngoai tri
Mobiluncus va Propionibacterium acnes.

- Mycobacterium khong dién hinh: In vitro, ofloxacin cé hoat tinh vira phai déi véi mét
s6 chung Mycobacterium (Mycobacterlum tuberculosis, Mycobacterium fortuitum, kém
honvéi Mycobactenum kansasiiva kém hon nita déi véi Mycobactenum avium).

- Khang thuéc cé thé phat trién trong qua trinh diéu tri théng qua cac dot bién & cac
gen cla nhiém séc thé clia vi khudn ma héa DNA-gyrase hodc topoisomerase hodc
théng qua van chuyén thudc tich cuc ra khoi té bao. Khang thudc da tang 1én tirkhi dua
vao st dung fluoroquinolon, dic biét déi véi Pseudomonas va Staphylococcus,
Clostridium jejuni Salmonella, Neisseria gonorrhoeae va S. pneumoniae.

- Ofloxacin c6 tac dung diét khudn manh. Co ché tac dung chua dugc biét déiy da.Giéng
nhu cac thudc quinolon khang khudn khac, ofloxacin tc ché DNA-gyrase clia nhiéu vi
khuan Gram am va Uc ché topoisomerase IV cGa nhiéu vi khudn Gram ducng lanhiing
enzym can thiéttrong qué trinh nhan déi, phién ma va chinh sita DNA cta vikhuan.
DACTINHDUOGCPONGHOC:

- Ofloxacin hap thu nhanh va t6t qua dudng tiéu hoa. Sinh kha dung qua dudng udng
khoang 100 % va c6 ndng d6 dinh trong huyét tuong 3 -4 microgam/ml, 1- 2 gié'sau khi
udng 11iéu 400 mg. Hap thu bi cham lai khi cd thic dn nhung ty 1& hdp thu khéng bianh
huéng. Thdi gian ban thai trong huyét tuong la 5 - 8 gid; trong trudng hgp suy than, c6
khikéo dai 15 -60 git tuy theo muc dé suy than, khi do can diéu chinhliéu.

- Ofloxacin dugc phan bé réng khdp vao cac dich cothé, ké ca dich ndo ty vaxam nhap
t6t vao cac mé. Khoadng 25 % néng do thudc trong huyét tuong gén vao protein huyét
tuang. Thudc qua nhau thaiva tiét qua stta. C6 ndng do tuong déi cao trong mat.
-Khidung liéu don, it han 10 % ofloxacin dugc chuyén héa thanh desmethyl-ofloxacin
va ofloxacin N-oxyd. Desmethyl-ofloxacin ¢é tac dung khang khudn trung binh.Tuy
vay than van 1a noi thai trir ofloxacin cht yéu, thuc dugc loc qua cau than va bai tiét
qua éngthan. 75 -80 % thudc dugc bai tiét qua nudc ti€u dudi dang khong chuyén hoa
trong 24 - 48 gid, lam néng d6 thudc cao trong nudc tiéu. Dudi 5 % thudc dugc bai tiét
dusi dang chuyén héa trong nudc tiéu; 4 - 8 % thuc bai tiét qua phan. Chi mét lugng
nho ofloxacin dugc thai trirbang tham phan mau.

-G ngudi cao tudi sau khi dung 1 liéu duy nhat 200 mg, thai gian ban thai kéo dainhung
khéng lam thay d8i nhiéu néng do dinh trong huyét tuong.

QUY CACHPONGGOI:

Hop 2vix 10vién, hop 10vix 10vién.

Chai 100 vién,

DIEU KIEN BAO QUAN:

Bdo quan &: Noikho, nhiét do dudi 30 °C, tranh dnh sang.

Bao quan trong bao bi géc clia thudc.

HAN DUNG: 48 thang ké tir ngay san xuat. Khong dung thudc qué han st dung da ghi
trénnhan. | 3

TIEU CHUAN CHAT LUGNG: TCCS.

CO SO SAN XUAT:

CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO

Dia chi: S6 346 dudng Nguyén Hué, Phudng My Phu, Thanh phé Cao Lanh,
TinhDéngThap

pomEesco Diénthoai: 1800.969.660

VD-33037-19
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