RX THUGC BAN THEO DON

DOVOCIN® 750 mg

THANH PHAN

M@ivién nén bao phim chiia:

- Levofloxacin (dudi dang Levofloxacin hemihydrat) ... 750 mg
- Ta dugc: Microcrystallin cellulose pH101, Hydroxypropyl methylcellulose
6cP, Natri croscarmellose, Crospovidon CL, Magnesi stearat, Colloidal silicon
dioxid A200, Hydroxypropyl methylcellulose 15cP, Polyethylen glycol 6000,
Talc, Titan dioxid.

DANG BAO CHE

Vién nén bao phim, dunguéng.

QUY CACHPONGGOI

-HOp 1vix 10vién.

-Hop2vix10vién.

CHIPINH

Biéu tri cac trudng hgp nhiém khudn do céc vi khudn nhay cdm véilevofloxacin:
-Nhiém trung da va té chic da c6 bién ching.

-Viém phdi méc phaitai cong déng, viém phdi méc phai tai bénh vién.
-Nhiém khuan dudng tiét niéu cé bién chiing.

-Viém xoang cap tinh do vi khudn: Do khang sinh fluoroquinolon, trong dé
<6 DOVOCIN 750 mg lién quan dén phan ting c6 hai nghiém trong (xem muc
Thén trong khi st dung) va viém xoang cép tinh do vi khudn & mét s6 bénh
nhan cé thé tu khai, chi nén sit dung DOVOCIN 750 mg cho nhiing bénh
nhankhong célua chon diéu trithay thé.

LIEULUONGVA CACHDUNG

*Liéulugng

- Nhiém trung da va t6 chiic da cé bién ching: 750 mg/lan, 01 Ian/ngay
trong 7-14 ngay.

-Viém phéi mac phaitai bénh vién: 750 mg/Ian, 0114n/ngay trong 7-14 ngay.
- Viém phéi mac phai tai cong déng, nhiém khudn dudng tiét niéu cé bién
ching, viém xoang cap tinh do vi khudn: 750 mg/lan, 01 ldn/ngay trong 5
ngay.

-Liéu dung cho ngudi suy than: (AFHS 2012)

Do thanh thai N . Lidu duy tr
creatinin (ml/phat) | Liéubandau 1euduytr
20-49 750 mg 750 mg mbi 48 git
10-19 750 mg 500 mg méi 48 g

500 mg méi 48 gid, khéng
can bé sung liéu dung sau
th&m tach mau.

Thadm tadch méau hay
thdm phan phuc mac

x 750 mg
liéntuc

- Liéu dung cho ngudi bénh suy gan: Vi phan 16n levofloxacin dugc dao thai
ranudc tiéu dudi dang khéng déi, khéng can thiét phai hiéu chinh liéu trong
trudng hgp suy gan.

*Cachdung

Dung dudng uéng:

Thai diém udng levofloxacin khong phu thudc vao bita an (c6 thé udng
trong hodacxabiraan).

Khong dugc dung céc antacid c6 chiia nhém va magnesi, ché phdm c6 chira
kim loai nang nhu sat va kém, sucralfat, didanosin (cac dang bao ché c6 chita
antacid) trong vong 2 gid trudc va sau khiudng levofloxacin.

CHONG CHiDINH

- Qua man véi levofloxacin, cac quinolon khac hodc véi bat ky thanh phan
nao ctathudc.

-Bongkinh, thi€éu hut G,PD.

-Bénh nhan dau gan colién quan dén viéc st dung fluoroquinolon.

-Tréem duGi 18 tugi.

THANTRONG KHISUDUNG

- Cac phan tng c6 hai nghiém trong c6 kha nang khéng hoi phuc va gay tan
tat,bao gdm viém gan, dit gan, bénh ly than kinh ngoai bién va cactacdung
batlgitrén than kinh trung uong.

Cac khang sinh nhém fluoroquinolon 6 lién quan dén cac phan ting c6 hai
nghiém trong c6 khd nang gay tan tat va khéng héi phuc trén caché co quan
khéc nhau clia co thé. Cac phan Ung nay cé thé xuat hién déng thdi trén
cuing bénh nhan. Cac phén ting c6 hai thudng dugc ghi nhan gém viém gan,
dut gan, dau khép, dau co, bénh ly than kinh ngoai vi va céc tac dung béat Igi
trén hé théng than kinh trung uong (4o giac, lo u, tram cdm, mat ngu, dau
dau nang va I 1an). Cac phan tng nay c6 thé xay ra trong vong vai gio dén
vai tuan sau khi st dung thudc. Bénh nhan & bat ky tudi ndo hodc khong cé
yéuté nguy cotén tai tirtrudc déu cé thé gép nhiing phan tng cé haitrén.
Ngting st dung thudc ngay khi cé dau hiéu hodc triéu ching dau tién cta
bat ky phan tng c6 hai nghiém trong nao. Thém vao do, tranh st dung cac
khang sinh nhém fluoroquinolon cho cac bénh nhan da timg gap cac phan
tng nghiém trong lién quan dén fluoroquinolon.

- Viéem gan dic biét 1a gan gét chan (Achille), c6 thé dan téi dut gan. Bién
chiing nay c6 thé xudt hién & 48 gid ddu tién, sau khi bat dau dung thudc va
c6thé c& hai bén.Viém gan xay ra cht yéu & cac d6i tugng cé nguy ca: Ngusi
trén 65 tudi, dang dung corticoid (ké cd dudng phun hit). Hai yéu té nay lam
tdng nguy co viém gan. D& phong, can diéu chinh liéu lugng thudc hang
ngay &ngudibénh 16n tuditheo miic loc cau than.

- Anh hudng trén hé co xuang: Cing nhu phén 16n cac quinolon khac,
levofloxacin cé thé gay thodi héa sun & khdp chiu trong luc trén nhiéu loai
dong vatnon, do d6 khéng nén strdung cho tré em dudi 18 tudi.

- Nhugc co: Can than trong & ngudi b bénh nhugc co vi cac biéu hién cé thé
nanglén.

-Tac dung trén than kinh trung uong: Néu c6 cac phan tng bat Igi nhu réi
loan tdm than, tdng ap luc ndi so, kich thich than kinh trung uong dan téi co
giat, run ray, bon chén, dau dau, mat ngu, tram cadm, 16 1an, 3o giac, &c méng,
cdy dinh hodc hanh dong tutt (hiém géap) khi sirdung cackhang sinh nhém
quinolon, tham chi ngay khi st dung & liéu dau tién; can ngiing thudc va cé
céc bién phép x tri triéu chimng thich hgp. Can than trong khi st dung cho
ngudi bénh co6 cac bénh ly trén than kinh trung uong nhu déng kinh, xa
cingmachnjo....vic6thétdng nguy coco giat.

- Phan ting man cdm: Nhiéu biéu hién 1am sang khéac nhau, tham chi séc
phan vé khi st dung céc quinolon, bao gém ca levofloxacin da dugc thong
bao. Can ngling thudc ngay khi cé cac dau hiéu dau tién ctia phan tng man
camvaap dung cacbién phap xttri thich hop.

-Viém dai trang mang gia do Clostridium difficile: Can Iuu y chan doan chinh
Xac cac trudng hop tiéu chay xay ra trong thai gian nguoi bénh dang s
dung thuéc dé cé bién phap xttrithich hop.

- Man cdm vai anh sang tir trung binh dén ning. Nguai bénh can tranh tiép
xuctrycti€p véi anh sang trong thai gian diéu tri va 48 gid sau khi diéu tri.

- Tac dung trén chuyén hoéa: Levofloxacin c6 thé gay réi loan chuyén héa
dudng, bao gém tdng va ha dudng huyét thusng xdy ra & cdc ngudi bénh dai
thao dudng dang st dung levofloxacin déng thai véi mot thudc ha dusng
huyét hodc véi insulin, do d6 can giam sat dudng huyét & ngudi bénh nay.
Ngung thudc ngay néu xay ra ha dudng huyét va tién hanh cac bién phap xu
trithich hgp.

- Kéo dai khodng QT trén dién tam dé: St dung cac quinolon c6 thé gay kéo
daikhodng QT trén dién tam d6  mét s6 ngudi bénh va mot s6 hiém caloan

nhip, do d6 can trdnh st dung trén cac ngudi bénh sdn c6 khoang QT kéo
dai, ngudi bénh ha kalimau, ngudi bénh dang strdung cac thuéc chdng loan
nhipnhom A (quinidin, procainamid...) hodacnhém Il (amiodaron, sotalol...);
than trong cho cac ngudi bénh dang trong tinh trang tién loan nhip nhu
nhip cham vathiéumau catim cap.
PHUNU COTHAIVA CHO CONBU
*Thoiky mang thai:Khéng dung levofloxacin cho phu nircé thai.
*Thai ky cho con bu: Chua do dugc néng do levofloxacin trong sifa me,
nhung cdn c vao kha ndng phan bé vao stia clia ofloxacin, c6 thé dy doan
rang levofloxacin cling dugc phan bé vao sita me. Vi thuéc cé nhiéu nguy co
tonthucng sunkhdp tréntré nhd, khong cho con buikhidiing levofloxacin.
ANHHUGNG LEN KHA NANG LAI XEVAVAN HANH MAY MOC
Thudc c6 thé gay U tai, chéng mit, buén ngu, réiloan thi giac, can than trong
khi ldi tau, xe va van hanh may moc.
TUONGTACVOI CACTHUOCKHACVA CACDANG TUONGTACKHAC
- Antacid, sucralfat, ion kim loai, multivitamin: Khi st dung déng thai co thé
lam gidm hap thu levofloxacin, can uéng cac thudc nay cach xa levofloxacin
itnhat2 gio.
- Theophylin: Nong dé trong huyét tuong va AUC (dién tich dudi dudng
cong) clia theophylin thudng bitang khi sirdung déng thai véi cac quinolon
khac, can giam sat chat ché néng do theophylin va hiéu chinh liéu néu can
khi strdung déng thai véilevofloxacin.
- Warfarin: Do da c6 théng bao warfarin tang tac dung khi dung cling véi
levofloxacin, can giam sat cac chi s6 vé dong mau khi st dung déng thai hai
thudcnay.
- Cyclosporin, digoxin: Khéng can hiéu chinh liéu cac thudc nay khi dung
déng thai vai levofloxacin.
- Cac thudc chéng viém khong steroid: C6 kha nang lam tang nguy co kich
thich than kinh trung uong va co giat khi dung déng thai véilevofloxacin.
- Cac thuéc ha dusng huyét: Dung déng thai véi levofloxacin cé thé lam
tdng nguy cordiloan dudng huyét, can giam sat chatché.
TACDUNG KHONG MONG MUON (ADR)
—Thu‘dng gap: Buén nodn, ndn, tiéu chdy, dau bung, kho tiéu, tang men gan,
matngu, dau dau.

- [t g&p: Hoa mét, cing thang, kich dong, lo 13ng, day hai, tao bon, téng bilirubin
huyét, viém am dao, nhiém ndm candida sinh duc, ngua, phéat ban.
- Hiém gdp: Tang hodc ha huyét ap, loan nhip, viém dai trang mang gia, khé
miéng, viém da day, phu lugi, dau khdp, yéu co, dau co, viém tdy xuong,
viém gan Achille, co giat, tram cam, r6i loan tam than, phu Quincke, choang
phanvé, hoichiing Stevens-Johnson va Lyell.
Ngoai ra cac triéu ching réi loan than kinh ngoai vi c6 thé gdp nhu:Daurat,
ngua ran, t& moi hodc thay déi cdm gidc & tay, chan. Cac réiloan nay c6 thé
xdy ra bat ctr ltc nao trong khi diéu trj levofloxacin va cé thé kéo dai nhiéu
thang dén nhiéu ndm sau khi dung thuéc hodckhéng héi phuc.
Théng bédo cho Bac si nhiing tac dung khong mong muén gap phai khi sir
dungthudc.
*Huéng dan cach xtrtri ADR
Can ngting levofloxacin trong cac trudng hgp: Bét dau c6 cac biéu hién ban
da hodc bat ky dau hiéu nao ctia phan ting man cdm hay ctia phan ting bat
Igi trén than kinh trung uong. Can gidm sat ngudi bénh dé phat hién viem
dai trang mang gié va cé cac bién phap xu tri thich hgp khi xuat hién tiéu
chay trong khi dang dung levofloxacin.
Khi xu&t hién d4u hiéu viém gan can ngling ngay thudc, dé hai gan gét nghi
véi cac dung cu 6 dinh thich hgp hodc nep gét chan va hoi chan chuyén
khoa.
Can ngting levofloxacin khi xuat hién cac triéu ching clia réi loan than kinh
ngoai vi, bénh nhan can dugc diéu tri thay thé bdng mot loai thuéc khang
khuan khéng thuéc nhém fluoroquinolon, trir khi lgi ich cla viéc tiép tuc
dung thuéc vugt troi hon nguy co.

QUALIEUVA CACHXUTRI

Vikhéng cé thubc gidi doc dac hiéu, xtrtri bang cach loai thuéc ngay khoi da
day, budich day dd cho ngucl bénh.Thdm tach mau vatham phan phicmac
lien tuc khéng cé hiéu qua loai levofloxacin ra khoi co thé. Theo déi dién tam
d6 vikhodng cach QT kéo dai.

DUGCLUCHOC

Levofloxacin [a mét khang sinh téng hop c6 phé réng thuéc nhém fluoroquinolon.
Levofloxacin cé tac dung diét khudn do Uc ché men topoisomerase Il (ADN-
gyrase) va/hodc topoisomerase IV 1a nhiing men thiét y&u ctia vi khudn tham
gia xUc tac trong qua trinh sao chép, phién ma va tu stta ADN ctia vi khuan.
Levofloxacin 1a déng phan L-isome ctia ofloxacin, cé tac dung diét khudn
manh gép 8-1281an so vdi ddng phan D-isome va tdc dung manh gép khoang
2 1an so vdi ofloxacin racemic. Levofloxacin c6 tac dung trén nhiéu ching vi
khu&n Gram am va Gram duong. Levofloxacin cé tac dung trén vi khudn Gram
duong va vi khuan ky khi t6t hon so véi cac fluoroquinolon khac, tuy nhién
levofloxacin lai ¢é téc dung in vitro trén Pseudomonas aeruginosa yéu hon so
vdi ciprofloxacin.

Phétacdung:

*Vikhu&n nhay cdm invitro va nhiém khuén trong lam sang:

- Vi khuén ua khi Gram am: Enterobacter cloacae, E. coli, H. influenzae, H.
parainfluenzae, Klebsiella pneumoniae, Legionella pneumophila, Moraxella
catarrhalis, Proteus mirabilis, Pseudomonas aeruginosa.

-Vikhuan khéc: Chlamydia pneumoniae, Mycoplasmapneumoniae.
-Vikhudn ua khi Gram duang: Bacillus anthracis, Staphylococcus aureus nhay
cam methicilin (meti-S), Staphylococcus coagulase am tinh nhay cdm methicilin,
Streptococcus pneumoniae.

-Vikhudn ky khi: Fusobacterium, Peptostreptococcus, Propionibacterium.
*Cécloaivikhudn nhay cdm trung gian in vitro.

-Vikhuan ua khi Gram duong: Enterococcus faecalis.

-Vikhu&n ky khi: Bacteroides fragilis, Prevotella.

*Cécloaivikhudn khang levofloxacin:

- Vi khuén ua khi Gram duong: Enterococcus faecium, Staphylococcus aureus
meti-R, Staphylococcus coagulase am tinh meti-R.

-Invitro,c6 khang chéo gitta levofloxacin va cac fluoroquinolon khéc.
DUGCHONGHOC

Sau khi udng, levofloxacin dugc hap thu nhanh va gan nhu hoan toan, néng
do dinh trong huyét tuong thuong dat dugcsau 1-2 gid, sinh kha dung tuyét
déi xap xi 99%. Cac thong s6 dugc dong hoc clia levofloxacin sau khi dung
dudng tinh mach va dudng udng vdi liéu lugng tuong duong la gan nhu
nhau, do d6 cé thé st dung hai dudng nay thay thé cho nhau. Levofloxacin
dugc phan bd réng rai trong co thé, tuy nhién thuéc khé tham vao dich ndo
tay. Ty 1é gén protein huyét tuong la 30 — 40%. Levofloxacin rat it bj chuyén
héa trong ca thé va thai trir gdn nhu hoan toan qua nudc tiéu & dang con
nguyén hoattinh, chi duéi 5% liéu diéu tri dugc tim thay trong nudc tiéu dudi
dang chat chuyén héa desmethyl va N-oxid, cac chat chuyén héa nay co rat it
hoat tinh sinh hoc. Thai gian ban thai ctia levofloxacin tir 6 - 8 gig, kéo dai &
ngugibénhsuy than.

BAOQUAN Naikho, nhiét d6 duéi30°C, tranh dnh sang.

HAN DUNG 36thang ké tirngay san xudt.

-THUGC NAY CHi DUNGTHEO DONCUABACSI

-DPOCKY HUONG DAN SUDUNG TRUGC KHIDUNG

- NEU CANTHEMTHONGTIN XINHOIY KIENBAC ST

-DEXATAMTAY TREEM

NHA SAN XUAT VA PHAN PHOI:

CONGTY C6 PHAN XUAT NHAP KHAU Y TE DOMESCO
Dia chi: 346 dudng Nguyén Hué, P. My Phd, TP. Cao Lanh,
bongThap

poMEsco  Diénthoai: 1800.969.660
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