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Volfacine

Levofloxacin (dudi dang hemihydrat) 500mg

HIEU QUA TRONG PIEU TRI CAC NHIEM KHUAN NHE
DEN TRUNG BINH G NGUGI LGN DO CAC VI KHUAN
NHAY CAM VOI LEVOFLOXACIN:
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Volfacme

Levofloxacin (dudi dang hemihydrat) 500mg

THONG TIN SAN PHAM
VOLFACINE

THANH PHAN HOAT CHAT:

Mai vién nén chiia 500 mg levofloxacin (dudi dang hemihydrat).

Ta dugc:

Loi vién: Lactose monohydrat, povidon K30, natri starch glycolat

(type A), talc, silic dang keo khan, croscarmellose natri, glycerol

dibehenat.

Bao vién:

Hypromellose, hydroxypropylcellulose, macrogol 6000, titan dioxid

(E1771), oxid sat mau vang (E 172), oxid sat mau do (E 172), talc.

DANG BAO CHE:

Vién nén bao phim hinh bat gidc, mau hong cam nhat, hai mat |6i,

¢0 vach phan chia trén mot mat.

CHi DINH:

Volfacine dugc dung d€ diéu tri cac nhiém khuan nhe dén trung binh

& ngudi 16n gay ra do cac vi khuan nhay cam véi levofloxacin.

Volfacine cd thé dugc dung dé diéu tri cac truong hop sau day:

«Vliém phdi (mdc phdi trong cong déng)

- Nhiém triing tuyén tién liét man tinh gay ra do vi khuan

« Nhiém khudn da va mo mém

« Nhiém khudn duong tiét niéu c6 bién chiing ké ca viém than-bé
than (nhiém khudn bé than va mo)

« Nhiém khuan dudng tiét niéu khdong phtc tap: do khang sinh
fluoroquinolon, trong dé c6 Volfacine lién quan dén phan (ng c6
hai nghiém trong (xem muc Cdc truong hop than trong khi ding
thudc) va nhiém khuan dutng tiét niéu khong phiic tap & mot so
bénh nhan cd thé tu khdi, chi nén st dung Volfacine cho nhiing
bénh nhan khong cd lua chon diéu tri khac thay thé"

« Dot nhiém khudn cap ctia viém phé quan man tinh: do khang sinh
fluoroquinolon, trong dé o Volfacine lién quan dén phan ting cd
hai nghiém trong (xem muc Cdc trudng hgp thdn trong khi ding
thudc) va dot nhiém khuan cap ctia viém phé quan man tinh 6 mot
56 bénh nhan c6 thé tu khai, chi nén sir dung Volfacine cho nhitng
bénh nhan khong 6 Iva chon diéu tri khac thay thé.

« Viém xoang cap tinh do vi khuan: do khang sinh fluoroquinolon,
trong dé cd Volfacine lién quan dén phan ting cd hai nghiém trong
(xem muc Cdc truomg hap than trong khi diing thudc) va viém xoang
cap tinh do vi khun & mot s6 bénh nhan c6 thé tu khi, chi nén sit
dung Volfacine cho nhiing bénh nhan khdng c6 lua chon diéu tri
khac thay thé.

LIEU DUNG VA CACH DUNG:

Vién nén bao phim Volfacine nén dugc diing 1 lan hoac 2 lan/ngay.

Liéu duing tuy theo loai va dd ndng ctia nhiém khuan va d nhay cam

©

Tai liéu thong tin thudc

Volfacine

Levofloxacin

cGia tdcnhan gay bénh gia dinh. Vién nén bao phim Volfacine nén duoc
nudt cd vién vdi lugng nudc day da. Cac vién c6 thé duoc chia ra &
dudng vach dé phu hop vdi liéu diing. Vién nén bao phim Volfacine nén
dugc udng it nhat 2 gio trudc hodc sau khi udng cac mudi sét, thudc
khang acid (thudc lam gidm acid) va sucralfat (chdng loét da day).
Liéu dung & bénh nhén ¢6 chitc nang than binh thudng:

(d6 thanh thai creatinin > 50 ml/phut)

Pham Vi St Dung Liéu Dung Va

Thdi Gian Diéu Tri

Nhiém khun xoang "cip tinh 500 mg, 11an/ngay trong 10-14 ngay

Dot cap cliaviém phé quanman | 250-500mg, T1an/ngaytrong 7-10ngay

Viém ph6i mac phéi trong 500 mg, 11an hodc 2 lan/ngay trong
cong dong 7-14ngay

Nhiém khuan duong tiét| 250mg*,1ldn/ngaytrong 7-10 ngay
niéu co bién ching k€ ca
viém than-bé than

Nhiém tring tuyén tién ligt 500 mg, 11an/ngay trong 28 ngay
man tinh géy ra do vi khuan

' Nhiém khuan davamémé | 250 mg¥, 11an/ngay hodc 500 mg, 1
] lan hodc 2 lan/ngay trong 7-14 ngay

* ¢0 thé tang |én trong trudng hop nhiém khuan néng.
Liéu ding & bénh nhan bi suy chitc ndng than
(d0 thanh thai creatinin < 50 ml/phiit)

Ché Do I.leu Ding
[ 250 mg—r 500 mg Tl 500 mg
} R4gie | 24gi6 | /12gi¢
D6 Thanh Thai liduddu  Liéuddu  Lieudau
Creatinin tién: tién: tién: 1
- 250mg 500mg 500mg
50-20 mi/phit Sauds: | Saudé: | Sauds: |
125mg | 250mg 250mg
[4gic | f24gic | N2gio
19-10 ml/phat Sau do: Sau do: Saudo:
125mg 125mg 125mg i
/48 gio /24 gi¢ Nnagie
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Volfacine

Levofloxacin (dudi dang hemihydrat) 500mg

| /48qi

Ché Do Liéu Dung
250mg 500 mg 500 mg
Ragis | N4gis | /12gi
- <10ml/phit Swds: | Sauds: | Sauds: |
| (k& cd thdm phan | 125mg i 125mg | 125mg |
1

|
| miuva CAPD)* /4gis | [4gis |

* Khdng can cac liéu thém sau khi tham phan mau hoac thdm phan
phic mac lién tuc ngoai trd (CAPD).

Ngudi cao tudi:

Khdng can diéu chinh liéu 6 nguoi cao tudi ngoai viéc bat budc xem
xét chic nang than.

Liéu dung & bénh nhén bi suy chitc nang gan:

Khéng can diéu chinh liéu vi Volfacine khong dugc gan chuyén
héa dén bat ky mic do thich ddng nao va dugc dao théi chi yéu
qua than.

Tré em va thiéu nién (dudi 18 tudi):

Chdng chi dinh dung Volfacine 6 tré em va thiéu nién dang ting truéng.

TACDUNG KHONG MONG MUON:

Thong tin dua ra dudi day dua trén di liéu tlr cdc nghién ctiu lam
sang dugc thuc hién trén hon 8300 bénh nhén va kinh nghiém mé
rong sau khi dua thudc ra thi trutng. Tan suat xudt hién duoc dinh
1ghia theo quy udc sau: rat pho bién (>1/10), thuong gap (=
17100, <1/10), it gap (=1/1000, <1/100), hiém gap (>1/10000,
<1/1000), rat hiém gap (<1/10000), chua rd (khong thé udc tinh
tir cdc dir liéu hién ¢6). Trong méi nhom tan sudt, cac tac dung
khong mong mudn dugc trinh bay theo thi tu gidm dan miic do
nghiém trong.

Nhiém trung va nhiém ky sinh trung:

it gap: nhiém ndm bao gom nhiém ndm candida, cic ching
khéng thudc.

Rdi loan mau va hé bach huyét:

[t gap: gidm bach cau, gidm bach cdu ua eosin.

Hiém gdp: gidm tiéu cu, giam bach cau trung tinh.

Chua r6: gidm toan thé huyét cau, giam bach ciu hat, thiéu mau
tan huyét.

Rdi loan hé mién dich:

Hiém gdp: pht mach, qué man (xem muc Canh bdo ddc biét va than
trong khi str dung).

Chua rd: phén (ing phan véa, soc phan vé* (xem muc Cdnh bdo diic

Tai liéu thong tin thuéc

Voliacme 500 mg

Levofloxacin

biét va than trong khi st dung).

Réi loan chuyén héa va dinh dudng:

it gdp: chan an.

Hiém gdp: ha glucose mau dac biét & bénh nhan déi thdo dudng
(xem muc Cdnh bdo ddc biét va than trong khi sit dung).

(hua ro: tang glucose mdu, hén mé do ha glucose mau (xem muc
(dnh bdo ddc biét va than trong khi sir dung).

Rdi loan tam than:

Thugng gdp: mat ngd.

[t gap: lo &u, tinh trang I In, cing théng.

Hiém gdp: loan than (vi du nhu o gidc, hoang tuéng), trdm cam,
kich dong, c6 cac gidc mo bat thutng, dc mong.

Chua r6: réi loan tdm than véi hanh vi tu gay nquy hiém bao gom ca
y dinh tu sat hodc cd tu i (xem muc Canh bdo ddc biét va than trong
khi sit dung).

Rdi loan hé than kinh:

Thudng gdp: dau dau, chéng mat.

it gap: budn ng, run, loan vi giac.

Hiém gdp: co gidt (xem muc Chdng chi dinh va Canh bdo déc biét va
than trong khi sit dung), di cam.

Chua rd: bénh ly than kinh cdm gidc ngoai bién (xem muc Cdnh bdo
ddc biét va than trong khi st dung), r6i loan khiu gidc bao gom giam
khitu gidc, roi loan vén dong, réi loan ngoai thap, mat vi gidc, ngat,
tang dp luc ndi so lanh tinh.

Rdi loan thi giac:

Hiém gdp: réi loan thi gidc nhu nhin ma (xem muc Canh bdo déc biét
va thdn trong khi sir dung).

Chua ro: mat thi luc tam thai (xem muc Canh bdo dc biét va thdn
trong khi st dung).

Roi loan thinh giac va mé dao:

it gdp: chéng mt.

Hiém gap: U tai.

Chua r: mét thinh gidc, suy giam thinh gidc.

Rdi loan tim:

Hiém gdp: nhip tim nhanh, danh tréng nquc.

Chua rd: nhip nhanh thét cd thé dan dén nging tim, loan nhip thét
va xodn dinh (cht yéu dugc bdo cdo 6 cac bénh nhén 6 yéu t nquy
0 kéo dai khodng QT), khodng QT trén dién tam do kéo dai (xem
muc Canh bdo ddc biét va than trong khi sit dung va Qud liéu).

Réi loan mach:

Hiém gdp: ha huyét ap.

Rdi loan hé hap, 1ong nguc va trung that:
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Volfacine

Levofloxacin (duéi dang hemihydrat) 500mg

it gap: kho thé.

Chua rd: co that phé quan, viém phai di tng.

Réi loan tiéu héa:

Thugng gdp: tiéu chdy, ndn, budn non.

[t gdp: dau bung, kho tiéu, ddy hai, tdo bon.

Chua r0: tiéu chdy - xuat huyét ma trong truong hop rét hiém gap c6
thé 1a ddu hiéu cla viém rut, bao gom ca viém dai trang gia mac
(xem muc Cdnh bdo ddc biét va than trong khi si dung), viém tuy.
Réi loan gan mat:

Thudng gap: tang men gan (ALT/AST, phosphatase kiém, GGT).

[t gdp: tang bilirubin mau.

Chua r: vang da va tdn thuong gan nghiém trong, bao gom ca cac
trudng hop suy gan cap dan dén i vong, chi yéu 6 cdc bénh nhan
da cd bénh Iy nang (xem mucCdnh bdo ddc biét va than trong khi st
dung), viém gan.

Réi loan da va mé dudi da®:

it gap: phét ban, ngta, méy day, téng tiét m6 hi.

......

hong ban da dang, phdn ting nhay cam vm anh sdng (xem muc (anh
bdo ddc biét va than trong khi st dung), viem mach mau qua man,
viém miéng.

Rai loan co xuong va mé lién két:

it gap: dau khép, dau co.

Hiém gdp: roi loan gan (xem muc Chdng chi dinh va Cdnh bdo ddc biét
va than trong khi st dung) bao gom viém gan (vi du gan Achille), yéu
(0 ¢6 thé dac biét nghiém trong & bénh nhan bi nhuoc co nang (xem
muc (anh bdo dac biét va than trong khi st dung).

Chua rd: tiéu ca van, dut gan (vi du gan Achille) (xem muc Chdng chi
dinh va Cdnh bdo ddc biét va than trong khi st dung), ddt day chang,
rach cg, viém khdp.

Réi loan than va dudng niéu:

[t gdp: ting creatinin mau.

Hiém gap: suy than cap (vi du do viém than ké).

Réi loan chung va tai vi tri dua thudc:

[t gap: suy nhuac.

Hiém gdp: sot.

Chua ro: dau (bao gom dau lung, nguc va ti chi).

Cac tac dung bat lgi khac lién quan dén sit dung khang sinh
fluoroquinolon:

Con r6i loan chuyén hda porphyrin trén bénh nhan bi bénh r6i loan
chuyén hoa porphyrin. Hay théng béo cho bac si hoac dugc si néu
ban gap bat ky tac dung khdng mong mudn nao.

®

Tai liéu théng tin thuéc

Volhcme 800 m

Levoﬂoxaq

S timcaateq fablety

CHONG CHi DINH:

Khong dugc dung Volfacine: ( bénh nhan qui man véi
levofloxacin hodc cac quinolon khac, hodc véi bt ky thanh phan nao
clia té dugc; G bénh nhan bi dong kinh; 0 bénh nhén ¢6 tién si réi
loan gan (day ching) lién quan dén viéc dung fluoroquinolon; 0 tré
em hodc thiéu nién dang tang truéng; Trong khi mang thai; G phu
nit dang cho con b.

CACTRUGNG HOP THAN TRONG KHI DUNG THUOC:

(ac phén ing c6 hai nghiém trong 6 kha nang khdng héi phuc va
gdy tan tat, bao gom viém gan, dt gan, bénh Iy than kinh ngoai
bién va cac tac dung bét lgi trén than kinh trung uong.

Cackhanh sinh nhom fluoroquinolon 6 lién quan dén cac phan ting
¢6 hai nghiém trong c6 khd nang gay tan tat va khong hoi phuc trén
cac hé co quan khdc nhau cla co thé. Cac phan ting nay c6 thé xudt
hién dong thai trén cing bénh nhan. Cac phan ting c6 hai thutng
dugc ghi nhan gom viém gan, dit gan, dau khdp, dau cg, bénh ly
than kinh ngoai vi va cic téc dung bat loi trén hé thong than kinh
trung uong (do gidc, lo du, tram cdm, mat ngd, dau dau nang va ld
an). Cc phan (ing nay cd thé xay ra trong vong vai gic dén vai tuan
sau khi st dung thudc. Bénh nhan & bat ky tudi nao hodc khong co
yéu td nguy co ton tai tir trudc déu o thé gap nhiing phan ting 6
hai trén.

Ngting st dung thudc ngay khi ¢6 ddu hiéu hodc triéu chiing dau
tién cla bat ky phan ting o hai nghiém trong nao. Thém vao do,
tranh st dung cac khang sinh nhém fluoroquinolon cho céc bénh
nhdn dd ting gdp cdc phan (ng nghiém trong lién quan dén
fluoroquinolon.

S. aureus khdng methicilin (MRSA) dang cd hién tugng khdng cac
fluoroquinolon, trong d6 cd levofloxacin. Do d6 levofloxacin khong
dugc khuyén cdo cho diéu tri nhiing nhiém khuan do hodc nghi ngo
do MRSA trlr phi céc két qua xét nghiém khang dinh ching sinh vat
nhay cam vdi levofloxacin (va cac thudc chdng nhiém khuan khuyén
c&o pha bién dai vi diéu tri nhiém khudn do MRSA dugc xem nhu la
khong phu hgp).

Levofloxacin ¢6 thé dugc dung d€ diéu tri bénh viém xoang cap va
dot cdp nang cla bénh viém phé quan man tinh khi nhiing nhiém
khuan nay da dugc chuan doan.

Su khang cac fluroquinolon ctia £. coli - nguén bénh phd bién nhat
lién quan dén viém dudng tiét niéu - thay ddi trén Ianh thé chau Au.
Bac si ké don dugc khuyén la nén tinh yéu to dé khang thay doi theo
dia phuang nay.

Bénh hd hap do khuan than: Viéc st dung & nquoi dua trén di liéu
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Volfacine

Levofloxacin (dugi dang hemihydrat) 500mg

do nhay cdm in vitro cta Bacillus anthracis trén cac thi nghiém trén
dong vat cung vdi nhiing di liéu con han ché trén nquoi. Bac si diéu
tri nén tham khdo cdc tai liéu thong nhat qudc gia va/hodc quac té
khi diéu tri khudn than.

Viém va diit gan:

Viém gan it khi xdy ra. N6 thudng lién quan dén gan Achille va
thudng dan dén dt gan. Viém gan va dut gan, c6 khi bi cing nhau,
(0 thé xdy ra trong 48 gid tir khi bat dau diéu tri véi levofloxacin hodc
én dén vai thang da duoc bdo céo sau khi ngiing diéu tri. 0 bénh
nhan tuoi trén 60, 6 bénh nhan diéu tri liéu hang ngay 1000 mq va
@ bénh nhan diéu tri corticosteroid thi nguy co bi viém hodc dit gan
tang Ién. Liéu hang ngay nén duoc diéu chinh & bénh nhan cao tuoi
dua trén do thanh thdi creatinin (xem muc Chi dinh va Liéu luong va
cdch diing). Do d6, can theo doi chat ché nhiing bénh nhan nay néu
dugc diéu tri bang levofloxacin. Tat ca cac bénh nhan nén héi y kién
bac sinéu cd dau hiéu cta viém gan. Néu nghi ngd viém gan, diéu tri
bang levofloxacin can dimg lai ngay lap tic, va can bt dau diéu tri
thich hgp (vi du nhu' nam bat dong) doi vdi nhiing gan bi anh hudng
(xem muc Chong chi dinh va Tdc dung khng mong mudn)

Bénh lién quan dén Clostridium diffcile (CDAD):

Tiéu chdy, ddc biét néu ndng, kéo dai va/hodc cd mau, trong hodc
sau diéu tri vdi levofloxacin (bao gom nhiéu tuan sau diéu tri), c thé
|a triéu ching cta nhiing bénh lién quan dén Clostridium diffcile.
Mtc do nghiém trong cta CDAD ¢6 thé dao ddng tir trung binh dén
je doa tinh mang, dang nghiém trong nhdt cta nhiing bénh nay la
nhiém Pseudomembranous colitis (xem muc Tac dung khéng mong
mudn). Do do viéc xem xét nhiing chan doan & bénh nhan ma tiéu
chdy nang tién trién trong hodc sau diéu tri vdi levofloxacin I3 rét
quan trong. Néu nghi ngo hodc da xac dinh CDAD, nén dimg diéu tri
levofloxacin ngay ldp ttic va cdc bién phdp thich hop can duoc bt
dau khong chdm tré. Chdng chi dinh st dung thuc khang nhu dong
rut trong trugng hgp nay.

Bénh nhan ¢ kha nang bi co giat:

(ac quinolon ¢d thé lam gidm ngudng bi co giat va 6 thé gy ra
dong kinh. Levofloxacin dugc chdong chi dinh & bénh nhan cd tién s
dong kinh (xem muc Chdng chi dinh) va, ciing nhu céc quinolon khéc,
nén dugc st dung vdi muic can trong nhat 6 bénh nhan ¢d kha nang
bi co gidt hodc ddng diéu tri véi cdc hoat chdt ma lam gidm ngutng
Co gidt ndo, vi du nhu theophyllin (xem muc Tuong tdc véi nhiing
thudc khdc va cdc dang tuong tdc khdc). Trong trudng hop bi co giat
(xem muc Tdc dung khng mong mudn), nén dimg viéc diéu tri bang
levofloxacin.

Tai liéu thong tin thudc

Volfaelne 500 mg /W

Levofloxacin

Bénh nhan thiéu hut men G-6-phosphat dehydrogenase
(G6DP):

Bénh nhan cd nguy ca hodc hién tai dang bi thiéu men G6DP ¢6 thé
c6 tan huyét khi diéu tri véi cdc thudc khang khuan quinolon. Do d6,
néu st dung levofloxacin & nhitng bénh nhan nay, can phai theo doi
kha nang bi tan huyét.

Bénh nhan suy than:

Do levofloxacin dao thdi chl yéu qua than, liéu cta levofloxacin nén
dugc diéu chinh & nhitng bénh nhén suy than (xem muc Chi dinh va
Liéu lugng va cdch ding)

Phan (ing qua man:

Levofloxacin ¢d thé gay ra phan ting qua man nang, 6 nquy co ti
vong (vi du phu mach dén soc phan vé), doi khi chi véi liéu khéi dau
(xem muc Tdc dung khong mong mudn). Bénh nhan nén ngting si
dung ngay lap tic va tdi gap bac si, d€ dung phuong phép cap ciiu
thich hap.

Phan ting bong rop nghiém trong:

Truong hop da bong rdp nghiém trong vi du nhu hoi ching
Stevens-Johnson hodc hoai tir da nhiém doc da dugc béo céo véi
levofloxacin (xem muc Tdc dung khéng mong mudn). Bénh nhan nén
t6i gdp bac s ngay trudc khi tiép tuc dung thudc néu cé phan (ing vé
da va/hodc niém mac.

Rdi loan dudng huyét:

(ing nhu tét ca cdc quinolone, rdi loan dutng huyét, bao gom cé ha
duong huyét va tang duong huyét da dugc bao cdo, thudng doi véi
nhiing bénh nhan ddi théo dudng diéu tri dong thai vdi cac thudc ha
duong huyét (vi du glibenclamid) hodc vdi insulin. Truong hop hon
mé do giam dudng huyét da dugc bdo cdo. O bénh nhan dai théo
dudng, can kiém soat chat ché duong huyét (xem muc Tdc dung
khéng mong mudn).

Ngan ngifa su nhay cam véi sang:

Su nhay cdm véi dnh séng da dugc bdo cdo vdi levofloxacin (xem
muc Tdc dung khong mong mudn). Bénh nhén dugc khuyén céo
khong nén tiép xtc véi anh sing mat troi manh hodc tia UV nhan tao
khi khong can thiét (vi du den ti ngoai, nha tdm nng) trong quéd
trinh diéu tri va 48 gid sau khi diéu tri dé ngan ngira su nhay cam v6i
anh sang.

Bénh nhan diéu tri bang chat d6i khang vitamin K:

Do ¢4 thé 1am tang gid tri trong cac xét nghiém déng mau (PT/INR)
va/hodc chdy mdu 6 bénh nhan diéu tri bang levofloxacin cting véi
chat doi khang vitamin K (vi du warfarin), cdc xét nghiém dong mau
nén dugc gidm sat khi dung cac thudc nay cling nhau (xem muc
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Levofloxacin (dusi dang hemihydrat) 500mg

Tutong tdc thudc vdi cdc thudc khdc va cdc dang tuong tdc khdc)

Chiing loan than kinh:

Chiing loan thén kinh da dugc bdo cdo & bénh nhan diéu tri bing céc

quinolon, bao gém ca levofloxacin. Trong nhiing truting hop rat

hiém nhiing diéu nay dan dén suy nghi mudn tu ti va cac hanh vi

gay nguy hiém cho ban than da dugc bdo cdo, doi khi sau khi dung

liéu don ca levofloxacin (xem muc Tdc dung khong mong mudh).

Trong trutng hop bénh nhén tién trién nhiing ddu hiéu trén,

levofloxacin nén dugc nguing st dung va cac bién phap phi hop nén

dugc tién hanh. Nén than trong diing levofloxacin & bénh nhan tam

than hodc bénh nhan ¢4 tién st tam than.

Kéo dai khoang QT:

Than trong khi st dung cdc khang sinh fluoroguinolon, bao gom ca

levofloxacin, cho bénh nhén c6 cac yéu t6 nquy co kéo dai khoang

QT nhu:

« Hoi chiing khoang QT kéo dai bam sinh

+ St dung dong thai véi cac thudc da duoc biét kéo dai khoang QT
(nhu cdc thudc chdng loan nhip nhém 1A va lll, cac thudc chdng
trdm cdm ba vong, cdc khang sinh nhém macrolid, cdc thudc
chdng loan than)

« Mat can bang dién gidi khong diéu chinh dugc (nhu ha kali mau, ha
magie mdu)

« Bénh tim (nhu suy tim, nhoi mau co tim, chdm nhip tim).

Bénh nhan cao tudi va phu nif ¢ thé nhay cdm hon véi cac thudc

gy kéo dai khoang QT. Do d6 nén than trong khi st dung cc khéng

sinh fluoroquinolon, bao gém ca levofloxacin, trén quan thé bénh

nhan nay (xem muc Liéu lugng va cdch ding, Bénh nhdn cao tudi;

Tuong tdc thudc va cdc dang tuong tdc khdc; Tdc dung khng mong

mudn va Qud liéu).

Bénh ly than kinh ngoai bién:

Bénh Iy than kinh cdm gidc ngoai bién va bénh Iy than kinh cam giac

van dong ngoai bién c6 thé khdi phat nhanh da duoc ghi nhén trén

bénh nhan dung cac khang sinh fluoroquinolon, bao gom ca

levofloxacin (xem muc Tdc dung khng mong mudn). Nén nging

dung levofloxacin néu bénh nhan xuat hién cac hdi ching bénh ly

than kinh dé phong trénh bénh Iy tién trién khong héi phuc.

Réi loan gan mat:

(dctrudng hgp hoai tl gan dan dén suy gan gdy tivong da duoc ghi

nhdn véi levofloxacin, chd yéu & nhitng bénh nhan da c6 bénh ly

ndng nhu nhiém tring huyét (xem muc Tuong tdc thudc va cdc dang

tuong tdc khdc). Bénh nhan nén dugc tu vén ngling diéu tri va lién

hé vdi bac si néu cac dau hiéu bénh Iy gan tién trién nhu chan an,

Tai liéu théng tin thuéc
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vang da, nudc tiéu sdm mau, ngia hoac dau bung.

Dot cap clia bénh nhugc co:

(dc khang sinh fluoroquinolon, bao gom ca levofloxacin, gdy tic ché
than kinh co va lam tinh trang yéu co 6 bénh nhén nhugc co nang
[én. Cac phan (ing bt lgi nghiém trong sau khi dua thudc ra thi
trudng, bao gom ca cac trutng hgp tl vong va can hé trg ho hap da
dugc ghi nhan lién quan dén viéc st dung khing sinh
fluoroquinolon & bénh nhan bi nhugc ca. Khang khuyén cdo st dung
levofloxacin cho cc bénh nhan ¢4 tién st nhuoc co.

Réi loan thi giac:

Néu c6 suy giam thi gidc hodc bat cd tac dong nao dén mét xdy ra,
bénh nhan nén dén kham ngay véi bac si chuyén khoa mat (xem muc
Tdc ddng trén khd nang Idixe va van hanh mdy mdcva Tdc dung khéng
mong muon).

Béi nhiém:

St dung levofloxacin, dac biét néu diing kéo dai, c6 thé dan dén
phat trién qua mdc cac vi sinh vat khong nhay cdm. Néu xudt hién
boi nhiém trong qud trinh diéu tri, nén ap dung cdc bién phap
thich hgp.

Anh hudng dén cac xét nghiém:

Viéc xac dinh cd cdc dan chat opiat trong nudc tiéu ¢d thé cho cac két
qua duong tinh gia & bénh nhan dung levofloxacin. (6 thé can phai
khdng dinh lai sy cd mdt cia cdc dan chat opiat bang céc phuong
phép ddc hiéu hon.

Levofloxacin ¢ thé tic ché su phét trién cla Mycobacterium
tuberculosis va do do c6 thé cho két qua am tinh gia trong cac xét
nghiém vi sinh chan dodn truc khuan lao.

Luu y téi cac thanh phan ta dugc:

Thudc cd chda lactose. Bénh nhan bam sinh khong dung nap
galactose, thiéu lactase, khong hap thu glucose-galactose khdng
nén dung thudc nay.

Phu nif ¢o thai:

Khdng dugc st dung levofloxacin cho phu nif ¢6 thai.

Phu nit cho con bu:

Chdng chi dinh dung levofloxacin cho phu nit dang cho con bi.
Levofloxacin khdng gdy suy gidm kha nang sinh san hay hoat dong
sinh san trén chugt cong trang.

ANH HUGNG DEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Mét vai tac dung khong mong mudn (nhu chong mét, buon ngu, roi
loan thi gidc) ¢ thé anh hudng dén kha néng tap trung va phan ting
cGia bénh nhan, va do d6 ¢4 thé gay nquy co trong cac truding hop ma
khd nang tdp trung va phan ting ddc biét quan trong (nhu vén hanh
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mdy mac, |ai tau xe, lam viéc trén cao va cac trudng hgp khac).
Phan {ing qua man:

Levofloxacin ¢6 thé gay ra phan ting qud man nang, 6 nquy co ti
vong (vi du phir mach dén soc phan vé), doi khi chi véi liéu khdi dau.
Bénh nhan nén nging st dung ngay lap tic va téi gap béc si, dé
dung phuang phap cap ctu thich hop.

TUONG TAC CUA THUGC VG1 CAC THUGC KHAC VA CAC LOAI
TUONG TAC KHAC:

Anh huéng ciia cac thudc khéc:

Mudi sdt, mudi kém, cac thudc khdng acid c6 chia magie hodc
nhom, didanosin. Hap thu levofloxacin gidm dang ké khi st dung
dong thoi vién nén levofloxacin v6i mudi sat hodc cac thudc khdng
acid 6 chiia magie hodc nhom, hodc didanosin (chi cac cong thic
didanosin c6 hé dém chifa nhom hodc magie). St dung dong thoi
cac khdng sinh fluoroquinolon véi cac multi-vitamin chiia kém lam
giam hap thu cac khang sinh fluoroquinolon dutng udng. Khuyén
céo khong dung céc ché phdm c6 chiia cac cation hda tri hai hodc ba
nhu mudi sat, mudi kém hodc cac thudc khang acid o chiia magie
hodc nhom, hodc didanosin (chi cac cong thic didanosin cd hé dém
chtia nhom hodc magie) 2 gid trudc hodc sau khi udng vién nén
levofloxacin (xem muc Chi dinh va Liéu lugng va céch dung). Mudi
canxi it c6 dnh hudng dén hap thu dudng udng ctia levofloxacin.
Sucralfat:

Sinh khd dung cta vién nén levofloxacin gidm 6 y nghia khi dung
16ng thai véi sucralfat. Néu bénh nhan phadi ding ca sucralfat va
fevofloxacin, tot nhat nén udng sucralfat 2 gid sau khi udng vién nén
levofloxacin (xem muc Chi dinh va Liéu luong va cdch ding).
Theophylin, fenbufen hodc cac thudc khang viém khong steroid
tuang tu. Khdng 6 tuong tac dugc dong hoc dugc ghi nhan giita
levofloxacin va theophylin trong mét nghién ctu ldm sang. Tuy
nhién, viéc ha thap ngudng co giat & nao cd thé xay ra khi cac khang
sinh quinolon dugc dung dong thai véi theophylin, cac thudc khéng
viém khong steroid hodc cac thudc khac lam ha thap ngudng co giat.
Khi c6 mat fenbufen, nong d6 levofloxacin cao hon khoéng 13% so
vdi khi dung levofloxacin don déc.

Probenecid va cimetidin:

Probenecid va cimetidin dnh hung cd y nghia thong ké dén thai trir
levofloxacin. Thanh thdi thdn cla levofloxacin bi gidm 24% bdi
cimetidin va 34% béi probenecid. Diéu nay la do ca hai thudc ¢ kha
ndng ngan can thai trif levofloxacin qua ong than. Tuy nhién 6 liéu
tht nghiém trong nghién ctu, su khac biét dong hoc cd y nghia
thong ké duong nhu khdng 6 anh hudng trén [am sang. Can than
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trong khi dung levofloxacin cling cac thudc ¢6 dnh hudng dén thai
trlf qua ong than nhu probenecid va cimetidin, dac biét trén bénh
nhan suy than.

Thong tin lién quan khac: Cac nghién ctu dugc Iy Iam sang cho thay
dugc ddng hoc cla levofloxacin khdng bi dnh huéng & mic do c6
biéu hién trén lam sang khi dung dong thai véi cac thudc sau: canxi
carbonat, digoxin, glibenclamid, ranitidin.

Anh hudng ctia levofloxacin dén cac thudc khac:

Ciclosporin: Thoi gian ban thdi cla ciclosporin tang Ién 33% khi
dung dong thai véi levofloxacin.

(ac thudc doi khang vitamin K: Tang thai gian dong mau (PT/INR)
va/hodc chdy mau, 6 thé nghiém trong, da dugc ghi nhén & bénh
nhén diéu tri bang levofloxacin két hop véi thudc doi khang vitamin
K (nhu warfarin). Do d6, nén theo doi cac xét nghiém dong mdu trén
bénh nhén da duoc diéu tri bang cdc thudc doi khang vitamin K (xem
muc Cdnh bdo ddc biét va than trong khi st dung).

Cac thudc da dugc biét ro lam kéo dai khodng QT: Nén than trong khi
st dung levofloxacin, tuang tu cdc khdng sinh fluoroquinolon khdc,
trén bénh nhan dang dung cac thudc da duoc biét dén lam kéo dai
khodng QT (nhu cdc thudc chdng loan nhip nhém 1A va lll, céc thudc
chdng trdm cdm ba vong, cac khang sinh macrolid, cac thudc chdng
loan than) (xem muc Cdnh bdo ddc biét va than trong khi st dung).
Théng tin lién quan khdc: Trong mét nghién ctu tueng tdc dugc
dong hoc, levofloxacin khong anh hudng dén dugc dong hoc clia
theophylin (1a ca chat tham do cho CYP1A2), cho thay levofloxacin
khong phai la chat tic ché CYP1A2.

Cacdang khac ctia tuong tac:

Thic dn: Khdng ¢ tuong tac biéu hién trén lam sang véi thic an.
Do d6, cd thé udng vién nén levofloxacin bat ké c6 dung thiic an
hay khong.

TEN & DIA CHi CUA CO'SG SAN XUAT:

Lek Pharmaceuticals d.d. Verovskova 57, 1526 Ljubljana, Slovenia.
NHA PHAN PHOI:

(ong ty co phan Dugc liéu TW2, 24 Nguyén Thi Nghia, Quén 1, Thanh
phd Ho Chi Minh.

#Phan ting phan vé va soc phan vé ddi khi ¢6 thé xay ra ngay ca sau liéu du tién
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