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LEVOJACK
Levofloxacin hemihydrat 500 mg

MO TA
Vién nén bao phim hai mét 161, mau nau do, hinh tron.

THANH PHAN: M3i vién nén bao phim chira:
Levofloxacin hemihydrat USP tuong dwong véi Levofloxacin........ 500 mg.
Td diroc: Tinh bit ngd, vi tinh thé cellulose, tinh bot ngd (dé két dinh), natri benzoat,
magnesi stearat, talc tinh ché, keo silica khan, Indon 234 Resin, tinh bt bt thém, COTABR
FC IRY 5100125 Red Iron Oxid.

Poc kj hudng din siv dang trueée khi ding, néu cin thém théng tin xin héi y kién thiy thuéc.

CAC PAC TINH DUGC LUC HQC
Levofloxacin la mét khang sinh phd réng thude nhém quinolon. Levofloxacin trc ché sy tong
hop ADN ctia vi khuén bing cach ngin can tac dung cia céc enzym Topoisomerase IV va
DNA gyrase. Levofloxacin ¢6 tinh khang khuén cao trén in vitro. Phé khang khuan bao gdm:
Vi khudn Gram (+): Acinetobacter calcoaceticus, Enterobacter cloacae, Escherichia coli,
Haemophilus influenzae, Haemophilus parainfluenzae, Klebsiella preumoniae, Moraxella
catarrhalis, Proteus mirabilis va Pseudomonas aegurinosa.
Vi khuan Gram (-): Staphylococcus aureus, Staphylococcus pneumoniae, Streptococcus
pyogeres.
Céc loai vi khuan khac: Chlamydia pneumoniae, Legionella pneumophila va Mycoplasma
preumoniae.

CAC PAC TINH DUQC PONG HQC

Hap thu
Sau khi udng, levofloxacin dugc hip thu nhanh. Sinh kha dung tuyét dbi vao khoang 100%.
The in it anh hudng trén su hép thu levofloxacin.

Phin b
Khoang 30-40% levofloxacin gan voi protein huyét thanh. Trang thai néng do 6n dinh dat
duoc trong vong 3 ngly. Thude thim nhap t6t vao mé xuong, dich ndt phéng, va mé phdi,
nhung kém vao dich ndo tay.

Chuyén héa
Levofloxacin duge chuyén hoa rat thap. Hai chit chuyén héa cia levofloxacin la desmethyl —
levofloxacin va levofloxacin N-oxide chiém ty 16 < 5% luong durge bai tiét trong nudc tiéu.

Thai trir
Levofloxacin dugc thai trir khoi huyét twong tuong d6i cham (T2 6-8 gid). Bai tiét cho yéu
qua thin (> 85% lidu dung). Khi bi suy giam chirc ning thin, su thai trir va thanh thai & thén
gidm di, va thoi gian ban thai ting 1én (v&1 d6 thanh thai creatinin trong khoa 0-40
ml/phiit, Ti» 1a 27 gio). Khdng cé su khic biét 1on vé céc thong s6 duoc dong hoc saw’khi
udng hodc sau khi tiém truyén tinh mach, do dé cd thé sir dung duéng tiém tinh mach va
dudng ubng thay thé cho nhau.
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CHI PINH
Levofioxacin dugc chi dinh dé diéu tri cac trudmg hop nhiém khuén do cac vi khuan nhay
cam vdi levofloxacin gdy ra sau day:
- Viém xoang cip
- Dot kich phat cip ciia viem phé quan man.
- Viém phdi méc phai trong céng dong.
- Nhiém khudn dudng tiéu c6 bién chiing, ké ca viém thin-bé than.
- Nhiém khuédn & da va phian mém.

LIEU DUNG VA CACH SU DUNG
Thuéc nay chi ding theo sw ké don cia thiy thuic
Lidu luong sir dung tiy thudc vao d6 ning cia nhiém khudn va mirc d6 nhay cam vdi thube
cia tic nhén giy bénh dugc nghi ngd.
Liéu luong sir dung va thoi gian didu trj trén ngudi lom ¢ chiic ndng than binh thuomg (df
thanh thai creatinin > 50ml/phit) nhu sau:
- Viém xoang cip: ubng 500 mg mdi ngay 1 1an trong khoang 10 — 14 ngay.
- Pot kich phat cip caa viém phé quan man: ubng 250 - 500 mg mdi ngay 1 lan trong
ving 7— 10 ngay,
- Viém phdi méc phai trong c¢ong ddng: udng 500 mg mdi ngay 1 — 2 lan trong vong 7 —
14 ngay
- Nhiém khuén dudmg tiéu cé bién ching, ké ca viém than-bé than: ubng 250 mg mdi
ngay 1 1an trong vong 7 — 10 ngay.
- Viém tuyén tién liét man tinh: ubng 500mg m&i ngay 1 l4n trong vong 28 ngay
- Nhidm khudn & da va m6 mé&m: ubng 250 mg mdi ngay mét lin hoiic 500 mg mdi ngay
2 |4n trong vong 7 - 14 ngay.
Liéu lugng thube trén mét sé ddi tuong dic biét
- Bénh nhan la ngudi 1én bj suy giam chirc ning than: lidu heong sir dung thay di tuy
theo mitc d6 nhiém khuan
- Bénh nhin suy giam chiic ning gan: khéng can diéu chinh lidu luong thude.
- Bénh nhin 1a ngudi cao tudi: khéng cn didu chinh lidu, tuy nhién cin dac biét cha ¥
dén chitc nang than trén bénh nhan cao tudi didu chinh lidu cho hgp 1y.
- Tré em va thiéu nién: chéng chi dinh.
Céch ding: Nudt tron vién thubc, khong nghidn nat véi mot lwong nuée vira di. Thude c6
thé chia dbi theo dudmg khia trén bé mit vién dé phan lidu. C6 thé sir dung thue trong bira
in hodc gitra 2 bita an.

CHONG CHI PINH
LEVOJACK chéng chi dinh trong céc truong hop sau:
- Trén bénh nhan ting man cam (di tng) v&i levofloxacin, cac thude khac thu@g\@’[é;r{
quinolon hogc bét ky thanh phin nao cua thude. g
- Trén bénh nhén déng kinh.
- Trén bénh nhan ¢6 tién sir dau gan co lién quan voi viée sit dung fluoroquinolon.
- Trén tré em hoic thiéu nién

N7 N2\
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- Trén phuy nit ¢6 thai va phy nit nudi con bang sira me.

CANH GIAC & THAN TRONG
- Trén bénh nhan c6 tién sir co giat voi cde thube gay hung phén ciing nhu véi cac khang sinh
nhom quinolen phai hét sire than trong khi sir dung levofloxacin.
- Tiéu chay, dic bist la tiéu chay ning, dai ding va/hojc cd méau trong va sau khi diu trj
bang levofloxacin, ¢6 thé la tridu chimg ciia viém dai trang gia mac do Clostridium dificile.
Néu nghi ngd 1a viém dai trang gia mac phai ngay 1ap tic ngung sir dung levofloxacin.
- Viém gin, hiém khi nhan thdy khi sir dung quinolon, d8i khi c6 thé dan dén dirt gan, dic
biét la gan gdt chan (Gan Achiles). Tac dung khong mong mubn nay xay ra trong vong 48
gidr tir khi bit ddu didu tri va c6 thé xay ra ca hai bén chan. Nguy co viém gin va dit gén
Achiles gia ting trén bénh nhin cao tudi hodc bénh nhan dang duge diéu tri bang corticoid.
Néu nghi viém gan, phai ngay 1ap tic ngimng didu tri véi levofloxacin va cln phai c6 liéu
phap diéu tri phin gin bi tén thuong.
- Trén bénh nhan suy than, phai diéu chinh liéu vi levofloxacin dao thai chu yéu qua than.
- Mic di hién wrong nhay cam véi anh sang & cac bénh nhén sit dung levofloxacin la hiém
gdp, tuy nhién bénh nhin dang duge didu tri v&i levofloxacin nén han ché viée tiép xuc
khéng cin thiét véi dnh séng mit tréi hoiic tia cure tim nhén tao.
- Bénh nhén bi thiéu hoat tinh enzym G-6-phosphate dehydrogenase: nguy co tiém én ¢6 thé
gip phan {mg tan huyét khi dugc diéu tri bing cac khang sinh thudc nhém quinolon. Kha
niing nay ciing cén phai dugc xét dén khi cho bénh nhén sit dung levofloxacin.
- Phan ¢mg qua man: Levofloxacin ¢6 thé gdy ra cdc phan iing qué min nghiém trong, co thé
de doa dén tinh mang ciia bénh nhan. Bénh nhan phai ngay lap tic ngung sir dung thubc va
théng bao véi bac si didu tri.
- Ha dudng huyét: Cling nhu cac khang sinh khéc thudc nhdm quinolon, levofoxacin cé thé
giy ra hién tuong ha dudng huyét nhit a & cic bénh nhén bj bénh tiéu duomg dang duge diéu
tri biing thude ha dudng huyét hofic insulin. D&i véi cdc bénh nhan nay cin phai giam sat
dudomg huyét chit ch& khi st dung thubc.
- Bénh nhan dang dugc diu tri voi thude khang vitamin K: cén thiét phai tién hianh seng
song céc xét nghidm v& dong mau khi st dung thubc levofloxacin trén cac bénh nhin dang
duoce didu tri bing thudc khang vitamin K.
- R&i loan thin kinh: sy rdi Ioan than kinh ciing ¢ thé xay ra khi sir dung céc khing sinh
trong nhém gquinolon bao gbm ca levofloxacin. Tuy nhién rit hiém céc truomg hop ¢6 thé din
t6i trudng hgp bénh nhin ¢ y nght twr tir. Cén thin trong trong viée st dung levofloxacin
trén cac bénh nhin dang bi bénh hoic cé tién sir bi bénh rdi loan tdm thin.
- Kéo dai khoang QT: than trong trong st dung cic khang sinh nhom quinolon bao gbm ca
levofloxacin trén cdc bénh nhin co6 nguy co kéo dai khoang QT nhu: bénh nhin bi héi chirng
dai khoang QT bam sinh, sir dung déng thoi véi cac thube co kha nang kéo dai khoang QT
(thuéc c-héng trdm cam 3 vong, khang sinh nhém macrolid, thude diéu tri loan nhip tlr\r\l\ﬁl\nyﬁ
IA va III), ngudi cao tudi, bénh nhan bj bénh tim mach va rdi loan dién giai.
- Bénh 1y than kinh ngoai bién: khang nén tiép tuc su dung thuéc néu bénh nhan ¢é céc triéu
chirng bénh than kinh ngoai bién dé dé& phong nhimg tén thuong khéng thé hdi phuc.
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- Thudc gy nghién: khi bénh nhan dang diéu tri bang levofloxacin thi xét nghiém tim chat
gy nghién trong nuoc tiéu co thé bi duong tinh gia. Can thiét phai tién hanh cac xét nghigm
khac d3c hiéu hon.

_ Rbi loan hé théng gan — mat: & cac bénh nhdn bi cac bénh 1y nghiém trong nhur nhiém tring
mau, khi sir dung levofloxacin thi cé thé bj hoai tir gan hodc ning hon 14 suy chic nang. Do
d6 bénh nhén nén ngung su dung thudc va hoi v kién béac si néu cé cac déu hidu va tridu
chiing cua bénh gan nhu chan 4n, vang da, nudc tiéu sAm mau, ngaa...

SU DUNG CHO PHU NU CO THAI
Phu ni¥ ¢6 thai: chua c6 bang chimg 14m sang vé viée sir dung thudc an todn trén phu nit cé
thai nén Levojack chdng chi dinh trén phy nit ¢6 thai.

SU DUNG CHO PHU NU CHO CON BU
Phu nit cho con bu: chua ¢6 bang ching 14m sang vé viéc sir dung thudc an toan trén phy nir
¢6 thai nén Levojack chéng chi dinh trén phy nit cho con bi.

TAC DPONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC
Levojack c6 thé gy nhitng tac dung khéng mong mudn nhu 1 tai, chéng mat, budn ngu, réi
loan thi gide, ¢6 thé trd thanh mdt nguy co trong mdt sb truedomg hop nhir 14i xe hay vdn hanh
may moc.

TAC DUNG PHU

Céc tac dung ngoai ¥ mudn thuong gip khi sir dung levofloxacin:

Hé tiéu hoa
Thudng gip: bubn nén, tiéu chay.
it gip: chan #n, 6i mira, kho tiéu (ning bung), dau bung.
Hiém gap: tiéu chay cé méu, trong mot sb truong hop rét hiém gip 6 thé 12 viém rudt —
dai tring, ké ca viém dai trang gid mac (viém két trang ning).
Rét hiém gip: ha dudng huyét nhét 14 trén bénh nhan tiéu dudng.

Phan irng ngoai da va di (ng
it gap: nbi méan, ngira.
Hiém gap: ndi mé day, co thét phé quan/khé thé.
Rét hiém gap: phit Quincke (phu mat, ludi, hong hogc thanh quan), ha huyét 4p, sbc
phan vé hoiic giéng phan vé (phan tng dj tng ning c¢é thé gay chét dot ngdt), nhay cam
v&i 4nh sang; mot sb trudng hop ca biét bi ndi mun rdp ndng nhir hdi chimg Stevens —
Johnson (phan tting ndi bong nudc ngoai da va niém mac), hoai tir thugng bi nhiém doce
(hdi chitng Lyell: phan &g ndi bong nuéc trén da) va vidm d6 da da dang xuét tiét (ndi

mén viém dé va ¢ bong nude). Cae phan (ng da - niém mac va phan img phéﬁ@éﬁgj@ng
s e A T s o i % e "
phan vé dbi khi c6 thé xay ra sau khi dung liéu dau tién. 4

Hé than kinh
it gap: nhirc diu, o tai, chéng mat, mét ngad va budn ngu.
Hiém gip: trAim cam, lo s¢, phan tng loan than (kém 4o giac), di cam (cam giac bat
thuong nhu té, kim chdm va bong rat), run, kich dong, 14 14n, co giat.
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Rét hiém gip: nhuge cdm (giam nhay cam véi kich thich hodc giam cam giac), réi loan
thi gidc va thinh gidc, rbi loan vi gide va khudu gidc.
H¢ tim mach
Hiém gdp: nhip tim nhanh, ha huyét 4p.
Rét hiém gap: sbc phan v&/gidng phan vé
Co va xuong
Hiém gip: dau khdp, dau co, r&i loan gan co ké ca viém gan (gén Achiles).
RAt hiém gap: dirt gan, yéu co c6 thé ¢ y nghia dic biét quan trong trén bénh nhan bj
bénh nhuoc co ndng. M6t sb truong hop ca biét bj tidu co van.
Gan va thin
Thudng gip: ting céc enzym gan (ASAT, ALAT).
it gip: tang bilirubin va creatinin huyét thanh.
RAt hiém gip: viém gan va suy than cép.
Mau
it gap: ting bach céu 4i toan va giam bach cau.
Hiém giip: giam bach ciu trung tinh va giam tiéu cu.
R4t hiém gap: mét bach cau hat. Mot sb truong hop ca biét bj thifu mau tan huyét va
thiéu mau toan dong.
Cae tic dung phu khac
ft gap: suy nhurge, nhiém ndm va tiang sinh cac vi khudn khang thude khéc.
RAt hiém gip: viém phdi dj @ng, sét, tridu chimg ngoai thap va cic rdi loan khac vé phdi
hop co, viém mach méu di tng va cac dot rdi loan chuyén héa porphyrin trén bénh nhén
bi loai bénh chuyén héa nay.

TUONG TAC THUOC
Anh hwéng cia cic thube khae dén Levojack

Véi ion sit, cac thudc khang acid ¢6 chita ion magnesi hay nham
Levojack bi giam hdp thu khi sir dung cing v&i nhimg ché pham ¢é chita ion héa tri 2
ho#c 3 nhu cdc mudi sit hodc cac thude khang acid ¢é chira ion nhém, magnesi. Do do
khong nén sir dyng nhitng ché phim nay trong vong 2 tiéng trude hodc sau khi ubng
Levojack.

Vo1 suleralfat
Sinh kha dung ctia Levojack bj giam dang ké khi sir dung chung v&i sulcralfat.

Véi theophyllin, fenbufen va cdc NSAID twong ty
Trong mot nghién ciru ldm sang, khong thdy cdc tuomg tac duge doéng hoc gifta
theophylline va levofloxacin. Tuy nhién ngudng co gidt & ndo c6 thé giam déng ké khi
ding chung cac khéang sinh nhdm quinolon véi theophyllin, fenbufen va hodc céc thude
khang viém khéng steroid tuong tu hodic cac thudc khdc cé tic dung ha thip geudng co
gidt. Khi st dung levofloxacin ciing vé&i fenbufen, ndng d6 levofloxacin It&i/l(}/loéng
15% so véi khi stit dung mét minh levofloxacin. L

Vi probenecid va cimetidin
Probenecid va cimetidin c6 anh huéng dang ké dén su thai trir cia levofloxacin. Sy dao
thai levofloxacin qua thén bi giam khoang 24% béi cimetidin va giam khoang 34% béi

<
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probenecid. Do d6 can than trong khi sir dung levofloxacin v6i cée thube lam giam su
bai tiét cua levofloxacin & éng than nhu cimetidin va probenecid, dic biét 1a & nhimg
bénh nhan bj suy giam chirc néng thén.

Mot s thude khac
Céc nghién ciru 14m sang cho thdy rang dugce dong hoc cua levofloxacin khéng bi anh
huong khi sir dung levofloxacin voi mot sé thubc sau day: calci carbonat, digoxin,
glibenclamid, ranitidin.

Anh huéng cia Levojack dén cac thude khac

Cyclosporin
Thoi gian ban hiy ting khoang 33% khi st dung chung voi levofloxacin

Thubc khéng vitamin K
Lam tang thoi gian dong méu (PT/INR) va/hodc chay méu, c6 thé trAm trong, dd duoc
bao cdo trén bénh nhan dugc diéu tri levofloxacin phdi hgp v6i céc thube dbi khang
Vitamin K (nhu Warfarin). Do d6, cdn theo doi cac xét nghiém dong mau trén bénh nhan
duoc diéu tri thubce dbi khang vitamin K.

Thubc kéo dai khoing QT
Levofloxacin ciling nhu cac khang sinh khac thugc nhém quinolon nén sir dung thén
trong trén cac bénh nhan dang dugc diéu tri bang céc loai thudc c6 kha ning kéo dai
khoang QT (nhu thudc trj rdi loan nhip tim nhém IA va nhém 111, thube chéng trdm cam

3 vong, khang sinh nhom macrolid) ‘
Anh huéng ciia thire in dén Levojack: Khong cg su. lycmglac c&,y nghia giira thfrcé}v—é'i/
TUQ/'ﬁr TRUONG

Levojack. (*/(7 '
RV oy ¢ %, PTRUONG PHONG
- -. 'v_" = .b }

sU' DUNG QUA LIEU: ym ]/ulr; Jt’imf

thé thiy khi st dung qua lidu Levojack 13 cac tri@remfffig cua hé thin kinh trung uong

nhur 14 13n, W tai, rdi loan tri giac va co giat kiéu dong kinh, budn ndn, &n mon niém mac,

tang thoi gian QT...

Xir tri: Khong c6 thube didu tri dac hidu. Chu yéu 1a diéu tri tridu chimg: theo doi dien -
tdm do, sir dung cac thudc khang acid dé bao vé niém mac duong tiéu hga. Thim phan

mau bao gém tham phan mang bung va CAPD khong c6 hiéu qua thai @

ra khoi co thé.

levofloxacin
rd

BAO QUAN: Bao quan & noi khé mat, dudi 30°C, tranh 4nh sang. Dé thudc xa tAm tay tré em.
HAN DUNG: 24 thang ké tir ngay san xut.

DONG GOI: Hop carton chira 3 vi thudc nhém, m3i vi chira 10 vién nén bao phim.
TIEU CHUAN CHAT LUQNG: Tiéu chuin nha san xuét.
San xuét boi:

HEALTH CARE FORMULATIONS PVT. LTD.
C/8, Sardar Estate, Ajwa Road, Baroda- 390 019, An D{
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