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Rx Thudc ké don
g
g
{Levofioxacin dudi dang levof ihydrat)
D€ xa tim tay tré em
Doc ki hwdng dén st dyng trirde khi dilng
Thuée nay chi ding theo don thude
1. Tén thudc: LECFEX"
2. Thanh thudc: Mbi vién nén bao phim chi
Thanh phiin hogt chét:
LECIFEX"250:1 in hemihy in250mg
LECIFEX"500:L 500
Thénh phin td duge:
LECIFEX"250: 2910, G Cellulose vi tinh thé 102, Sil & keo, Magnesi stearat, Opadry white, Sat
oy 6, S5t ouyd ving.

LECIFEX"500: Hypromeliose 2910, Crospovidan, Cellulose vi tinh thé 102, Silic dioxyd thé kea, Magnesi stearat, Opadry Il white,
Ponceau 4R lake, Sunset yellow lake.
3. Dgng bdo ché: Vién nén bao phim.
4, M t3sdn phim:
LECIFEX"250 Viién nén bao phim dii miau hiing, mt mit c khic s 250, mot mat o khdc chir GLM.
LECIFEX"500Vién nén bao phim dbl mau hang, mit mit oo khic gach ngang, mét mat ob khic chir GLM,
5. Chidinh
Bidu tricd Bm khudn nhe, virava ning do cic g am géyra bao gh
Vigm phéi méc phai bénh vign.
Wigm phii mic phai chng dang,
~  NhiBmkhud 6w o biEn chirmg k& o4 viem thin-bé thin cip,
~  Mhim khugn da vama mé
—  Nhigm khudn da va mé mém cd bién chimg.
~  ViBm tuyén tign ligt vi khudn man.
- Laokhangthudc,
~  Nhidm khud @ tiét phire tap,
Do khing sinh flusroquinolon, trong g b Lecifex® lién quan d&n phdn img ob hai nghiém trong (xem muc Canh bao va thin
trong] v nhidm khuin durdng tiét nibu khiing phire tap & mit s8 bénh nhiin cb thé ty khél, chi nén sir dyng Lecifex®cha nhimg
bénh nhén tMﬂgoﬁlUﬂ nhun digw trjkhdc manru&

phi qué

Do khding sinh ﬂuemumulon lmne ddcd I.eclle:'llen quan dén phin (mg cd hai nghiém trong (xem myc Canh bdo v thin
trpng) v dot nhidm khudn cdp cia viém phé quan man tinh & mdt 56 bénh nhan cd thi ty khéi, chi nén sir dung Lecfex®cho
hiin khiing cd lirach Butrf khie thay thé,
— Viém xoangcip tinh do vi khudn
Do khdng sinh fluoroguinolon, trong do oo Lecifex® lign quan dén phan img od hai nghiém trong (xem myc Cinh baa va thin
trong) vé vidm xoang cip tinh do vi khudin & mdt 53 bénh nhin b the ty khai, chi nén sir dung Lecifex® cho nhirmg bénh nhin
khiing cd lura chon digu trj khac thay thé.
6. Libu diing va cach ding.

Lidu disng
nrgmim;
- 4cpha ikn: 500 mg/1-2 fn/ngly trong 7- 14 ngay.
- mmnhﬁmicpmmngaaq mmgjmn,rmy trong 5 ngay.
g nifiu cb bidn chimg ké ca vié bié thin cip: g/lan/ngay ng 7 - 10 ngay.
- Nhié n da va md mé chirmg: /l3n/ngay trong 7 - 10ngdy.
- Nhié din dava ma miém oo bién chirmg: 750 mg T g 7-14nghy
- & it vi khudn man: Al ngiy 28 ngiy,

—  Laokhang thudc (nhidm hhuinw:l:lmin!m] 500- 1000 mg/1in/nghy. Phiisi dyng két hop vii cac thudic khdng lao ke,
Phic db didu tr nhiéu logi thudc thurmg dugt dura ra trong 12 - 18 thang khi mac phal trye khwdn lao khdng rifampicin; trong
m !4 uaang khi mic phil cic ching khéna isoniazid vh rifampicin; hajc trong 24 thing khi mic cic ching khing isoniazid,

v/ hod
B T trmg it \ddne ohiftc tagi: 3 g 3 ngay.
P 4n cdp oisa viem phé qud i gay, trong 7- 10ngay.
ik 5 dod khod 1g/Hin/nghy, trong 10- 14 ngay.

de trong truréng M’psll\r ﬂlin Mé:wileu kheri du khéng ddi & bénh nhin suy thin, cic [Bu tidp theo oia levofloxacin nén
dugre digu chinh dya inin (CC):
- €C20-50ml/phit: umuéptrmgmm mc.m(:a
— CC10-19 mi/phit: Lidutiépth 50wl 11 thubng
= cr:< 10 mi/phiit [ln!c.# henh nihln dang thim phin mdu hay thim phin phic mac): Gidm 1igu thang thudmg 250 mg/ngy hay
q/nghy g (mig mBi 48 hodc 24 gitr.
Cachdiing
Ung i mit ly d3y, co thé udng i o, khiing uds acid & i
7. Ching chidinh
Bénh nhin cd tidn sirqua min vel levef) b &c khing khulr k s
Ngurtri bi bénh dgng kinh hay cé tign sir bénh gan :Io st'rdungﬂuomqulnm.
Bénh nhén thifu hut GEDR.
Phy nir cé thai va dang cho con b,
Tré em v thanh thiéu nidn,
&ﬂnhmﬂmnmumlwumu&
Ean. Nguy y tiéng chi yéu & bénh trEn 65 tudl, dang di eticold, Ngung dling thuc néu
xuil hign dnu hoec\nem gin
thin
C3n thin trong khi sir dung cho nguin bénh cd cac bénh by trén thin kinh trung vong nhar déng kinh, xo cirng mach ndo vi cd thé
tdng nguy corco glge.

han bi bénh nh

Phan img m3n cm, thim d||sucp11invé khlsudlmgcatqumnlun. gomca a3 Canngimg thudc
ngay khicd céc Adp hdgcrtrithich hop

Vidm dgi ang gia do G ifficit d ""haodnvﬂinmiu i inh trong di in, cathé xdy ra tir
mirc 46 nhe d8n de doa tinh mang, Cla.uu v chiin dodin ch

p tiéu chiy iy ra trong thér gian ngs hdang
=i dyng khang sinh dé ca bién phap wirtrithich hop.
Mintﬁmvﬁ anh sansmuzaomm binh dén m; A5 duge bido cio véi nhiku khang sinh nham rluuroqunnlm. trong 46 ¢
levfl i xic trure tidp v g trong thisi gi iva 48 gity sau
Sirdyngthan trong & nhimg bénh nhin &; bénhdal thio dutng
S(r dyng cée quinalon cd thé gay kéo dai khodng OT trén dién tam db & mdt s& ngwdi bénh va mit 58 hiém ca loan nhip. Do dé cén
trénh sir dyng trén cac nguri bénh sﬁnoﬁ khodng QT kéo dill, ngudn bénh ha kalimiu, ngurin bénh dang sir dung cie thuc chéing
loan nhip nhomlh[wlnldm. 1 1 sotalol...).
& hén: Digu chinh liBu dira v dé thanh thai creatinin.
Céc phh irng £6 hai nghiém trong of kha nang khang hi phuc va gly thn t3t, bao gbm viém gan, dit gin, bénh Iy thin kinh ngoai
bién va cac tdcdung hit Bl trﬂn thin kinh trung womg.
e khing sinh nham f) déén cac phin img cd hai nghiém trong oo khd néng gy tan tit va khang hii phuc
trén cic hé coquan khac nhau el e thé. l:ic phiin (g niy o6 thil xudt hién d8ng thed triin cing bénh nhdn, Cic phan dng eé hal
thurémg durere ghi nhdn ghm vigm gan, dirt gan, dau khop, dau co, bénh iy thin kinh ngoai vi va cac tc dung bt Igi trén hé thing
thian kinh trung wong {40 gidc, lo du, trbm cam, mit ngd, dau diu ndng v It lin). Cac phin tmg ndy oo thé sy ra trong vong vhl gitr
dén v tudin sau khi sir dyng thudc. Bénh nhan & bt ki twdi ndo hodc khang cb yéu 18 nguy co thn tal tir trude déu cd thé gip
nhirng phan tmg cd hal trén,
Kgirmg sir dyng thudc ngay khi cd ddu hiéu hodc triéu chimg dau tign cla bat ki phin (mg cd hal nghiém trong ndc. Thém vao dé,
tranh sir dyng céc khang sinh nham fluaroguinolon cho cic binh nhiin d3 tirng gip cic phan (mg nghidm trong lign quan dén
fiusroguinolon.

9,50 o B
Khiéng cd céc dir klentr@a ngLris. Domﬂuarwumolon g&vlhoal Ma (=T khap mang trong frgng co thé & ddng vt chura trudmg
thanh, levofl yén ding cho pl

30 ik b At . P e A e )

Levoflowacin cd thé gy ching mit, nén xic dinh s nhay chm niy trude khi diing trong khi i xe hodevin hi méc.

11. Tumm.umutmmu&
Ank & pra
Mudsi stit, thudc khd h
Mudi sat, thufic khing acid chira magnesi holic nhim, didanosin {chi cic san phm didanosin virl nhdm hodc magnesi chira cac
chat dém) ca thé lam gidm hdp thu Ding g thin wiri multi-vitamin oé chira kiém [am gldm hiip thu
durtmg uding ciia fl i Dods, &n disng cac ché phim cd chir trf hai hodc ba nhe mudl sit,
ho&cthuﬁcl:hélgath‘lchua mngneﬁhnk nhém, dldanoslm{chlcécoﬁngﬂm didanosine uﬂ‘nhﬂmhﬂkmilﬂmmﬂlﬁ
&) trudehod 2gi0 diimgh i Mudi 3nh hudng t8] this dén syrhdp i
Sucralfat:

Sinh khd dung cla levofloxacin gidm ¢ ¥ nghia khi thulic duge ding chung vir sucralfat. Néu bénh nhin dang ding dng thrt
sucralfat v levoflaxacin, t6t nhit nén ding sur_mfat 2 gitr sau khi ding levafloxacin,

fenbufe thudc
Trong hid 1 siing, khéng thify clc e dirgre ding h levofloxacin v theoph Tuy vy, ngudng cogidt
& nlio co the gib ing ki ki di i 3 (=13 i khiing: cac thudc khac cf de

[FIETIG TV S ST, e TR
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3 250me. -
I.Eam‘san fl hemihydrat tucng in 500 g,
n-dnhpnﬁnmdm
llose 2910, C Celubose vi tinh thé 102, Silie dioxyd thé keo, Magnesi stearat, Opadry white, St
wwdh.sétuwduem
LECIFEX "500: 2910, C Cellub tinh thé 102, Silic dioxyd thé keo, Magnes| stearat, Opadry Il white,
Ponceau 4R lake, Sunset yellow lake,
3. Dang baochif: Vidn nén bao phim.
4. Mé th san phim:
LECIFEX 250 Vién nén b phim dai mit mit Sc 56 250, mgt mdt cd khic chir GLM.
LECIFEX"S00 Vién nén bao pmm dal mau hiing, mit mit oo khic gach ngang, mt mit cd khie chir GLM.
5. Chidjnh
DBy tricic nhigm khudn nhe, vira va ndng do caovi khulin nhay chm gy ra bao gbm:
— Vi phdéi mic phail béah vidn,
- Vigmphdi mkehit:maans
~  Khidm khudn dutn himg ké ci than-bé thn cip.

. NhiBm khiidn da v mi mim khang i chimg

o e e e b

~ Vi tuyn tien 18T vi khulin man,
- Laokhdng thude.
- Mhimkhud, Jrig bt niéu khéing phirc taip.

Da khing sinh ﬁuomqnlm]m trong dé co Lecifex® lién quan din phin (mg 6 hai nghidm trong (xem myc C3nh bio va thin
trong) va nhidm khudn dutmg tit nidu khéng phire tap & mét 58 bénh nhan oo thé ty khél, chi nén sir dung Lecifex® cho nhimg
bénh nhln khéng e liea chon didu tri khac thay thé,
—  Dgtnhifm khuln cip cia vidm phé quan man tinh,
Do khding sinh fluoroquinalon, trang d6 c6 Lecifex® lién quan d&n phan g cd hai nghiém trong (xem myc Cinh bio v thin
trongl v det nhidm khulin <lip cda viém phé qudn man tinh & mot 58 bénh nhin cd thé ty khdi, chi nén sit dung Lecifex®cha
nhimg bénh nhin khang cé lya chon digu trj khac thay th,
Vidm koang cip tinh dovi khudn
Do khing sinh fluoroquinclon, trong dé of Lecifex® [n quan dén phan mg o hai nghiém trgng (xem myc Canh bao vi thin
trong| v viém manscsp tinh do vi khudn & mdt 58 binh nhin cd thil 1 khi, chi nén sie dyng Lecife® cho nhiimg bitnh nhan

khing cd lyrach 1 thay thi,
6. Liku diing vi cich ding
ding
ot fdn:

— Vigm phdl mic phii bénh vién: 500 me/1-2 [3n/nghy trong 7 - 14 nghy.
wemphmmkwlmaw 750 mg/in/ngy, trong 5 ngay. -
- £ bifin chirng ké ci viém thi '-‘min:ip 250 mg,/fin/ngay trong 7 - 10 nigay.
- Nﬁhﬂ-uindauﬁmomlmnmg” hi gy trong 7 - 10 ngay.
~  Nhidm khudn da va mé mim cd bidn chimg: ?sumgﬁin:nga\rnm? 14 ngay.
\rle-mu'.inllinﬂ!lukhuhmm 500 mg/[3n/ngay trong 28 ngay,
- hudn lao): 5001000 mg/IEn/ngay. Phi si hopwdi cicthusc kh
phacaaalamq nhPéuluaI thudc thurtng duaic dira ra trang 12 - 18 thiing khi mic phal true khudn lao khang rifampicin; m
18- z.srhangkmmécphé.d:chungkhén:uunmdvanlampim hodc trong 24 thang khi mic céc ching khing lsoniazkd,
hambutol, vi/ hodc
Nmémkhuinamnétmeuu\onsuhm!ap 250 mg,lan/ngay trong 3 ngay.
Bytnh phil quiin man tinh: g/lin/ ngay, trong 7 - 10 ngiy.
wemnoanusmlmaowmin 500 mg/[hn /gy, trong 10- 18 ngay.
Mic dis i2u khirl @3u khong ddi & bénh nhin suy thin, cac Bu tidp theo o flaxacin nén
ﬂ‘u'u: digu chinh diyra vao 8o thanh thai creatinin (CC):
—  £C20-50ml/phit: liéuheplhendimmﬂl nira.
~ CC10-19mlfphit: Ligy an % théng thirimeg.
- CCx mnﬂ.fnhuuucébmnhanaargmm phin mau hay thdm phan phic mac): Glam HBu thang thirtmg 250 ma/ngy hay
500 mg/ngay xudng 125 mg tiromg tng méi 48 hodc 24 gier.
Céchdimng |
Uiing thudc vai mit ly nutre diy, cd thi uling I ddi bodc no, i ¢ thubic khang acid chil amagnest.
7. Chéng chidinh

hm 5 tiBn sir qud mAn vt in hay cac thudc khdng khulin ke thude nhom quinok

bénh gan do sir

Bénh nhdn thiu hyt GEOP.
Phy nir cdthai va dang cho con bad,
Trik em va thanh thidu nién.
a.ch 5 -
Thng nguy corviém gan v dit l,én Nguy conay ting chi yéu & bénh nhiin trén 65 tudi, dang dung corticoid, Ngung ding thudc néu
wudt hign dau hodc ﬂ!mﬁn

Sirdyng thuc

Cn than trong khi sir dung cho nguirl bénh od cde bénh iy trﬁn thin kinh trung wrong nhy ding kinh, xo cimg mach ndo vi cd thé

Banh nhan bl b&nh nb

ting nguy corco gifit,

pmmgman;an chhls&phénvéﬂusudul‘d(mdmlonbw i cé levefloxacin &3 durge thing bio. Clin ngirng thutic
khi P cAchidn i thich hop,

Vigmd: i tring mang gid o difficil A3 duge bio chover nhi!uJollkhinaslnhtmnlab:omuﬂoncm,mthid\rraw

rnm: dd nhe dén l'ledba tinh mang. l:!n lruy chiin dodn chinh xdc cic trueang hop tiéu chiy xdy ra trong thiv gian nguii bénh dang

N cam v dnh sang mire dé tir trung binh di‘n niding ua crwc béo r.iu \dl nhmu lmang shh an ﬂuoruqmnnluﬂ, trong do cd

lewoftoxacin, Ngumbeq\hcintnnhuép tryec P nh

Sir dyng thin trong & nhir diing thudc tr dii thio duimg.

5{r dung e3c quinolon oo thé gly kéo dai khodng amn i thrm @B & mit wum bénh vis mt 58 hifm ca logn nhip. Do 96 cin

trénhsu‘d\msr.rén cac ngutr bénlisin co khodng OT kéto dai, nguﬂihenhhahh mdu, ngudri bénh dang sir dung cic thudc ching
o A laubnidis Jhodc nhd 1 sotalol...).

Onhing : Bieu chinh ligu d thanh thai creatinin.

Céc phin img cd hal nghidm trong i khd ning khang hii phuc va gy tin tt, bao gbm vidm gin, dirt gan, bénh ly thin kinh ngoa

bién v cic téc dung bt gt trén thhn kinh trung wong

Cackhd h rehdim 6 ik din cac phn tng cb hai nghiém trong co khé ning gly tan t3t vi khing hai phuc

trén céc hé co quan khac nhau cia co thé, Cac phan img niy cd thé xudt hidn ddng thir trén cing bénh nhin, Cie phin img e hal

thurérng dugre ghi nhin giim vidm gan, dirt gan, dau khop, dau co, bénh Iy thin kink ngoai vi vi céc tac dung bét Igi trén hé thiing

thiin kinh trung Lromg {30 gidc, lo u, tram cam, mt ngl, dau du ning va 10 13n). Cic phin (mg ndy cb thé sy ra trong vong val gitr

dén vai tudn sau khi sir dung thude. Bénh nhin & bt ki tui ndo hodc khéng cd véu t8 nguy oo tin tai tir trude dBu oo thé gip

nhirng phin dng cé hai trén.

Ngimg sir dyng thudc ngay khi co diu higu hodc trigu chimg dBu tién oda bat ky phdn ing cd hai nghiém trong ndo. Thém vio dé,

trdnh sir dyng cc khang sinh nhém flucroquinolon cho cac bénh nhin 43 timg gdp cac phin dng nghidm trong én quan dén

fluoroquinolon.

9. 5ir oo thal v ch b
Khéing cd che dir kifn trén ngiin, Dow: By thodi héa ede khes g trong hegng co thié & dgng vit chira truding
Shkoiy vo phy nirc6 thai vb ch b

10, Anh hurémg khd ning 141 A i iy me
Levofloxacin cé thé giy nén xac dinh s nhay cim nay trude khi khi 12i xe holic vén hanh may mic.

11, Tororng tic, turomg ky clia thude
A b A
Mudi st, thudic khdng acid chira hioic nham, didy
Musdi sit, thuic khang acid chira magnesi hodc nhém, didanosin (chi céc sin phim didanosin wii nhém hodc magnesi chira céc
chiit dém) o thié lam gidm hip thu Ding ddng thii fi varl multi-vitamin ci chira lém lam gidm hdp thu
Mgnﬁngcuamnmwlmlun Do dd, khang nén ding cac ché phdm cd chira cation haa trf hal hodc b il sdt,
hodc g acid chira magnesi hode nhim, did {chil cac ching thif wiii nhém hode chira cac cht
diém) trirdie hodc sau 2 gh in. Mudi cakel o6 dinh hurdmg 61 thid d&n sy hilp thu diritng uBng cia levofloxacin,
Sur_m\l,ﬁx
Sinh khi dyng cia levoflaxacin gidm cd y nghfa khi thudic durgre ding chung M sucralfat. MEu biénh nhin dang ding dong thir
sucralfat in, 1t nhat e 2gi

fenbufen hedic thue chéing vié tercrng b

Trang mat nghién uml&mséna.khéns Ih&vcéctmta:d\ldcdlhghucma in v in. Tuy vy, ngurdh 3
#niio cothEglim ding kS khid a1 tidng vidim khbng iy chc Ehmafic kot
dyng hathip giat. NBngdd § hiem khoding 13% khicd mit fenbufen so wi khi sird 2 i
Probenecid va cimetidin:

Chn thin trong khi ding levofloxacin ciing véi cic thubic the ddng 1én sy bii tiét Sng thiin s prabenecid vi cimetidin, dic biét &
bénh nhan suythan,

4 Ak - 13; " 4

fa? i A in tang 33% khi di

Chit dd'ik\’mlq witawmin K: Lemﬁmatln cathé lam tang téc dyng chiing dong mau cla warfarin, Ting thiv glan dong mau (PT/INR)
vifhodc chiy méu, cb théé trim trong, 45 duge bio cio trén bénh nhin dugc diu tri levofloxacin phéi hop v thubc dﬁi khéng
vitamin K {vi dy warfarin). Do d6, cin theo d8i cic xét nghidm dé n biénh nhan dugre did tri thudc di khi
Thude dipe bigt dén kéa dai khodng QT Nhu céc lan khac, in nén dirge ding thin trong & bénh nhidn dang
diing thud duegte bidt ditn kéo dil khodng QT (vd thutc cn&uloan nip nhom 14 v i, thudc chiing tram cdm ba ving, macrolid,
thudc ching logn than],
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12, Tic dyng khiéng mong mudn cla thulc

Hi cor quan Thirdmg gip It gap Hidm gip Chura it
{>1/100 difn <1/10) 121/1,000 dén <1/100) | (>1/10.000 déin < (Khéng thé dy dodn
1/1.000) durgre tir diF lifu o sin)
Nhim khidn v Nhidm ndm bao ghm
nhifm ky sinh nhidm nim Candida
tring Khiing tic nhin gay
bénh
R fogn mdu vh hi Gidm bach ciu Gldm théu chu Gibm toln thé huyét chu,
bach huyét Tang bach chu wa eosin | Gidm bach ciy Mt bach ciu hat
trung tink Thidu iy tan huyst
Réi logn hi mién Phi mach 5dc phan vé
dich Qud min
Ré logn chuyén Chanan Ha duong huyét dsc | Tang duemg huyet
hida vi dinh dirng 1 bigt & bénh nhin Hin mé ha dutmg huyét
e L dii thdo duimg
Ril logn tam than | MAtngh Lo du Phia dng loan thin | Réi bogn thm thin véi hinh vi
Tinh trang I tin kinh (vi dy da gide, g gy niguy hidm trong 86 cd
Cang thing hoang tirting) ¥ turdmg tur sdt hode of ghng
Tl cim il
Lo lng
Gldc mo bat thuimg
Ac ming
R logn hé thiin Bau dau Mgl ga Lo gigt Bénh thin kinh ngoal
kinh Chéng mdt Run Dj cdm bién cim gidc
Rii loan v gidc Logn khiru glic bao ghm
mit khiru gidc
Rl loan vén ddng
R logn ngogl thap
Métvigidc
Tang &p ndi solanhtinh
Ri boan mdt Rdi logn thi gidc nha | WM&t thi e thodng qua
nhin mit
R6l loan tal va mé Chéng mit U tai Mt thinh huc
dao Glém kha ndng nghe
R loan tim Nhip tim nhanh Khip nhanh thit, c6 thé
Hii hip dinténgimg tim
Logn nhip thit va xodn
dinh
Rl loan mach Ha huyét &p
Rl toan ha hip, ¥ha thér Co that phé quin
IBng ngye va trung Vidm phii d] img
thit
Réli loan téu hda Tids chiy Bau byng Tidu chay - xudt huyét
Nén Bay hoi mi trong tritng hop rit
Budn nin Khd tidu hidm gip cd thé la diu
Tao bén higu cha viém rufs, bao
§om ca viém dai trang
gidmac
Vigmtuy
Rdl bogn gan mét Men gan thng (ALT/AST, | Téng bilirubin huyét Vang da v tdn thuong gan
ki#m phosphatase, OGT) nghiém trong, bao gom cd
cc trwdmg hop suy gan cip
tinh géy tiF vong, chil yéu i3
viri e bénh tim Sn nghigm
trong
ViEm gan
Rl lagn da va md Phit ban Hesai tir thirgng bi nhifm dic
dur da Ngira H§i chimg Stevens-johnson
M day Héing ban da dang
Tang tidt md hoi Phan img nhay cm dnh sang
Wigm mifng
RSl logn cof xurong Bau khip Rii boan gan k€ ci vigm | Tiéu co vin
khérp va mé lidn Bou cor giin {vi du gan Achilles) | Bxit gin
it Yéu oo oo thé cd y nghla | D diy ching
dic biét quan trong & | Rich cor
nhirng bénh nhan bj | Viém khop
bénhnhirgron
151 logn than vi Tang creatinin huydt | Suy thin cdp (vi du
it nidu dowiém thin ké)
Cac 8l logn chung. Suy nhurge 56t Bau (bac gbm dau humg,
i tinh trang tai chd Agure va tir chi)
Ngumg si il i bidc 57 s Bénh nhi den hsic dau ghn, tidu chiy L el trn trong:

13. Qud i vi cdch el trf

i Khéng b 4 I ’ i x 1 djnh cda thude.
X tri: Trong truritng hop qua ligu clip, m ring da diy bling cich gy ndn hodc rira d3 day. Can theo d&i ngui bénh va didu tri hd
trgt nhir kidm tra chire ndng thin, cho ufing cic ché phim khang acid chira nham, magnes| hay calcl d€ fam gidm hip thu

. Candin tA B d dich cho Bnh nhE
14, Bc tinh duge lychge

Nnam dugc ly: hguinalon—nham fl

M3 ATC: JOIMALZ,

I At thuBenh & phé khing el e Ay i

dem i A clia ADN gyrase {topoisomerase), |3 mt enzym cin thidt cho si sao chap ADN eda vi khudn, Co ché tic dyng cia
levofloxacin uaca: lehéng sinh ﬂummlwn khic Hién quan dén wﬂcdﬁenwm topoisomerase IV vi DNA gyrase (cd hai diu [
h hép, phign mE, tu sira va ADN,
o dv!lac c&ng clia cac khing sinh thude nivém flusroguinelon, k& o3 levofloxacin, khic wéi cic khdng sinh nhdm penicilin,
lycosid, macrolid, va Do dé; céc chilng vi khufn d& khing véi coc nhém khdng sinh ndy cd the
nhaydmuﬁlwﬂﬂ:ﬂulnvatﬁ( quinalon khic.
Levolfl 8 khidng khudn g ebm cé

kv L 3 vl b

—  Vikhudin Gram §m hidu khi: Exherknhm:r, ime, P il
i i i, Enterohacter cloocael.
\-"l khudn Gram dwna hidu khi: Stapt 3p (5. aureus, 5. hyticus), u {kE ci céc chiing
Streptoc us, (E. faecalls).
- quﬂnu:moé thié irc ché sy tang tridmg cia trye khudin lao (Mycobacterium tuberculosis) vi do 86, cé the cho ket gud &m
tinh gid trong chiin dodn vlkhuinla

Caevi khudin khae: Chiamydi )
Ma:wﬁcﬂsvﬂ i va mt khabe, it 58 vi khudin g8 khdng wir cae lusroquinolon
15, Bctinh dugc ding hoo
Hip the: Levoflewacin duge hip thu nhanh v hiu nhu hoan toan sau khi ubng, nBng d dinh trong huyét tromg dat duge trang
wing 1 gitr sau khiding 1 liBu,
Phin bd: Thudc duge phin bé & cer thé ki ¢l i Equin va phdi i
nio:uu turcing i keém. N?m;nbﬂwﬁcunngm;:hﬂlﬂwmum;mmﬂp 2- sﬁlnsavd'l nwdétmn;hw!um
lién két khodng 30- 40% it turong, Thié tich phin bé trung binh cla levoflaacin thutng trong khodng
tir 74 - 112 L sau khi dling liéu don va cic liEu 13p lal SDG mg.
Chuyén haa: Lemﬂmclnlthlchw&hﬁt&nguuﬂw“ thii trir chil yéu d ¢ i & 1 VONg
48 gity, trong khi chi durdi l!‘ clia |I§u duu tim lai dwt trong phin \mlll 72 gidr. Dmfn 5% cla IIIGR iy sir dung tim lal duge trang
murdre tiéy durdr dang cée chit N-omyd. Cac ch & ay it 6 hoat tinh dugcly.
Thai trir: Nira Mthéum clia Imnmaaclnla{: £ ghiv, nhurng thin glan niy of the dai hen bngu&liwth«ln. Levoflaxacin m: btl
it nhigu durdi dang khiing 8, chi yu trang . Thuc khéng b beai bé b phapthim
mHng byng.
16. Quy cich déng gbi
LECIFEX"250;

Hép 1 vl nhém/PYC-PVAC x 10vidn nén bao phim,
Hép 2 vinhém/nhém x 6 vién nén bao phim,
Hip 1/2vinhdm/nhimx 10vién nén bac phim.
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Rii logn chuyén Chan: dn Ha dundmg huyit dic Tang duirng huyét
haa va dinh duiing biét & bénh nhén Hén mé ha durng huyst
L, dii thio duing
RéSi bogn thm than MEt ngt Lo du Phan g loan than R loan tam thin v hanh i
Tinh trang 10 tin kinh {vi dy &0 gidc, i gy nguy hiém trong dé b
Ciing thing ang turdmg) ¥ tuémg by sit hede cb glng
Trim cAm tytir
Lo idng
Gilic o bt thukmg
- [ Ac méng
Rl logn hé thin Dau din Mg gh Co gijt Bénh thiin kinh ngoai
kinh Chang mat Run Djcam it cim gldc
i boan vj gidc Logn khiru gidc bao gbm
mit khiru gisc
i logn vin ding
Rl loan ngoal thap
Mt viglac
Tang 4p ndi sg lnh tinh
Rl loan mét Réi logn thi gidc nhir | Mt thi luc thodng qua
nhin mé
Rii logn tai v mié Ching mat Utal At think e
dao Gidm khi ning nghe
RSi logn tHm Nhip tim nhanh Nhip nhanh thit, cé thé
Hai hap dinéi ngimg tim
Lagn nhip thit vi woln
dinh
Rii logn mach Ha huyt ap
Ri logn hit hip, K thdr Co thit phé quin
[Beg ngwe v trung ittm phdi dj img
thit
R logn tiéu hoa Tiéu chiy Bau byng Tiéu chéy - xudt huyét
MNén By hot ma trong trwdng hep rit
Bubn ndn Khés tiéu hiém g§p co thé |k diu
Téo bén higu ela viém rugt, bao
gdm ch vigm dai trang
i mac
Vidm tyy
Rl loan gan mit Men gan tang (ALT/AST, | Tang bilirubin huyét Ving da vh tdn thuong gan
kitm phasphatase, CGT) nghidm trong, bao ghm
edc trriing hop suy gan cip
rinh gly tir vong, chd yEu 1
wirl cAt bénh tigm &n nghidm
trong.
| Viémgan
Rl loan dava mé Phat ban Hogl tir thirgmg bi nhidm dijc
durdrl da Ngira Hai chirmg Stovens-lohnson
ME day HBng ban dadang.
Tang tiét mB hé Phén img nhay cim dnh séng
Vidm migng |
Rii logn cof xuang Bau khép REl boan gin k8 o viém | Tiéu oo vin |
khép v mé fidn Bau co g4n (vi dy gin Achilles) | Bt gin
kit Y o o th od § nghia | Bt diy ching
dc bidt quan trong & h oo
nhitng bénh nhin b | Viém khép
hérﬂlntum:m
Rii loan thin vi Tang creatinin huyét Suy than cdp (v dU
tidt nigu dovigm thin kE)
Céc rdi loan chung Suy Ahwge Sat Bau (bao gim dau kmg,
wa tinh trang tal chd mgyrc va b chi) ‘
Nguma....u..,...,.w,..mu..‘ i j viém hadc dau gi néudﬁul&éudalhnknunhuimmng
Théng bio ngay chobicsThas 5 hai gip phii kh
13. Cud 1iBu va cach xirtri
Qui 3w Kheg b o0 ibu v sieciying thue qui b, Khéng iing qus lidu ekl SethiigE
XiF eef: Trong qui li8u c3p, lam ring da day biing cich ghy nén hajc rira da divy. Clin theo d&i ngurtr binh vi didu tri hd

trey nhis kiém tra chife nding thin, cho uding cdc chié phim khang acid chira nham, magnesi hiay calci dé 1am gidm hip thu
levofloxacin. C3n duy tri bis dd dich cho bénh nhin.

14. Bjctinh durgciyrc hoo
Nhém duroe by Thude khing
M ATC: J01MALZ.

1 in 1 mit thudc nhom s phid khang khudn rg l.mﬂm:lnll:céﬂsbimdch (e chi tiduy

dom vi A clia ADN gyrase (topolsomerase), |8 mdt enzym cin thigt cho sy sao chép ADN clia vi khudn, Cor ché tdc dyng clia

levofloxacin v cic khang sinh ﬁuomquumnkhéc lién quan dién sy drc chi enzym topoisomerase IV v DNA gyrase [ca hai déu |3
ép, phiénm§ (ra v a1 16 hup ADN.

Car chi tc dng clia cac khiing siah thude nhém ucroquinalon, ke ¢ levafloxacin, khde vt ¢a¢ khing sinh nhém penicifin,

Depllalmmr]n anllmgl\-cnmd miacrolid, va tetracyciin. Do d6, céc ching vi khun dé kiving vai cac nhém khang sinh ndy co thé

hay fl v ca don khic.
Levofloxacincd phé khang khudn rdng gbm cacvi Am v Gram duenged & Him séng:
- Id|u§n & Esche.r'k' coli, i Py drabili L o
i i is, Legionelia ila, Enterobacter cloacae!.
- Vi khudn Gram dl.rtmg tidu khi: =p (5 oureus, S. hyticus). (ké cd cde chiing
khing penicili splE. foecalis).

~ Levofloxacin c6 thif tre chif sy ting trudmg cda tryse khudn lao [.I\ob-wbum:num tuberculosis) va do dé, oo thé cho két qué &m
tinkgld m chin dnén wi tl’min tao,
i :
Mécdud&oﬁwﬂ!th&n&d\éﬂglh in va it vii flusroquinolon khie, mét <6 vi khulin 38 khdng wai cic fluoroquinolon
khac ca thé nhay cam v levofloxacin.

15.Djc tinh dure ddng hoe
Hép thu: Levofloxacin dugc hip thu nhanh va hiu nkhu hoan tedn sau khi uing, ndrg dg dinh trong huyt twong dat duge trong
whing 1 gitr sau khi ddng 1 1w,
Phdn bid: Thude durge phin bd vao trong cic mé cothé ke ca nig hé quan va phéi, nhimg i nhiip vl dict
rdia tly tiromg d8i kém. NBng d6 thubic trong mé phéi théng thuemg cao h:m gip 2 - 5Bn sovai nEmg dé t.mng uyét tmmg.
Levofimacin lién kit khodng 30 - 40% vl protein huyst trong, Th tich phin bl trung binh cia levofloxacin thutmg trong khodng
tir 74 - 112 Lsau khi diing lidu domn vi i iBu i lai 500 mg.
Chuyén héa: Levoflmacin it bj chuyén hoa & ngurii va duge thil trir chi yéu dudi dang thube khng 381 trong nisdre tiéu trong vong
A8 gity, lrons I:nl chl durdri 4% chia Iﬁu uunu i li durgre trong phan trong 72 gier, Dudi 5% cia mét i3y sit dyng tim lai duwge trong
NN acchat 3 N-corydd, Cic chit chuyén héa riy it e heat tinh dugre .
Thai trir: Nira diri thai trir cha levofloxacin 3 6 - 8 gidr, nhurng théd gian na\reﬁmédm hom & ngudi suy thin. Levofloxacin durge bai
it nhidu dudd dang khéng 861, chd yu trong nude Héu. Thusc khiing bi logi bb bling phueng phip thilm tich mau hay thim tach
mang byng.

16. Quy céch déng gdi
LECIFEX"250:
Hap vl /PVC-PVAC x 10vién né P
Hésp 2 nhémy/nhém x & vién nétn bao phim,
Hip 1/2vi nhdmynhsm x 10 vién nén bao phim.
LECIF i
Hép Lvint WC-PVAC x 10 i &n bao phi
Hép 24 nhém/nhém x 3 vidn nén bao phim,
Hop 1/2/10vi nhém/nhém x 10 vién nén bao phim.

17, Biku kign bio quin: D& noi khd rio, trinn anh sang, nhiét 84 khong qua 30°C.

18 5

19, Tidu chufin chit hromg thude:TCCS

20.Tén, dfa chi cisa cor st sdn xudit:

CONG TY TNHH DUGTT PHAM GLOMED
Bia chi: 58 35 Bal L Ty Do, KCN Vigt Nam = Singapore, phuwimg An Phi, thinh phil Thudn A,
tinh Blnh Dureng. T 0274.3768823;  Fax: 02743765095

Abbott  Chisé hiru ABROTT ARL

TOA-FED
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Rx Prescription only

Leafex

OZROST/ED

in as

4 V
if in h ydrate)

Keep out of reach of children
Read the package insert carefully before use
Prescription only

1. Product name: LECIFEX"

2.0 Eachfilmc contains:
Active ingredient:
LECIFEX" flecacin hemifyd valent to in250mg.
LECIFEX"S00 i ! ! in 500 mg.
mmmmwedm:
LECIFEX® m 2910, Cr i ¥ ne cellulose 102, Colloidal silicon dioxde, Magnesium stearate,

Opadry ke, Sunset y

Op-dr\r
LECIFEX" 500: H\ipmﬂrjose 2910, Cmspmidun!. Microcrystalline celulose 102, Colloddal sillcon dioxide, Magnesium stearate,

!.thmwlhm- Film coated tablet

4. Product description:
LECIFEX"250 A capsule - shaped, pink, flim coated tablet, ed with 250 ide. deb d with the letters GLM on the otier
siche.
LECIFEX "500 A capsule - shaped, pink, film d tabl d d deb with the letters GL side,

5. Indications

— Hospital-acquired pneumania.
- Community-acquired preamonia.

= G v
L i Pl
= B ski thons.
—  Chronic bacterial prostatitis.
—  Drugresistant tuberculosis.
Uncomplicated unnaﬂ-tmc\ infections {UUTI)
Because nc ifex®, hawve b h seris o reactions {see Warnings and precaution)

and for some patients UUTI is self-limiting, reserve LECW!:('“‘KIMEI‘IHEM of UUT! in patients whe have no alternative trestment
options

Mutehacreﬁalanmbauonof:hmnle.hmm:hlusihBECN

Because Tl incl Iud| ffex®, i o tions (e d

and for some patients ABECE is self-limiting, reserve Lecifex® for treatment of ABECB in patl!ms who have no alternative
treatment options,

Acute bacterial sinusitis (ABS)

Because fluoroquinolones, inchuding Lecifex®, i ril s ctions {see Warnings and p

and for some patients ABS is self-limiting, reserve Lecifex® for treatment of ABS in patients who have no alternative treatment

2. a it
Dasage
Adults:
Hospital-acqui ia: 500 mg once or twice dally fior 7- 14 days.
i £ ity for 5 days.
- o y-tract infec i daily for 7- 10days.
= tissue infections: daily for 7 - 10 days.
= licated ski 1 sft ti fectl 750 dailyfor 7- 14 days.
o it dally for 28 days.

Drug resistant tuberculosis (M. tuberculosis infection): 500 — 1000 mg once daily,. Must be used in conjunction with other
antituberculosis agents.

Multiple-drug regi y given for 12 - 18 manths wh in-resistant M i involved; for 18 24 months
when Isoniazid- and rifampicin-resistant strains are involved; url'rx"" hs when the strain i I fampicin,
ethambutol, and/or pyrazinamide.
= ¥ inflections: 250 Iy for 3 days,
- b | bation of hitis: 500 mg once daity for 7- 10 days,
- mhaﬂalatunusms swmgumda"vlurlﬂ 14 days. |
| doses dosesof
lewasfh hould be adjusted according inine ch Icoy: [
—  £C2010 50 mifminut ot
- CC10te | a ofthe
= CClessthan 10 i ! lalysis and I dialysis: Standiard doses of 250 mg or 500 mg daily are reduced
o125 48.ar 24
Mode of administration
Swallow the tablet with a glass of water, with meal or after meal, Do not take with antacid
7. Contraindications
i i ¥ itivity to el toother
Pati pEY Lo history of tendon di related to
Patients with GEPD deficiancy.
Pregnant and breastfeeding women.
Childrenand adolescents.
8. Warnings and precautions
Risk of phure s increased, This isk s further increased in older p Iy over 65 years of age,
king s py if pain ori tend .
Usewith el
Uise with caution in pati ithak CNS dere.g. epilep, is, that may predisp
s i g s e P

suummnwwhmn

b rea g therapy q E
Levoflowacin should be discontinued i the patient experiences the first sign of hypersensitivity reactions and appropriate
managements should be required.

Clostridium difficile-associated pseudomembranous colitis has been reported with nearly all antibacterial agents, including
levofloxacin, and may range in severity from mild to | B ith Ider this diagnosis in patients
who present with diarrhea to the i ion of any agent, and should be
required if necestary -
Lxghl—unnumy reactions in severity from moderate tu severe have been reported in paﬂems recelving therapy with

Including levaf i direct sunlight d and for 48 hours after
the treatment.
Some Including in, have been & with iwn of the OT interval on the ebectrocardiogram and in
rare cases of arrhythmida. Levoflowacin should be avolded In patients with knuwn prolongation of the QT interval, patients with
uncorrected hypokalemia, and patients receiving Class 14 B p i |, or Class It sotalol,..)
anliarrmunmagem

" pati
Disabdling and polanmllvmwerslble serious adverse reactions including tendinitis and tendan rupture, peripheral neuropathy, and
central nervous system affects

Fluoroguinolones have been associated with dlubllﬂs and potentially irmeversible sericus adverse reactions from different body

smemsthalcanucrulwgem Inthe reactions inchede tendon rupture, [ACH
myalgia, | i anxiety, Insormnia, severe headaches,
d confh These can drug.
without p f h L dth b
Discontinue thli dJus Ilnlnudmﬂr at the Tml signs or symptoms of an\l serlous ¢dwrse manlun In idd:ﬂun. avoid the use of
q afth q

Since fl | have b to g in weight-bearing joints of young

animals, inis not rec i dl
10.Eff he ability P ¥
¥ P ity shiould be d i vehiche or ¥
13 . f q
Iron salts, i id, el
Iron salts, i ini ing antacid, didanasines (only didanosi — i
containing buffering agents) can reduce of levafl [« i ion of il with multi-
ing zinc appears to reduce their aral ak It that i ining divalent or trivalent
catlons such as lron salts, zine salts g antacids, didi ine [only did. with
ilumlrium of magnesium chﬂBllﬂﬂl buffaring M\I shchlld not be I11ten 2 hours before or after levofloxacin administration.
P
Smmm'.'
The bi in s sij reduced i together with . If the patient is to receive both.
L " Wb bt o < o T
fenbufen ar similar ¥ drugs:
N ic interactions of in were found with line in a clinical study. However a pronounced lowering of

thec octur I i v with ¥
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In 250 mg.
Inactive ingredients:
LECIFEX " 250: | 25310, Microcry callulose 102, Colloidal silicon diaxide, Magnesium stearate,
Opadry i i i
LECIFEX" 500: | ¥ 2910, Crosp Microcry celiulose 102, Colloidal silicen diowide, Magnesium stearate,
Opadry ] 2
3. Pharmaceutical form: Film coated tablet,
4. Product description:
LEuFEx‘m.lcapwle—snaped, pink, film coated tablet, with 250 side, the letters GLM on the other
slde.
LECIFEX"500 A le—shaped, pink, scored side and debossed M side.
5. Indications
For of mild, Infiections caused by susceptibie strains including:
- Hospital-acquired pneumania.
- Community-acquired pneumonia.
-~ G y-tract Iudfing
= il tion:
- Complic il o
— Chronle bacterial prostatitis.
| - Drugresistant tubereulosis,
~ i ¥ (UuT)
Because Leciex®, el oty ¢ ) o
and for some patients UUTI s self-limiting, reserve Lecifex® for treatment of UUTI in patients who have no alternative treatment
options.
- Acutebacteri : hronic [ABECH]
Bacause ] Inc ifex®, d with seri iy i authon)
- and for some patients ABECE is yelHumlung reserve Lecifex® for treatment of ABECE in patients who hm no alternative
treatment options.
Acute ba:lzllilslnusms MBS]
Because *, i d jons (3 Warnings and o]
and for some patlents ABS ks self-limiting, reserve Lecifex® for treatment of ABS in patients who have no alternative treatment
options.
B.
Dosage
Adults:
~  Hospital - 1 yFor7-14 days.
- G vior Sdays.
Comnlhlltd umif\"-lrucunl!munslndudmg pyetonephrs 50 mg ance daity for 7- 10 days,
- Uno 2 daily for 7- 10 days,
- G skin and Infections: 750 mg once daity for 7 - 14 days.
— Ch il it daily for 28 days.
- Drug resistant tuberculosis (M. tuberculosis infection): 500 - 1000 mg once daily. Must be used in conjunction with other
anmubernﬂnslsag!ms
Multipl g 12-18 whent s Ftant M. for 18- 24 months
mn isoniazid- and rifampi i strains arei or for 24 iths when the strain ls resistant to isoniazid, rifamplein,
ethambutol, and/or pyrazinamide.
= licated t infecti ""mcnmdah\rforidm
= by | bation of i yfor 7- 10days.
—  Acute bac in 500 mg. daily for 10 - Hdlﬂ.
i P atients wi p doses b
levofi hauld b tlearance (CC):
- CC0to doses are halved,
CCi0ta fr i duced ul of 4 1
— CC less than 10 mi/s (including and peri dialysis); Standard doses of 250 mg or 500 mg dally are reduced
0125 v 24 howrs
Mnd!ﬂfldnﬂniﬁnﬂon

lass of water, with meal or after meal. Do not take ntacids

7. Contraindications

Patlents with k h i floxacin or to other b 1
Patients with epilepsy R t voftendon disorder related
PalltnlswlthEPDdrhcllml:\f
Pregnant and breastfeeding women,
Childrenand adolescents.
8. W‘imiwaldmm
Riskof d. This risk ls further i lly yearsof age,
taking :Drﬂl:nstewlds. Dlscomlmthe themp\rlf pain of inflammation in a tendon occurs,
u o
Use with cautlon in patlents witha k NS disorder e.g., epilep f— thatmayp
Levolloxacin should be di i |I the patient e:perlznces the first sign of lwperwummv reactions and appropriate
miwmtnuﬂlﬂhldhlﬂﬂuhid
difficile. colitis Ius been reported with nearly all antibacterial agents, including
Imﬂuﬂm and may range in severity from mild to [if Therefore, it is imp to consider this diagnosis in patients

whao present with diarrhea subsequent to the administration of any antibacterial agent, and approgriate managements should be
required ifnecessary.
Light-sensitivity reactions in severity from moﬁemlt 1o severe hme been reported in patients receiving therapy with

fluoroguinolones, including levefioxacin, i 48 hoursafter
thetreatment.
Some quil including in, have been with of the QT i i the and in

rare cases of arrhythmia. Levofloxacin should be avoided In patients with known prolongation of Ilu- OT interval, patients with
uncorrected hypokalemia, and patients receiving Class 1A [guinidine, procainamide,..), or Class Il {amiodarone, sotalod,..]
antiarrhythmic agents,

Adjust dose el ine ch i p——

Disabling and potentially irreversible serious adverse reactions Including tendinitis and tendon rupture, peripheral neuropathy, and
wmmlﬂewu;mmu“em

F have been with disabling and potentially irmeversible sericus adverse reactions from diffesent body
systems that can occur together in the same patient. Commonly sean adm reactions include tendinitis, tendon rupture, arthralgia,
myalgia d | nervous system effects | ions, anxiety, insamnia,
and confusion). Th cti hin b s alterr starting this drug.

datvy age or with . " R &

g risk
Dlmmlnun this dtu: Immedialeif at the ﬁrsl signs or wmplnms af any nrlm» .w(veme m:uou ln addmm, lvaid the use of

9.Usein pregnancy and lactation
There are no h data, Since fi i been shown to cause d changes in weight-bearing joints of young
animils, levofloxacin s [ warmen,
10, Eff the abil "
L i this ¥ it bk vehiclear ¥
1 d forms of
fronsalts o
M it ining antacid, fonly ine f with oe
mmlng buﬁellnu mvﬁsl an reduce ahsmpbun of levofioxacin, Cr af fi s with multi-
i rinc appears to red, Ir oral absorpthon. It is that i ing dlin trivalont
cations such as iron salts, zinc salts or i antacids, i with

alumlnium or lnisnesdum omtalnlng buﬁeflng agentsi shr.md not be taken 2 hours before or al'lei levofloxacin administration.

swuﬂh:e.
The ity of Is signi reduced i g h ifate. If the patient is to recelve both
fi itisbest ucratfate 2 floxacin ad

fenbufen or stmilar e i drug
No i were found with th in & clinical study. However a pronounced lowering of
th bral seb swhen ool g steroidal antiAE:
d(uss.. or other agenu which h:mel the seizure hold. Levofioxacin #ons were about 13% higher in the presence u!
Probenecid and cimetidine:
i ; int ith drugs that effect the tubular such d
Cick The half-tife of cich by33% i dwith
Vitamin K crease fiects of warfarin. ion tests (PT/INR] and//or bleeding,
which may be severe, have been reported Ill plﬂtﬂu treated with levofloxacin in mmbmiﬂun with @ vitamin K antagonist (e.g
warfarin]. C herefore,
Drugs known fo p intervai: Levofl like ather quinale hould be used with caution | d

known to profong the 0T interval (e g. Class 1A and 11 anti ics, tric i i
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.+ Undesirable effects
System organ class | Common Uncomman Rare Not known
{21/100 to <1/10) (21/1,000 10 <1/100) | (>1/10,000 to <1/1,000)| {cannot be estimated ‘
from avallable data)
Infections and Fungal infection
infestations including Candidia
infection
Pathogen resistance
Blood and ymphatic| L i Th peni Pancytopenia
system disorders i
L anaemiz
Immune system soed vlactic shock
disorders | Hypersensitivity
Metabalism and Ancrexia h
|| utrition disorders phs y In diabet
patents
Psychiatric disorders| Insomnia Anxlety Pychotic reaction Psychotic disorders with self-
Confusional state {e.g, hallucinations, endangering
Nervousness paranoia) behaviour including suicidal
Deprassion Ideation or subcide attempt
Agitation
Abnarmal dreams
Nervous system Headache s C L Peripheral sensory
disarders Dirziness Tremaor i t
Dysgeusia Parosmia including
anosmia
Dyskinesia
Extrapyrarnidal disorder
]
Benign intracranial
hypertension
Eye disorders Visual disturbances Transient wision loss
L such as blurred vision
Ear and Labyrinth Vertige Timnitus Hearing loss
disorders Hearing impaired
Cardiac disorders eul
Palpitation which may result in cardiac
arrest
Venticular arrfigthmia and
torsade de pointes
Vascular disorders
Respiratory, thoracic Dyspnoea Bronchospasm
and medistinal Pneumanitis allergic
disorders
Gastro-intestinal Diatrhoea Abdaminal pain Diarrhoea - haemarrhagic
disarders Vomiting Flatulence which invery rare cases may
Nausea Dyspepsia be indicative of enterocolitis,
Constipation inchuding pseudomembranous
colitis
Pancreatitis
" | Hepatobsliary Hepatic enzyme Blood bilirubin Jaundice and severe liver
disorders increased increased injury, including cases with
{ALT/AST, fatal acute liver fallure,
allaline primarily with severe
phosphatase, underlying diseases
€aT) Hepatitis
Skin and Rash Tawic epidermal
subcutaneous Pruritus necrolysis
missue disorders Urticaria Stevens-fohnson
Hyperhidrosis syndrome
Erythema multiforme
Photosensitivity
reaction
Stomatitis
Musculoskeletal and Arthralgia Tendon disorders | Ahabdomyalysis
cannective tssue Myalgia Including tendinitis | Tendon rupture
disordurs {e-g. Achillestendon) | Ligament rupture
Musche weakness Muscle rupture
= which may be of special | Arthritis
impartance in patients |
with myasthenia gravis
Renal and Urinary Bood creatining Renal fallure acute {e.g.
disorders Increased due to interstitial
naphritis)
General disorders Asthenia Pyrexia Pain {including pain in back,
and administration chest, and extremities)
sitm conditions
Stop u if: don pain or diarrh | b rave,
| form your physici #any ady ug
13. Overdose and treatment
. 1 dose 5 limited, do not use over indicated dosage.
Inthe event of an o h hshould b Indueing vomiting or by praties
should be carefully observed and given supp including i g of renal function and administration of
or calcium ining antacids which can reduce the of levofloxacin, Adeguate hydration must be
maintained.
14, Pharmacodynamics
R ¢ group: Guinolone anib i
ATC code: JOIMAL2
1 1 lsa i ide sp activity. in acts by itingthe A DNAg:
1 {topoisomerase] which is an enzyme required for the replication of bacterial DNA. The mechanism of action of Ievofloxacin — and
| other involves i of bacteri W and DNA {bath '-hl..halek\'p?ll
I i ], enzymi d for DMA replication, transcripthon, repalr and recombination.
| The mechanism of action of 1l i including ks different from that of peniciliine, cephalosporins,
| o and { refs resistant to these classes of drugs may be susceptible to
| levofioxacin and other quinolones.
Levoftexacin has activity against @ wide range of gram-negative and gram-positive microorganisms bath in vitro and in clinical
infections:
— Gram-negative aerohic bacteria: Escherichio coli, Klebsiello preumonioe, Proteus mirabitis, Pseudomonas aeruginosa,
—  Gram-positive asrobic bacteria: 5p {5, ourews, 5. peniciliin-
) foecaiis).
Levoflexacin may inhibit the growth of Mycobacterium tuberculosis and, therefore, may give falie-negative results in the
Ibacteri T tuberculosis.
| — Otherm P
Ithessgh hias e inand 1 resistant
~ toather inel bes
15. Pharmacokinetics
| Absorption: Levofloxacin is rapidly and almost completely absorbed after oral use with peak plasma concentrations achieved within 1
haur of a dose.

Distribution: It is distributed inta body tissues including the bronchial mucosa and lungs, but penetration inta CSF s retatively poar.
Lung tisswe concentrations were genedally 2- to 5-fold higher than plasma concentrations. Levofloxacin is about 30 to 40% bound to
plasma proteins. The mean volume of distribution of levofloxacin generally ranges from 74-112 L after single and multiple 500-mg

doses.
| L in limited bollsm: in humans and is primarily excreted as unchanged drug in the urine,

Following oral i 87%of an ad) ugi 48 hours,

whereas <4% of the dose was recovered in the feces in 72 hours. Less than 5% of an dose was the urine as
| h d These al activity,

Excretion: The half-life of in is & to 8 hours, although this may be In patients with |

i gely ihyinth ; e #

16. Packaging available
LECIFEX"250:

Box of 1AI/PVC-PVAC blister of 10fim coated tablets,

Box of 2 Al/A! blisters of & film coated tablets.

Box of 1/2 Al/Al blisters of 10film coated tablets. I
| FEIFEX"S00:
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Yo
IMiataiism and Anorexia
nutrition disorders ic coma
Peychiatric diserders| Insamnia Anxiety Paychatic reaction Psychatic disorders with seli-
Confusional state (e.g. halluginations, endangering
Menousness paranoia) behaviour including sulcidal
Dapression ideation or suicide attempt
Agitation
Abnormal dreams
Nervous system Headache Somnolence Convulsions Peripheral sensory
disorders Dizziness Tremar pathy
Dysgeusia Parosmia including
anosmia
Dyskinesia
Extrapyramidal disorder
Ageusia
Benign intracranial
hypertension
Eye disorders Visual disturbances Transient vision loss
| such as Burred vision
Ear and Labyrinth Vertigo | Tinnitus Hearing foss
disorders | Hearing impairad
Cardiac disorders Tachyeardla Ventricular tachycardia,
Palpitation which miy reault in cardiac
arrest
Venticular arrhythmia and
torsade de pointes
Vascular disorders Hypatension
Respiratory, thoracic Dyspnoea Bronchospasm
and medistinal Pneumonitis allergic
dhsorden =
Gastro-intestinal Diarrhoea Abdominal pain Diarrhoea - haemorrhagic
disorders Vomiting Flatulence which in viary rare cases may
Nausea Dyspepsia be indicative of enterocolitis,
Constipation incheding pseudomembranous
colitis
| Hepatobiliary Hepatic enzyme Blood bilirubin Jaundice and severe liver
disorders Increased increased injury, including cases with
[ALT/AST, fatal acute liver failure
alkaling primarily with severe
phosphatase, underlying diseases
6T} Hepatitis
Skin and Rash Toxic epldermal
subcutaneous Pruritus necrobysis
tissue disorders Urnicaria Stevens-lohnson
Hyparhideosis syndrome
Erythema multiforme:
Photosensitivity
reaction
Musculoskeletal and Arthralgia Tenden diserders | Rhabdomyolysis
connective tasue Myalgia Including rendinitis | Tendon rupture
disorders {e.g. Achilles tendon) Ligament rupture
Musscle wakness Muscle rupture
which may be of special | Arthritis
Importance in patients
with myasthenia gravis
Renal and Urinary Blood creatinine Renal failure acute (e.g.
disorders increased | due to interstital
| nephritis)
General disorders Asthenia | Pyrexia Pain {including pain in back,
and administration chest, and extremities|
Stop use and ask o d if: . panori diarrh I
nmmﬂw
Overdose: dose s limited, do not use over indi ]
Treatrmesnt: In the event of an e h should b ed by inducir by Th
shauld In- carefully observed and given supnunm treastment, including mmlnq nr nnal hm-mm and administration of
‘or calcil reduce the P in, Adequate hydration must be
maintained.
14, Pharmacodynamics
Ph h (s ibacteriats - Fl
ﬂ'l'Cnm‘lE'JﬂlMﬂlZ
tiblotie with a wide Factivity. L in acts by inhibiting the of DNA gyrase
lwwmamel whl:l! is an enzyme required hr ll-e replication of bacu\rinl DA, The meduml;m of miun of Iemﬂuaacln am.t
other fl bials involves inhibition of (both
) transcription, renanand recombination.
The af action of fi Including is different from that of penicilling, cephalosporing,
is and therefore, resistant to these classes of drugs may be susceptible to
fevofloxacin and other quinalones.

Levofloxacin has activity against a wide range of gram-negative and gram-pesitive microorganisms both in witro and in clinkcal
Infections:

— Gram-negative aerohic bacteria: herichio coli, il Pmteus meles. Pseudomonos oerugingsa
i f rhali ter cloacael.
- Gram-positive arfobic bacteria: {5. oureus, 5. 1 penicillin
resistant strai dcus, faecalis).

~ Levofloxacin may inhibit the growth of Mycobacterium tuberculosis and, therefore, may give false-negative resufts in the
bacteriological disgnosis of tuberculosis.

- Giher PR "
toother I b in.
15. Pharmacokinetics
b i 1! is rapidly and ai; aftor oral use with peak plasma concentrations achieved within 1
hour of a dose.
Distribution: It is distributed into body tissues including the bronchial mucosa and lungs, bul p!nulvaﬂun into C5F is relatively poor.
Lung tissue concentrations were generally 2- to S-fold higher than plasma s about 30 to 40% bound to
plasma prateins. Th wolume of di ton of levw generilbf ranges from ?4—111 L after single and multiple S00-mg
doses,
bolis i ! limited in humans and Is prinlrlh' excreted as unchmgeﬂ drug in the urine,
Following oral admink p 7% of s as ug In urine within 48 hours,
uh 4% of the dose was in the feces in 72 hours. Less than 5% of an admlnuttredmmwod in the urine as.
Excretion: The ian half-life of in is 6 to 8 hours, although lhbmivhrvrulunl!d in patients wilh Mil impairmant,
i hanged, primarily in the urine. it s not v
16. Packaging avaitable
LECIFEX"250;

Beox of 1 A/PYVC-PVAC blister of 10 film coated tablets,
Boxof 2 Al/Al blisters of 6 film coated tablets,
Baxof1/2 10 flm
LECIFEX"500;
Box of 1 Al/PVC-PVAC blister of 10 film coated tablets
Bewof 2 Al/AI blisters of 3 film coated tablets.
Boxof 1/2/10A) of 10film
17. rag than 30°C, ina dry pk fram light.
18. Shel-life: 36 months from manufacturing date.
19. Specification: Manufacturer's
20. Name, address of manufacturer:

GLOMED EUTICAL COMPANY, Ltd.

d Address: 35 Tu Do Boulevard, Vietnam - Singapore Industrial Park, An Phu Ward, Thuan An City,
Binh Duong Province. Tel: 0274.3768823; Fax: 0274.3769095

Abbott  GLOMED-A OF ABBOTT SARL

TOA-FED




