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CGONG THILYC: MEi vign nén bao phim chua :
Lzvofloxacin Hemihydrat urong duong Levofloxacin 500 mg.
CHi HINH, CACH DUNG, LIEU DUNG,

CHONG CHI DINH, CANH BAO:

Xin xem huong dan s dung dinh kém.

TIEU CHUAN: Nha san xuat

BAO QUAN: Noi khé rdo, trinh dnh sing,

@ nhiét d dudi 30°C.

DUOGNG DUNG: Udng

THUOC BAN THEO DON )

GIU THUOC NGOAI TAM TAY TRE EM

BOC KY HUONG DAN sU DUNG TRUGC KHI DUNG
CAC THONG TIN KHAC XEM TRONG

TO HUONG DAN SUJ DUNG KEM THEO.
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COMPOSITION: Each film coated tablet contains
Levafloxacin Hemihydrat e.q.v to Levotloxacin 500 mg.
FOR DOSAGE, INDICATIONS, ADMINISTRATION,
CONTRATNDICATION, WARNING:

Please refer to package insert.

SPECIFICATION: In-House

STORAGE: Store in a dry place at a temperature below 30°C.
Protect from light.

ROUTE OF ADMINISTRATION: Orat

FOR PRESCRIPTION USE ONLY.

KEEP OUT OF THE REACH OF CHILDREN.
CAREFULLY READ THE ACCOMPANYING
INSTRUCTIONS BEFORE USE.

PLEASE REFER MORE INFORMATION

OTHER IN PACKAGE INSERT.
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Levalloxacim Pablets 300 My

film coated aigPeontains :

tvofloxacin Hemi
to Levofloxacin 500 mg:-.
Manufactnred in India by:
eu rgl ife
Eurolife Healthcare Pvt Ltd

ELUROFLOXN SO0

Levelloxacin Bablets SUb Me

Each film coated tablet contains :
Levofloxacin Hemihydrat e.q.v
to Levofloxacin 500 mg.
Manufactured in India by:

Furolife Healthcare Pyt Lid

NE ra No.242, Vill, Bhagwanpur, Roorkee,
Dist-Llandwar, Utlarakhand, India

EUROFLOX 500

rat e.q.v

Dist-Haridwar, Uttarakhand, India

\Khasra N0.242, Vill, Bhagwanpur, Roorkee,

ELROFLON S0

v olloxacin Fablets 500 Ne

Each film coated tablet coniains :
Levofloxacin Hemihydrat e.q.v
to Levofloxacin 500 mg.
Manufactured in India by:

eurgl ife

Eurolife Healthcare Pvt Lid
Khasra No.242, Vill, Bhagwanpur, Roorkee,
Dist-Haridwur, Uttarakhand, India

ELROFLOX S0

Lesufloracin Tablets 300 Ve

Each film coated tablet contains :
Levofloxacin Hemihydrate.q.v
to Levofloxacin 500 mg.
Manufactured in Indin by:

eurglife

Eurolife Healthcare Pvt Ltd
Khasra No.242, Vill, Bhagwanpur, Roorkee,
Dist-Haridwar, Uttarakhand, India

ELROFLOX 500

Levotlovacin Tablets 500 Vg

Each film coated tablet contains :

Levofloxacin Hemihydrat e.q.v

to Levofloxacin 500 mg.
Manntactured in India by:

eurglife
Eurolife Healthcare Pvt Ltd

Khasra No.242, Vill, Bhagwanpur, Roorkee,

Dist-Haridwar, Uttarakhand, India

FIUROFLOX 500
Levoflovacin Tablets 300 Vg

Each film coated tablet contains :
Levofloxacin Hemihydrat e.q.v
to Levofloxacin 500 mg.
Manufuctured in India by:

eurdlife

Eurolife Healthcare Pvt Ltd
Khasra No.242, Vill, Bhagwanpur, Roorkee,
Dist-Haridwar, Uttarakhand, India
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Thudc bdn theo dom ~
Boc k huong dan si dung trudc khi ding.
Neéu cdn thém thong tin xin hoi y kién Bdc sy.

Vién nén bao phim

EUROFLOX 500
(Levofloxacin Tablets 500 mg )

Thanh phin; M3i vién nén bao phim chira:

Hoat chét: Levofloxacin Hemihydrat tuong dwong Levofloxacin 500 mg.

Ta dwoc: Lactos, Ethylcelulos, Microcrystalin celulos, Croscarmelos Natri, Magnesi Stearat,
Purified Tale, Instacoat.

Chi dinh diéu tri: i

Nhiém khuan do céc vi khuin nhay cam véi levofloxacin, nhu:
Viém xoang cip.

Dot cip viém phé quan man.

Viém ph01 cong déng.

Viém tuyén tién liét.

Nhiém khudn dudmg tiét nidu cé bién ching hodc khong.
Nhiém khuén da va td chirc duéi da c6 bién chimg hoic khéng.
Dy phong sau khi phoi nhiém va diéu tri triét dé bénh than.

Liéu lwgng va cich ding:

Lr’éu luogng )

Liéu dung cua levofloxacin ap dung cho ca dudng udng va dudmg tinh mach:
NhiEm khudn ducmg ho hdp

Dot cap cua viem phe quan man tinh: 500 mg, 1 lanf’ngay trong 7 ngay.

L

Viém phdi méc phai tai cong déng: 500 mg, 1 -2 lan/ngay trong 7 — 14 ngay.

Viém xoang ham trén cdp tinh: 500 mg, 1 lin/ngay trong 10 — 14 ngay.

Nhiém tring da va t6 chite dudi da -
Co bién chimg: 750 mg, 1 lan/ngay trong 7 - 14 ngay Y f
Khéng c¢6 bién chimg: 500 mg, 1 lin/ngay trong 7 — 10 ngay. A
Nhiém khudn duong tiét niéu: ;',-'5‘;\-"'

C6 bién chimg: 250 mg, 1 lan/ngay trong 10 ngay. ’{ (

Khbng c6 bién chitng: 250 mg, 1 lan/ngdy trong 3 ngay. \\Oa‘;\;*"
Viém than-bé than cap: 250 mg, 1 14n/ngay trong 10 ngay. B ————
Benh than:

tudn.

Diéu trf bénh than: Truyén tinh mach, sau d6 udng thudc khi
500 mg, 1 lﬁnfngéy, trong 8 tuan.

Viém tuyén tién li¢t: 500 mg/24 gid, truyén tinh mach. Sau vai ngay c6 thé chuyén sang udng.
Liéu ding cho nguoi bénh suy thdn:

Dleu tri du phong sau khi phoi nhigm vdi trre khuén than: ?EZ 14n, 500 mg, ding trong 8
8

ngudi bénh cho phép, lidu

P§ thanh thai creatinin Liéu Liéu duy tri
(ml/phiit) ban diu

Nhiém khudn duong tiét niéu cé bién ching, viém thdn-bé than cép
>20 250 mg 250 mg mdi 24 gitr
10-19 250 mg 250 mg moi 48 gid
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Ceac chi dinh khdce

30 - 80 Khéng ¢in hiéu chinh lidu

20-49 500 mg 250 mg mbi 24 gidy

10-19 500 mg 125 mg mbi 24 gior
Thém tdch mdu 500 mg 125 mg mdi 24 giér
Thdm phén phic mac lién tuc 500 mg 125 mg mbi 24 gio

Liéu dimg cho ngudi bénh suy gan: Vi phin 16n levofloxacin duge dio thai ra nurde tidu dudi dang
khong dbi, khong cén thiét phai hiéu chinh lidu trong truémg hop suy gan.

Cdch ding

Théri didm udng levofloxacin khéng phu thude vao bira &n (¢6 thé udng trong hodc xa bira in).
Khong duge diung cac antacid c6 chiza nhdm va magnest, ché phém cé chita kin loai ning nhur sit
va k&m, sucralfal, didanosin (cdc dang bao ¢hé co chira antacid) treng vong 2 gid trudc va sau khi
udng levofloxacin.

Chéng chi dinh :

Ngudi cd tién sit qua mén véi levofloxacin, v6i cac quinolon khac, hoac vai bt ¢ thanh phan nao
ctia thude. Pang kinh, thiéu hut GEPD, tidn sit bénh & pan co do mét fluoroquinolon. Tré em ahd
hom 18 wdi. Phy nir ¢é thai va phu nit cho con bu.

Nhitog Iiru ¥ dic biét va canh bido khi diing thuiic‘: 3 ) o
Viém gin dac biét 1a gin got chin (Achille), cé thé dan &1 &t gin. Bién chfmg nay c6 theé xuat
hi¢n & 48 gitr dau tién, sau kbi bit dau ding thude va ¢6 thé bj ca hai bén. Viém gan xay ra chi yéu
& cac déi tremg cé nguy co: ngirdi trén 65 tudi, dang dung corticoid (ké ca ducmg phun hit). Hai
yeu t6 nay lam tdng nguy co wem gin. bé phong, can dtéu chinh liéu lrong thude hang ngay &
ngucn bénh 16m tudi theo mire lge cdu thin.

Anh hieomg trén hé co xieomg. Levofloxacin, cling nhur phfin 16m c4e quinalon khéc, cb thé gdy thoai
héa sun ¢ khop chiu trong lyc trén nhiéu loai dong vat non, do d6 khéng nén sir dung levofloxacin
cho tré em dudi 18 tubi.

Nhuoe co: Cén thin trong & ngudi bénh bi bénh nhuge co vi cde bidu hién co thé ning lén.

Tac dung irén thin kinh trung wong: D3 ¢ cac théng bio vé phan ttng bat loi nhr réi loan tAm
thén, tang ap luc ndi so, kich thich than kinh trung wong dan dén co gidt, run rdy, bén chén, dau
déu, mat ngu, trdm cam, hi I4n, 4o gide, 4 mdng, c6 ¥ dinh hodic hanh déng t sét (hlém g&p) khi
st dung cac khang sinh nhom quinelon, tham chi ngay khi su dung ¢ o liéu dau tién. Néu xay ra cdc
phan 1rng bit loi ndy trong khi sir dung levofloxacin, cén du:ng thude vi 6 cac bién phép xir tri
trigwn g‘hmg thich hop. Céan than trong khi st dung cho ngudi bénh co cac bénh ly trén thin kinh
trung! {ﬁ‘m nhu dbng kinh, xo cung mach ndo... vi c6 thé ting nguy co co gidt,

Phan ung man com: Phan fmg man t.am v&i nhiéu bigu hién lim sang khac nhau, tham chi séc
phan vé khi sir dung cae quinolon, bao gbm ca levoﬂoxacm da duoc thong bao. Cén ngimg thude
ngay khi ¢6 cac ddu hiéu dau tién cla phin mg man cim va ap dung cdc bién phap x{r tri thich
hep.

Viém dai trang mang gia do Closrridium difficile: Phan (mg bat lgi nay da dugc thong béo voi
nhiéu loai khang sinh trong dé cé levoiloxacin, cd thé xay ra & tit ca cac mure dé tir nhe dén de doa
tinh mang. Can luu ¥ chan doén chinh xdc cdc trudmg hop ia chay xav ra trong thdi gian ngudi
bénh dang sir dung khéang sinh dé 6 bidn phap xir trf thich hop.

Min cam véi 4nh sang muc d6 @r trung binh dén ning 43 duge théng bdo véi nhiéu khang sinh
nhom flugroquinelon, trong do ¢o levofloxacin (mac di dén nay, ty 1€ gép phan img bat lgi nay khi
st dung levefloxacin rit thip < 0, 19). Ngudi bénh cén tranh tiép xiic trze 1iép véi 4nh sang trong
thord glan didu (o va 48 gitr sau khi didu tri. ‘ '

Tdc dung trén chuyén héa: Cling nhu cic quinolon khic, levofloxacin c6 thé gy ra rbi loan
chuyén héa dudmg, bao gbm ting va ha dudmg huyét thudng xdy ra ¢ cde ngudi bénh dai thao
duong dang sir dung levofloxacin dong thed vdéi mét thude uéng ha dudmg huyét hodc véi insuling
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do d6 cén giam sét dudmg huyét trén ngudi bénh nay. Néu xay ra ha duomg huyét, can ngimg
levofloxacin va tién hanh céc bién phép xur tri thich hop.

Kéo dai khoarzg OT trén dién tam ds: St dung cac quinolon c6 thé gay keéo dai khoang QT trén
dién tim db & mot sO ngudd bénh va mot s& hiém ca loan nhip, do dé cén tranh sir dung trén céc
ngudi bénh san cé khoang QT kéo dai, ngudi bénh ha kali méau, ngudi bénh dang sir dung cac
thudc chéng loan nhip nhém IA (quinidin, proca.mam1d .) hode nhom 11 (amiodarcm, sotalol...);
thén trong khi sir dung levofloxacin cho céc ngudi bénh dang trong cdc tinh trang tién loan nhip
nhir nhip chim va thiéu méau co tim cép.

Twong tac véi thubc khéc, cde dang twong tac khdc:

Antacid, sucralfat, ion kim logi, multivitamin: Khi sir dung dong thdi c6 thé lam giam hép thu
levofloxacin, cin u&ng céc thudc nay cach xa levofloxacin it nhét 2 gio.

Theophylin: Mot s& nghién ciru Lren ngudi tinh nguyén khée manh cho thiy khong co tuong tic.
Tuy nhién do néng d8 trong huyel tuong va AUC theophylin thudng bj tang khi sir dung dong théi
vGi cac quinolon khéc, van can giam sét chit ché néng do theophylin va hiéu chinh lidu néu cin
khi str dung d6ng thoi véi levofloxacin.

Warfarin: Do da co thdng bao warfarin tang tac dung | khi dung cung vé&i levofloxacin, cén gidm sat
céc chi sd vé déng mau khi sir dung ddng thai hai thude nay.

Cyclosporin digoxin: Tuong tac khong ¢6 ¥ nghia lam sang, do do khéng cén hiéu chinh lidu cac
thude nay khi dung déng thei véi levofloxacin.

Cédc thube chbng viém khong steroid: CO kha ndng lam tang nguy co kich thich thin kinh trung
wong va ¢o gigt khi dang dong thori véi levofloxacin.

Cde thube ha du&ng huyét: Dung dbng thoi vai levofloxacin ¢6 thé lam ting nguy co rdi loan
dudng huyét, can giam sat chit ché.

Sir dung cho phu nir ¢d thai va cho con ba:

Thei ky mang thai:

Khong dung levofloxacin cho phy nir ¢o thai.

Theoi ky cho con ba:

Chua do dugc nong d0 levofloxacin trong sfra me, nhung cin cir vao kha nang phan bd vao sira cia
Ofloxacin, ¢6 thé du doan ring levofloxacin ciing dugc phan bé vao su‘a me. Vi thudc ¢6 nhicu
nguy co tén thuong sun khép trén tré nhd, khoéng cho con bii khi diing 1 oxaein.

Téc dung ciia thude khi ldi xe va vin hanh may méc: Levofloxacin cd Ihé gdy chéng mat, nén
xac dinh su nhay cam nay trrée khi dung trong khi 14i xe .,hgm

Tic dung khéng mong muén cia thude:
Thuong gap, ADR > 1/100

Tiéu héa: Budn nén, ia chay.

Gan: Ting enzym gan

Thdn kinh: Mét ngu, dau dau.

Da: Kich img noi tiém

Ir gap, 1/1000< ADR< 1/100 PHO cuc
Thén kinh: Hoa méit, cang thing, kich déng, lqjﬁag,
Tiéu héa: Pau bung, day hoi, khé tiéu, nén, tho Bor
Gan: Tang bilirubin huyét.

Tiét niéu, sinh duc: Viém am dao, nhiém ndm candida sinh duc.

Da: Ngira, phét ban.

Hiém gap, ADR< 1/1000

Tim mach: Tang hoac ha huyét ép, loan nhip

Tiéu hoa: Viém dai trang mang gla, khd miéng, viém da day, phut ludi.

Co xwrong — khép: Dau khép, yéu co, dau co, viém tily xuong, viém gin Achille.
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Thén kinh: Co gidt, gide mo bét thuong, trim cam, réi lean t3m thin.
Di teng: Phu Quinck, chodng phan v&, hdi chimg Stevens- Johnson va Lyelle.

Sir dung qua Hé}l:

Vi khéng ¢6 thude giai ddc die hidu, xiz tri qué liéu bing cach loai thude ngay khoi da ddy, bu dich
ddy dit cho ngudi bénh. ThAm tach méu va thim phin phiuc mac 1ién tue khong cé hidu qué loai
levofloxacin ra khoi co thé. Theo d6i dign tAm &b vi khoang cach QT kéo dai.

Cic dice tinh duye lye hoc: ; )

Levofloxacin 1a mét khang sinh tong hop ¢6 phé réng thude nhém fluoroquinolen. Ciing nhu céc
fluoroquinolon khie, levofloxacin ¢o tic dung didt khudn do e ché enzym fopoisomerase II
(AND-gyrase) va/hoic topoisomerase 1V 13 nhimg enzym thiét yéu ctia vi khudn tham gia e tac
trong qua trinh sa¢ chép, phidn mi vi tu sira AND ciia vi khuin, Levofloxacin 14 ddng phan L-
isome ciia ofloxacin, né ¢é tac dung diét khuin manh gip 8 — 128 I4n so véi déng phin D-isome va
téc dung manh gip khodng 2 lan so véi ofloxacin racemic. Levofloxacin, ¢ling nhu céc
fluoroguinolon khéc ia khang sinh pho ring. phé thc dung bao gdm nhidu vi khudn Gram dwong va
Gram &m nhu tu cau khufn, lién cau khudn, phé cau khuan, vi khuén dudmg rudt, Haemophilus
influenzae, vi khuan Gram am khéng 1&én men va cde vi khuén khéng dién hinh. Thuong khéng co
su khang chéo gitra levofloxacin va céc loai thubc khang khudn khac. Levofloxacin {cling nhu
sparfloxacin) ¢6 tac dung trén vi khudn Gram duong va vi khudn ky khi 16t hon so vdi cac
fluoroguinolon khac (nhu ciprofloxacin, enoxacin, lomefloxacin, norfloxacin, ofloxacin). Tuy
nhién levofloxacin va sparfloxacin lai ¢é tac dung in vitro trén Pseudomonas aeruginosa yéu hon
so vai ciprofloxacin.

Cde dac tinh dwge diing hoe:

Sau khi uéng, levotloxacin dugc hErl]} thu nhanh va g;m nhu hoan tean; nf)ng d6 dinh {rong huyél
tuong thuémg dat duoc sau | - 2 gidy; sinh kha dung tuyét déi xp xi 99%. Cac théng s6 diroc déng
hoc cla levofloxacin sau khi ding dudng tinh mach va dudng udng vai lidu trong duong 1a gin
nhir nhan, do d6 cé thé sit dung hai duémg nay thay thé cho nhau.

Levofloxacin duge phin bd rong ral trong co thé, iuy nhién thude khé thim vao dich ndo ty. Ty 1¢
ghn protein huyét tuong 14 30 — 40%. Levofloxacin rat it bi chuyén héa trong co thé va thai trir gan
nhir hodn 0dn qua nude tiéu & dang con nguyén hoat tinh, chi dudi 5% liéu diéu trj duoe tim tha)
troq, e tigu d.u'lS'I dang chit chuyén héa desmethyl va N-oxid, cAc chét chuyén héa niy c6 rér it
hda\, A sinh-¥oe. Thii gian ban thal cua levofloxacin tir 6 — 8 gidy, kéo dai & ngudi bénh suy than.

Dong goi: Hop/10 vi x 10 vién nén bao phim.

Han dung: 3 nim tir ngay san xuét.

Bao quan Noi khé rao, tranh anh sang, o nhiét 46 duaoi 30°C.
Tiéu chudn: Nha san xuit.

Giil thude ngoai 1dm tay tré em.
Thuée bén theo don.

Sdn xudt tai An @6 boi: EUROLIFE HEALTHCARE PVT LTD
Khasra No.242 Vlll Bhagwanpm Roarkee, Dist-Haridwar, Uttarakhand, India




