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Levofloxacin hemihydrate
eqv. to levofloxacin tablets 500 mg
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( y Thasnh phan {Campasitlon):
MBEi vidn nén bao phim china.

g Each fitm coated tablet contains:

Levofloxacin Hemihydrate

Eqgv. to Levoiloxacin 500 mg

Bia quan {Storage):

Bia qun & nhigt 4 dudi 30°C, tinh &m vk dnh sing

Stare below 30°C. Proteat from moisture & light.

Chi dinh, cich ddng, chiing chi dinh va che théng tin khic:

Xem trén 1 hudng din o1t dung dinh kém.

65om

Daosnge, indicath contral dministration & werning:
Refer to enclosed package insert.

Dy ki hwimg din sir dung truec khi ding.

Caurefully read the acconipanying Instructions before use,
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tuong duong voi Levofloxacin 500 mg
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Thimh phin (Composition):
M8i vién nén bao phim chira:
Each film coated tablet contains:
Levofloxucin Hemthydrate
Eqv. to Levoflexacin

Biio quan {Storage):
Béo quin & nhiét d duoi 30°C, trinh am v4 dnh séng
Store below 30°C. Protect from moisture & light.

500 mg

Chi djnh, cach ding, chéng chi dinh va
cac thong tin khae:

Xem trén t& huémg diin sit dyng dinh kém.
Dosage, indications, contruindications,
administration & waming:

Refer lo enclosed package insert.

Sén xudt tai An DO bii (Manufsctured by):

SPNMEDIC LABORATORIES
| ! 106-107, HSIDC Industrial Esiate, See-31

\ DNNK: \

Doe k¥ hudng din air dung trude khi ding,
Carefully read the accompanying
instructions before use.

Pé thube xa thm tay tré em
Keep out of the reach of children.

Tiéu chuéin {Specification):
Theo tiéu chudn nha san xuét
As per In-House standard.
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Rx
HUONG DAN SU DUNG
Thude nay chi ban theo don clia Bac s3. Doc ky huéng dan sir dung trude khi ding.
Mudn biét thém thong tin chi tiét xin hoi Bac s¥ hodc Duoc s¥.
LEVZAL-500
(Vién nén Levofloxacin hemihydrate twong duwong levofloxacin SO0 mg)
THANH PHAN:

M¥i vién nén bao phim cé chira:

Hoat chit: levofloxacin hemihydrate twong duong levofloxacin 500 mg

Td duoc: )

Microcrystalline cellulose, povidon (PVPK-30), magnesi stearat, talc tinh khiét, croscarmellose natri,
colloidal anhydrous silica, opadry white 58920, oxid sit dd, macrogols 6000 (PEG).

DANG BAO CHE: Vién nén bao phim

TRINH BAY:

Vi chira 10 vién; 01 vi dugc déng trong mdt hop carton véi 01 t& hudng dan sir dung thude. 05 hdp
nho nhu vy trong mot hdp lom.

DUQC LUC HQC:

Levofloxacin 1a ddng phan L cia ofloxacin racemic, mgt chét khang khuin thudc nhém quinolone.
Téc dung khang khuén cia ofloxacin chii yéu do dong phin L. Co ché téc dung clia Levofloxacin va
céc chat khang khudn thu¢c nhém fluoroquinolone la do e ché topoisomerase IV va qué trinh sao
chép, chuyén déi, phuc hdi va tai két hop DNA cia vi khudn. Levofloxacin ¢0 tic dung voi nhiéu vi
khuin gram- dm va gram-duong. Nbéng d6 diét khuin cla Levofloxacin thuémg bang hoic hoi cao
hon so véi ndng d6 ac ché Mic di cd sy khang chéo gitra Levofloxacin va mét sb céc

fluoroquinolone khac nhung nhiing vi khuén khang véi cac fluoroquinolone van cé thé nhay cam véi
Levofloxacin.

DUQC DONG HQC:
Sau khi ubng Levofloxacin duge hép thu nhanh va gan nhu hoan toan, dat ndng d6 t&i da trong huyét
twrong sau 1 gi¢r. Sinh kha dung tuyét d6i xdp xi 100%. Thire &n it anh hudng t61 sy hip thu cia,

(e
Levofloxacin, /_. / {
Xép xi 30 - 40% Levofloxacin gin voi protein huyét thanh va dat trang thai én dinh trong vong 3
ngay.

Levofloxacin tham nhap véo trong niém mac phe quan, dich biéu md, ) chic phdi, dich gidp da,
dich néo tay. O ngudi, Levofloxacin it b chuyén héa va duge bai xuft chii yéu qua nuée tiéu dudi

dang thudc khong bi bién dbi. Thoi gian ban thai cia levofloxacin tit 6 - 8 gid, kéo dai & nguoi bénh
suy thén.

CHi DPINH:

Vién nén Levofloxacin duge chi dinh cho ngudi 16n dé didu tri céc loai nhidm khuin mite db tit nhe
161 vira phai gdy ra do céac vi sinh vat nhay cam véi Levofloxacin:

e Viém xoang cip

Viém phdi ning do vi khudn

Viém phdi méc phai & cong dbng.

Nhi&m khudn dudng nidu bién chimg gdm viém thén - bé than.

Nhiém khuén da va mé mém khong bién chimg.

LIEU DUNG VA CACH SU DUNG: , i Q
Levofloxacin udng 1 hodc 2 lé‘u} moi ngay. Liéu dung phu thudc vao loai bénh, mic d6 nhiém khuin
va sy nhay cam cua cac vi khuan gy bénh.
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Thoi gian diéu tri: Thai gian diéu tri c6 thé tiy theo bénh, ‘Eéi da la 14 ngay. Ciing gibng nhu cac
khéang sinh thong thudng khac, phai dung Levofloxacin it nhat 48 - 72 gid sau khi bénh nhdn da hét
nhiém khuén.

Lidu dung cho ngudi ¢6 chic ning thin binh thuong:

Bénh nhiém khuén Liéul | Quang | Thoigian Liéu 1

lan cach dieu tri ngay
Con ¢ip tinh ning cta viém phé quan man tinh 500 mg | 24 gio 7 ngay 500 mg
Vigm phdi mic phai & cong dong 500mg | 24 gio | 7- 14 ngay 500 mg
Viém xoang cép tinh S00mg | 24gid | 10-14ngay | 500 mg
Nhiém khuén xoang khéng bién chimg 500 mg | 24 giod | 7-10ngay 500 mg
Nhi&m khudn dudng tiét niéu bién chimg 250 mg | 24 gio 10 ngay 250 mg
Viém thdn - cAu thin cip tinh 250 mg | 24 gid 10 ngay 250 mg

Liéu dung cho ngudi suy chirc nang than:

Tinh trang thdn " Lidu khoi diu | Liu tiép theo

Con cép tinh néing cua viém phé quan man tinh/ Viém phdi mic phai & cong dong/ Viém xoang cép |

tinh/ Nhiém khuan xoang khéng bién chimg

DB thanh thai creatinin tir 50 tdi 80 ml/ phat Khéng cén didu chinh lidu [
B thanh thai creatinin tir 20 t&i 49 ml/ phut 500 mg ‘ 250 mg mdi 24 gio s
E)(’jgthanh thai creatinin tir 10 toi 19 ml/ phat 500 mg 250 mg mdi 48 gio E
Tham tach mau 500 mg 250 mg méi 48 gid P
Thém tdch phic mac 1au dai 500 mg 250 mg mdi 48 gid i
Nhiém khudn dudng tiét niéu bién chimg/ viém than bé than cép tinh

D¢ thanh thai creatinin > 20 ml/ phiit Khong cin diéu chinh liéu

D4 thanh thai creatinin 10 tGi 19 ml/ phut 250 mg l 250 mg mdi 48 givr

Céch dung: Ubng that nhidu nude trong qué trinh diéu trj

Vién Levofloxacin nén nudt véi nude, khong duoc nghién nat. Co thé bé theo vach ngang trén vién

dé phan liéu. Ubng thudc trong khi a an hogc gifra hai bita an.

Phai uong Levofloxacin trude khi udng céc khéng acid ¢é chira mudi sat, magié, nhém, céc cation

kim loai nhur sat, cac da sinh t& ¢6 chira kém ciing nhv sucralfate it nhat hai gi® vi nhimng chit nay cé

thé 1am giam sy hap thu cua Levofloxacin. /(///;

/

CHONG CHI PINH:

Khéng duge dung Levofloxacin cho:

e Nhitng bénh nhin mén cam vo&i Levofloxacin, cac quinolone khéc hodic bat ky thanh phin nao
chia thude.

e Nhiing bénh nhan bi ddng kinh

¢ Nhiing bénh nhan ¢6 tién sir dit gin lién quan téi viée dung fluoroquinolone

» Tré em hodc thiéu nién, Phu nit ¢6 thai, Céc ba me dang cho con bu.

TAC DUNG KHONG MONG MUON CUA THUOC:

Nhitng phan tng khong mong muon co thé xay ra trong lam sang: mét ngo, chdong mit, nén, dau
bung, khé tiéu, nbi méan, viém phén phu, ddy hoi, ngira, dau néi chung, dau nguc, dau lung,.

Nhirng phan (g c6 thé xay ra nhumg hiém: kich dong, chén an, lo du, dau khorp, khd mi¢ng, khé tho,
phi né, mét mai, sdt, ngira by phan sinh dyc, tang tiét md hoi, viem hong, viém miii, ngd ga, méit vi
giac.

Nhimg phan {ng ¢6 thé xay ra nhung rét hiém: suy tim, tang huyét ap, khi hu, nhdi mau co tim, dau
co, ban xuét huyet 0 tai, run riy, may day.

Ca biét co thé xay ra: mét thing bang, ¢6 nhiing bt binh thirdng trong: gidc mo, chirc nang gan, tiéu
cdu, chirc nang than, thi lyc. Bénh tidu dudng bi ting ning, phan img phan vé, dau thit nguc, loan
nhip tim, viém khop, hen phé quan, nhip tim chdm hogic nhanh, ha glucose huyét, ha huyét ap, vang
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da, giam tri nhé, yéu ¢o, viém tuy, viém rudt két gid mac, viém co vén, viém gén, giam tiéu cau,
giam cén...

Két tha va tinh thé hinh tru trong nude tiéu d3 duge béo cdo vdi cac quinolone khic.

“Bio cho bdc sy trong truong hop xdiy ra bt ky tdc dung khong mong muon nao lién quan (6i
viéc stk dung thuoc.”

CHU Y PE PHONG VA THAN TRONG LUC DUNG:

Héu hét cac trudng hop viém phdi ning, diéu tri bing Levofloxacin khéng phai 12 phuong phap tbt
nhat. Nhiém khuin bénh vién do P. aeruginosa cé thé doi hoi diéu trj két hop.

Bt gén va viém gln: Co xdy ra viém gén, tuy hiém. Hau hét lién quan dén gén got chan, cd thé dén
to1 dirt gin. Nhimg tai bién vé viém gan va dirt gan ting cao & bénh nhan cao tudi va nhiing nguoi
dang ding céc corticosteroid. Phai gidm s&t chit ch& nhimg bénh nhin nay néu phai ding
Levofloxacin. Bénh nhin cin bao ngay cho bac sy néu co triéu chimg viém gin. Néu nghi ngct bi
viém gén, phai tam nglng ngay viéc diéu tri bang Levofloxacin va ap dung phwong phap diu tri
thich hop cho gan bi tén thuong (vi du: bat déng).

Bénh c¢0 lién quan tdi Clostridium difficile: Tiéu chay, dic biét néu ning va kéo dai hoic xut huyét,
trong ho#ic sau thdi gian didu trj bing Levofloxacin, c¢6 thé 1 triéu chimg bénh do Clostridium
difficile; hdu hét trirdmg hop néng 1a viém rudt két gia mac. Néu nghi ngd bj viém rudt két gia mac,
phai ngimg ngay Levofloxacin va diéu tri bing phuong phap thich hep (vi du: ding vancomycin

dwong udng). Chdng chi dinh nhimg thudc c6 kha ning ttc ché nhu dong rudt trong tinh hudng 1am
sang nay.

Bénh nhén ¢6 khuynh huéng bi dong kinh: Chéng chi dinh Levofloxacin cho nhitng bénh nhén cé =
tién st ddng kinh; Ciing giéng nhu cac quinolone khdac, phai thin trong cho nhitng bénh nhén cé {f
nguy co bi co giat nhur: nhitng nguoi trude dé da b tén thuong hé thin kinh trung uong. Khéng duge q
két hop vdi fenbufen, cac thude khéng viém khong steroid hode cac thude ha thap ngudng ddng kinh Y

nhu theophylline.

Nhimg bénh nhan thiéu G-6-phosphate dehydrogenase: Nhiing bénh nhén dang thiéu hoac ¢d nguy
co thiéu glucose-6- -phosphate dehydrogenase d& xay ra cac phan tmg gdy tan huyét khi diu tri bang
céc chét khang khun nhém quinolone, do vy nén than trong khi ding Levofloxacin cho nhitng
bénh nhan nay.

Bénh nhén bi suy than: Vi Levofloxacin dugc bai xudt chii yéu qua than, cén diéu chinh lidu ding
cho b&nh nhan bi suy than.

Tranh mén cam véi anh sang: Mic du tinh trang min cam vé&i énh sang rat hiém khi xay ra véi
Levofloxacin, nhung ngudi ta v%n khuyén céo ring bénh nhéan khéng nén giai ning nhidu hogic chlc% v
tia tir ngoai nhén tao d€ tranh man cam vdi anh sang.

Bénh nhan diéu tri bang cac chit khang Vitamin K: Do c6 thé lam tang két qué kiém tra @5 ddng

mau hodc thoi gian chay mau & nhifng bénh nhin didu trj bang Levofloxacin két hop voi mét chit

@61 khang vitamin K (vi du: Warfarin), cn giam sat thoi gian déng mau khi ding két hop céac thude
nay.

A\

Kéo dai khoang QT trén dién tdm dé: sir dung cdc quinolon ¢o thé gdy kéo dai khoang QT trén dién .
tAm do & mot s6 ngudi bénh va mdt sb hiém ca loan nhip, do d6 cén tranh sit dung trén céc ngudi ’
bénh sin c6 khoang QT kéo dai, ngudi bénh ha kali mau, ngudi bénh dang sit dung céc thubce chéng
loan nhip nhém IA (quinidin, procalnamld .) hogc nhom III (amiodaron, sotalol...); thin trong khi

su dung levofloxacin cho cac ngudi bénh dang trong céc tinh trang tién loan nhip nhu nhip cham va
thiéu mau co tim cép.

Sir dung cho phu nir cé thai va cho con bii:
Tinh an toan va hiéu qua cua Levofloxacin v&i phu nif ¢d thai va ba me dang cho con bi chua dugc
x4ac dinh do d6 khong dung cho déi tugng nay.

Tac dng cha thudc khi I4i xe va vn hanh may:
Khéng anh hudong dén kha ndng nay.

TUONG TAC THUOC:
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Cée chit khang acid c6 chira cac mudi sat, magié hodc nhém: Swr hdp thu cia Levofloxacin bj giam
dang ke khi dung ket hop voi cac chat mudi sat, magié hodc nhém c6 trong cac chat khang acid khi

nhiing thube ndy duge dung dong th¥i véi Levofloxacin do dé nhitng thudc nay phai ubng sau khi
ubng Levofloxacin it nhit 2 gié.

Khong co su tuong tac gitta thude ndy voi canxi carbonat.

Sucralfate: Sinh kha dung ciia Levofloxacin bi giam dang ké khi ding két hop véi sucralfate. Néu
bénh nhan phéi dung ca 2 thudc nay, phai ubng sucralfate sau Levofloxacin 2 gid.

Theophylline, fenbufen hoac céc thubc khang viém khong steroid: Trong nghlen ciru ldm sang,
khong thdy c¢6 su tuong tac vé dirge dong hoc khi dung két hop Levofloxacin véi theophylline. Tuy
nhién, ¢6 thé xay ra tinh trang ha thdp ngudng dong kinh khi dung két hop céc quinolone v&i
theophylline, cac thubc khang viém khéng steroid hogic cac thude c6 tac dung ha thip ngudng déng
kinh.

Nbng d6 cha Levofloxacin cao hon 13% khi ding két hop véi fenbufen so voi liu ding riéng 1é.
Probenecid va cimetidine: Probenicid v cimetidine anh huémg cé ¥ nghia vé mat théng ké dén su
bai xudt cia Levofloxacin., Phai thén trong khi ding Levofloxacin két hop vé&i nhirng thube c6 tée
dung t4i su bai xuét dng than nhu probenicid va cimetidine, dac biét dbi véi nhitng bénh nhan bi suy
thén.

Cyclosporin: Nira doi thai trir cia cyclosporin bi tdng 1én 33% khi ding két hop véi Levofloxacin.
Bénh nhan di¢u tri bang céc chét khang Vitamin K: Do ¢6 thé lam tang két qua kiém tra do dong
mau hodc thdi gian chay méu & nhimg bénh nhan diéu tri bang Levofloxacin két hgp v&i mét chat
déi khang vitamin K (vi du: Warfarin), cdn tién hanh giam sat thoi gian dong mau khi dung két hop
cac thude nay.

Thirc an: Khéng cé tuong tac trong lam sing véi thire &n. Do vay, vién nén Levofloxacin ¢ thé ubng
khi no hoic doi.

QUA LIEU:
Trong trudmg hop qua liéu can didu tri hd tro tricu chimg. Phai tién hanh kiém tra dién tAm dd vi c6
thé xay ra kéo dai quiing QT. C6 thé ding cic chit khang acid dé bao vé niém mac da day. Thdm °

tach mau, Eham tach phic mac va thdm tach phiic mac 13u dai khéng ¢6 tac dung loai Levofloxacin ra
khoi co thé. Khong ¢6 thudce giai doc dédc hidu.

s

N

TIEU CHUAN: Theo tiéu chudn Nha san x’ué".t.
HAN DUNG: 36 thang tinh tr ngdy san xuat.
Khong dang thudc quai han cho phép

BAO QUAN Béo quan thudc & nhiét dd dudi 30°C, tranh anh sdng va hoi 4m. //%
DE THUOC XA TAM TAY TRE EM o

Tén va dia chi co sé sin xuit:
SYNMEDIC LABORATORIES

Dia chi: 106 — 107, HSIDC, Industrial Estate, Sec-31, Faridabad — 121 003 Haryana, An Do
8§ dién thoai: 91-129-4104047 -

S4 fax: 91-129-4104048 _
For SYNMEDIC LABORATOR!J
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