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RM’resc:riptlc:m Drug

Composition: Each tablet contains:

Levofioxacin ... ... ... . S00mg

Indicatlon, dosage and administration,
contraindicatlon, note, slde effect,

othersa Information:

See insert the paper. [
Dosage form: Film coated 1ablet

Route of adminatration: Cral

Storeage conditions: Store in contain below 30°C |

Packing: 10 tablets/blister x 10 blisters/box
Spacificatlon: In house

KEEP OUT OF REACH OF CHILDREN
READ THE INSERT CAREFULLY BEFORE USE
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Thanh phan: M&i vién chira

LaveRaatin o ammsssmnsas, 500mg

Chi @|nh, l&u dung, chéng chi djnh, Ivu y,
tac dyng phy, céc théng tin khéc:
Xem trong & hudng dBn kém theo

Dang bao ché: Vién nén bac phim
Bwérng dung: Buéng wdng
Bdo quan: Trong bao bi kin & nhit 4§ durén 30°C

RxThuéc ban theo don.

I_—eVOfIOXaCin %, 500mg | Quy cdch: 10 viénni x 10 vilmép

Tléu chuln: Nha san xuét

Visa No /SDK.
Lot No /Sé 16 SX:
Mfg.date/NSX:
Exp date/HD:

Nhap khiu bi:

DE XA TAM TAY TRE EM .
DPOC K? HUXING DAN B1F DYNG TRIAOC KM DUNG
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Composition: Each tablet contains

R’(Pre'.a‘.l::ripzltlorl Drug

Levofioxacin ... ... . .. 500mg

indication, dosage and administration,
contraindication, note, side effect,
others Information

See insert tha paper.

Dosage form: Film coated tablat

Levofloxacin ..ISOOmg

== Packing: 10 tablets/blister x 5 blisters/box

Route of adminatration: Oral

Storeage conditions Store in contain below 30°C

Specification: In house

KEEP OUT OF REACH OF CHILDREN |
READ THE INSERT CAREFULLY BEFORE USE
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Thanh phan: M&i vién chira
Levofloxacin ... ... ... .. .. 500mg

RxThuéc ban theo don.

Chi dinh, I1&u ding, chéng chi dinh. lvu y,
tac dyng phy, céc thong tin khéc:

Xem trang t& huéng dén kém theo

Dang bao ché: Vién nén bao phim

Bwémng dung: Buéng udng

Béo qudn: Trang bao bi kin, & nhiét 86 dudn 30°C
Quy céach: 10 vidnivi x 5 vilhdp

Tidu chudn: Nha san xuét

Visa No /SBK:
Lot No /Sé 16 Sx:
Mfg date/NSX:
Exp date/HD:

Nhip khiu bol:

OE XA TAM TAY TRE EM
POC KT HUXING DAN SIF DYNG TRUFOT KM DUNG
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Doc ky hudng dén sir dung truéc khi diing
Dé xa tam tay tré em

SKASEN
[Thanh phan] Mdi vién chira:
Levofloxacin 500mg
Ta dwoc: Lactose, Corn starch, Carboxymethylcellulose calcium,
Hydroxypropylcellulose, Magnesi stearat, Hypromellose 2910, Propylen glycol 6000,
Titan oxid, chat mau
[Duwge lwe hoc]

Levofloxacin la mot khang sinh téng hop ¢6 phé rong thude nhém fluoroquinolon.
Levofloxacin co tac dung diét khuan do (rc ché enzym topoisomerase II (AND- gyrase)
va/hoic topoisomerase IV la nhimg enzym thiét yéu cuia vi khuan tham gia xuc tac
trong qué trinh sao chép, phién ma va tu sira AND ciia vi khuan. Levofloxacin c6 tac
dung trén nhiéu ching vi khuan Gram am va Gram duong. Levofloxacin (cting nhu
sparfloxacin) c6 tac dung trén vi khuan gram duong va vi khudn ky khi tét hon so véi
cac fluoroquinolon khéc (nhu ciprofloxacin, enoxacin, lomefloxacin, norfloxacin, )
oﬂojxacm /L ([
Pho tac dung: /
Vi khuan nhay cam invitro va nhiém khuan trong lim sang:

Vi khuin wa khi Gram am: Enterobacter cloacae, E.coli, H. influenza,
H.parainfluenza, Klebsiella pneumonie, Legionalla pneumophila, Moraxella
catarralis, Proteus mirabilis, Pseudomonas aeruginosa.

N

Vi khudn khac: Chlamydia pneumoniae, Mycopasma pneumoniae

Vi khuan wa khi Gram dwong: Bacillus anthracis, Staphylococcus aureus nhay cdam
methicilin (meti-S), Staphylococcus coagulase am tinh nhay cam methicilin,
Streptococcus pneumoniae.

Vi khuan ki khi: Fusobacterium, peptostreptococcus, propionibacterium.

Céc loai vi khudn nhay cam trung gian in vitro

Vi khuan ua khi Gram dwong: Enterococcus faecalis.

Vi khuén ky khi: Bacteroid fragilis, prevotella.

[Duge dong hoc]

Sau khi ubng, levofloxacin dugc hip thu nhanh va gin nhu hoan toan; ndng do dinh
trong huyét tuong thudng dat dugc sau 1-2 gio; sinh kha dung tuyét déi xap xi 99%.
Levofloxacin dugc phin bd rong rii trong co thé, tuy nhién thudc kho thdm vao dich
ndo tiy. Ty 1& gan protein huyét tuong la 30- 40%. Levofloxacin rét it bi chuyén hoa
trong co thé va thai trir qua duomg nudc tiéu & dang con nguyén hoat tinh, chi dudi 5%
lidu diéu tri duoc tim thdy trong nudéc tiéu dudi dang chit chuyén hoa desmethyl va N-
oxid, cac chit chuyén hoa nay c6 rt it hoat tinh sinh hoc. Thdi gian ban thai cia
levofloxacin tir 6-8 gio, kéo dai & ngudi bénh suy than.

THERAGEN ETEX CO., LTD.

PRESIDENT
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[Chi dinh]
Nhiém khuén do cac vi khuan nhay cam véi levotloxacin nhur:
Viém xoang cép.
Dot cap viém phé quan man
Viém phéi cong déng
Viém tuyén tién liét.
Nhiém khuin dudng tiét niéu cé bién chimg hodc khong.
Nhiém khudn da va t6 chic dudi da ¢é bién chimg hodc khong.
Du phong sau khi phoi nhiém va diéu trj triét dé bénh than

[Liéu lwgng va cich ding]
Nhiém khuan dwong ho hap.
Dot cip cia viém phé quan man tinh: 500mg, 1 |an/ngay trong 7 ngay
Viém phdi mic phai tai cong ddng: 500mg, 1- 2 lan/ngay trong 7-14 ngay =4
Viém xoang ham trén cap tinh: 500mg, 1 lan/ngay trong 10- 14 ngay I(!{((
Nitiém tring da vi 16 chive diedl da -
C6 bién chirng: 750mg, 1 lan/ngay trong 7-14 ngay
Khéng cé bién ching: 500mg, 1 lan/ngay trong 7-10 ngay.
Nhiém khudn dwong tiét ni¢u
C6 bién ching: 250mg, 1 1an/ngay trong 10 ngay
Khong co bién chirng: 250mg, 1 1an/ngay trong 3 ngay
Viém than- bé than cip: 250mg, 1 lan/ngay trong 10 ngay
Bénh than
Diéu tri du phong sau khi phoi nhiém vai true khuan than: ngay udng 1 1an, 500mg

dung trong 8 tuan.
Diéu trj bénh than: Truyén tinh mach, sau d6 udng thuéc khi tinh trang ngudi bénh

cho phép, liéu 500mg, 1 lan/ngay, trong 8 tuin
Viém tuyén tién ligr: 500mg/24 gio, truyén tinh mach. Sau vai ngay c6 thé chuyén

sang dang udng
Liéu dung cho ngudi bénh suy than:

THERAGEN ETEX CO., LTD.

PRESIDENT
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Do thanh thai creatinin | Liéu ban du Liéu duy tri
(ml/phit)

Nhiém khuén duong tiét niéu c6 bién chimg, viém than-bé than cap

>20 250mg 250mg mdi 24 gior
10-19 250mg 250mg méi 48 gioy
Céac chi dinh khac

50-80 Khoéng cén hiéu chinh liéu

20- 49 500mg 250mg méi 24 gior
10- 19 500mg 125mg mdi 24 gio
Thém tach méu 500mg 125mg mé&i 24 gidr
Tham phén phic mac lién tuc | S00mg 125mg mdi 24 gior

Liéu diing cho nguoi bénh suy gan: Vi phin lon levofloxacin duoc dao thai ra nudc
tiéu dudi dang khéng ddi, khong can thiét phai hiéu chinh liéu trong céc truong hop (((,;

suy gan. : /

Dung dudng udng levofloxacin khéng phu thudc vao bira n (c6 thé udng trong
hodc xa bira dn)

Cach dung:

Khéng dugc dung cic antacid ¢6 chira nhém va magnesi, ché phdm co chua kim
loai nang nhu sit va kém, sucralfat, didanosin (cac dang bao ché ¢ chua antacid)
trong vong 2 gid trude va sau khi udng levofloxacin
[Luu y]

Vién gn dic biét 1a gan got chan (Achille), c6 thé dan toi dit gan. Bién chimg nay
¢6 thé xuat hién & 48 gio dau tién, sau khi bt dau dung thude va co thé bj ca hai bén.
Viém gan xay ra chi yéu ¢ cac ddi tuong co nguy co: nguai trén 65 tudi, dang ding
corticoid (ké ca dudng phun hit). Hai yéu t6 nay lam ting nguy co viém gin. Dé
phong, can diéu chinh liéu luong thude hang ngay & ngudi bénh 16n tudi theo muc loc
cau than.

Anh hudng trén hé co xuong: Levofloxacin, cling nhu phan 16n cac quinolon khéc,
c6 thé gdy thoai hoa sun & khdp chiu trong luc trén nhiéu loai dong vat con non, do do
khéng nén ding levofloxacin cho tré em duéi 18 tudi.

Nhuoc co: Can than trong & ngudi bénh bi bénh nhuoc co vi céc biéu hién co thé
nédng lén.

Téac dung trén than kinh trung wong: Da c6 cac thong bao vé phan (mg bét loi nhu
rdi loan tAm thén, tang ap luc ndi s, kich thich than kinh trung uong dan dén co giat,
run ray, bon chon, dau dau, mat nga, trim cam, 1o 14n, 4o giac, &c mdng, co y dinh
hoac hanh déng tyr sat (hiém gip) khi str dung céc khéng sinh nhém quinolon, tham chi

ngay khi str dung & liéu dau tién.
-~ : THERAGEN ETEX CO., LTD.

PRESIDENT
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Néu xay ra nhimg phan tmg bét lgi nay trong khi sir dung levofloxacin, cin dimng
thudc va c6 cac bién phap xir ly triéu chimg thich hop. Cén thin trong khi sir dung cho
ngudi bénh cé cac bénh ly trén than kinh trung wong nhu dong kinh, xo cimg mach
ndo.. . vi ¢6 thé ting nguy co co giat.

Phan (mg man cam: Phan {mg min cdm v&i nhiéu biéu hién 1am sang khac nhau,
thim chi séc phan vé khi sir dung cac quinolon, bao gdm ca levofloxacin da duoc
théng bio. Can ngimg thude ngay khi ¢ cic dau hiéu dau tién ciia phan (mg min cam
va ap dung cac bién phép xu tri thich hop.

Viém dai trang mang gia do Clostridium dificile: Phan tmg bat loi nay da duogc
théng bao véi nhiéu loai khang sinh trong d6 co levofloxacin, cé thé xay ra ¢ tat ca cac
mirc d§ tir nhe dén de doa tinh mang. Can luu y chin doan chinh xac cac truong hop ia
chay xay ra trong thoi gian ngudi bénh dang sir dung khang sinh dé c6 bién phap xur tri (i

g
thich hop. / /L{'/

Min cam véi dnh sang mirc dd tir trung binh dén ning da duoc théng bao véi nhiéu
khang sinh nhém fluoroquinolon, trong d6 cé levotfloxacin (mic du dén nay, ty 1 gap
phan ung bat loi nay khi sir sir dung levofloxacin rat thip <0,1%). Nguoi bénh can
tranh tiép xtic truc tiép voi dnh séng trong thoi gian diéu tri va 48 gior sau khi diéu tri.

Tac dung trén chuyén héa: Ciing nhu céc quinolon khac, levofloxacin co thé gay
rdi loan chuyén hoa duong, bao gdm tang va ha duong huyét thuomg xay ra & cac
ngudi bénh déi thdo duong dang sir dung levofloxacin dong thoi voi mot thude udng
ha duong huyét hodc véi insulin; do d6 can giam sat duong huyét trén ngudi bénh nay.
Néu xdy ra ha duong huyét, can ngimg levofloxacin va tién hanh cac bién phap xir tri
thich hop.

Kéo dai khoang QT trén dién tdm dd: Str dung cic quinolon cé thé giy kéo dai
khoang QT trén dién tdm d6 & mét s6 ngudi bénh va mot sé hiém ca loan nhip, do do
can tranh sir dung trén cac nguoi bénh sin ¢ khoang QT kéo dai, ngudi bénh ha kali
méu, nguoi bénh dang sir dung cac thude chéng loan nhip nhom IA (quinidin,
procainamid..) hodc nhom III (amiodaron, sotalol...); than trong khi st dung
levofloxacin cho cac ngudi bénh dang trong cac tinh trang tién loan nhip nhu nhip
cham va thiéu mau co tim cép.

St dung cho phu ni¥ co thai va cho con bu:
Thai ky mang thai

Khéng dung levofloxacin cho phu nir ¢6 thai

Thai ky cho con bu

Chua do duoc néng dd levofloxacin trong sira me, nhung can cir vao kha nang
phin bd vao sita cta ofloxacin, co thé du doan rang levofloxacin ciing duge phan bd
vao sira me. Vi thude ¢6 nhiéu nguy co ton thuong sun khop trén tré nho, khéng cho
con bu khi dung levofloxacin.

THERAGEN ETEX co., LTI,

PRESIDENT
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Tdc dpng ciia thudc dén kha nang ldi xe va vdn hanh mdy méc: Than trong khi ding
cho ngudi l4i xe va van hanh mdy méc vi thuée c6 thé gdy dau dau, hoa mit.
[Chong chi dinh]

Ngudi c6 tién sir qua min véi levofloxacin, véi cac quinolon khac, hodc véi bat ky
thanh phan nao ciia thuc. Dong kinh, thiéu hut G6PD, tién sir bénh & gan co do mét
fluoroquinolon. Tré em nho hon 18 tudi

[Téc dung phu]
Thuomg gdp: ADR>1/100

Tiéu hoa: Budn nén, ia chay.

Gan: Téng enzym gan.

Da: Kich img noi tiém.

It gap: 1/1000<ADR<1/100

Thén kinh: Hoa mit, cang thing, kich dong, lo ling.

Tiéu hoa: Pau bung, dé‘ly hoi, khé tiéu, ndn, tdo bon.

Gan: Tang bilirubin huyét.

Tiét niéu, sinh duc: Viém &m dao, nhiém ném candida sinh duc.

Da: Ngura, phat ban.

Hiém gap, ADR<1/1000

Tim mach: Tang hodc ha huyél ap, loan nhip.

Tiéu hoa: Viém dai trang mang gia, khoé miéng, viém da day, phu ludi.

Co xwong — khép: Dau khép, yéu co, dau co, viém tiy xuong, viém gan Achille.
Than kinh: Co giét, gidc mo bét thuong, trim cam, réi loan tam than.

Di ing: Phu Quinck, choang phan vé, hoi chimg Stevens-Johnson va Lyelle.

Thubc nay chi dung theo sy ké don cua bdc sy
Théng bdo cho bdc sy néu cé bit cie phdn ikng phu nao xdy ra khi ding thuéc
Néu cin biét thém théng tin, xin héi p kién ciia thiy thube

[Twong tic thude]

Antacid, sucralfat, ion kim loai, multivitamin: Khi sir dung déng thoi o thé lam
giam hap thu levofloxacin, cn udng cac thuéc nay cich xa levofloxacin it nhat 2 gio.

Theophylin: Mt s6 nghién ctru trén ngudi tinh nguyén khoe manh cho thdy khéng
c6 tuong tac. Tuy nhién do ndng do trong huyét tuong va AUC theophylin thuomg bi
tdng khi sir dung déng thdi véi céc quinolon khac, van can giam sat chat ché nong do
theophylin va hiéu chinh liéu néu cin khi sir dung déng thosi véi levofloxacin.

THERAGEN ETEX CO., LTD.

PRESIDENT

Théan kinh: Mt ngu, dau dau. /
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Wafarin: Do di c¢6 thong bio wafarin ting tdc dung khi ding cling vdi
levofloxacin, cAn giam sat cac chi sb vé dong mau khi sir dung dong thoi hai thude
nay.

Cyclosporin, digoxin: Tuong tac khong c6 y nghia lam sang, do dé khéng can hiéu
chinh lidu cac thude nay khi dung déng thoi voi levofloxacin.

Céc thubc chong viém khong steroid: C6 kha nang lam tiang nguy co kich thich
than kinh trung wong va co giat khi dung déng thoi véi levofloxacin.

Céc thudc ha dwong huyét: Dung ddng thoi véi levofloxacin cé thé lam ting nguy )
co réi loan dudng huyét, can giam sat chit ché. / f{ _
[Qui Tidu]

Vi khong ¢6 thudc giai doc diac hidu, xur tri qua lidu bang cach loai thube ngay khoi
da day, bu dich day di cho nguoi bénh. Thdm tich mau va thdm phén phiic mac lién
tuc khéng cé hiéu qua loai levofloxacin ra khoi co thé. Theo ddi dién tam dd vi khoang
cach QT kéo dai.

[Pong g6i]: Hop 5 vi x 10 vién, hop 10 vi x 10 vién
[Dang bao ché]: Vién nén bao phim

[Puirng ding]: Puong udng
[Han diing): 36 thang ké tir ngay san xut.
[Bio quin] Bao quan trong bao bi kin ¢ nhiét d§ duai 30°C

[Tiéu chuin] Nha san xuét

Nha san xuat
THERAGEN ETEX CO., LTD

# 649-1, Choji Dong, Danwon-Gu, Ansan-Si, Gyeonggi-Do, Korea

THERAGEN ETEX CO., LTD.
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