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N" Version Country Ex.

N" plan dimensionnel

N" plon positionnement

Dimensions

A1 - 07.10.2005
cRx-v1 -1012012
1-606762

605762-1a
01x22x 126 mm
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Nom du Produit

Rtfirence article

domge

quantit€

Tavanic

R873200

500 mg

5 cps

Cdekuiti 871200

Codes sur tronche 45-75-10$110 Toille corodires 7 pts
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Rx- Thu6c bin theo dor.
TAVANIC@ SOK:
ViCn nen bao phim. HoP 1 vix 5 vien.
Thinh phAn: levofloxacin 500 mg (dt oi dang

levoltoxacin hemihydrale). TA dugc vLra di 1 viCn.

Dd xa tam tay trd em.
Ooc kV hudnq d5n su dung truoc khi dung.
Ctri ai,rn, cactr dung, ch6ng chi dinh ve c6c th6ng tin

kh6c: xin dqc trong td huong dan sdr dqrng.

36 to Sx, NSX, HD xem "Batch", "tvtfg', "Exp'trcn bao

bi. Ngay h6r han lA ngdy Ol cta th6ng HD (Exp) tr6n

bao bi.
aio qran d nhiet dO kh6ng quA 30"C, bao quin thu6c

trong vi vA hop d noi kh6 rao.
T€u chuAn: Nha san xuet.

NG TY

SANOFI WINTHROP INDUSTRIE
60205 Compiegne, PhaP.

GON (sapharco)
TP. Hd chi Minh.
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N IDU TIENG VI N T

Rx - Thul5c bin theo tlon.

TAVANIC@ SDK:

Vi6n n6n bao phim. HQp 1 vi x 5 vi6n.
Thirnh phAn: Levofloxacin 500 mg (dudi dqng levofloxacin hemihydrate) . Td duqc vira drl 1 vi6n

D6 xa tim tay tr6 em. Doc k! hu0ng d5n s& dung truoc khi dirng.
Chi dinh, c6ch dUng, ch6ng chi dinh vi cdc th6ng tin kh6c: xin tlgc trong to hu0ng d5n srl dr.rng.

S6 lO SX, NSX, HD xem "Batch", 'Mfg', "Exp" tr€n bao bi.
Ngay h6t han li ngdy 01 c0a th5ng HD (Exp) tr6n bao bi.
Bdo qudn & nhiQt d0 kh6ng qu6 30oC, bdo quin thu6c trong vi vir hQp d noi kh6 16o.
Ti6u chu5n: Nhi sdn xu5t.

Sdn xu6t tai:
SANOFI WINTHROP INDUSTRIE
56, route de Choisy au Bac, 60205 Compiegne, Ph6p.
Nhdp khdu b0i:
COng ty TNHH MTV DUQC SA GON (Sapharco)
18-20 Nguy6n Trucrng Tq, QuQn 4, Tp. H6 ChiMinh, Viet Nam

TIENG VI T DAN TREN H THU6C
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Rr- Thuilc bAn theo don.
TAVANIC@ SoK:
ViCn n6n bao phim. Hop 'l vi x 5 vi€n.
Thirnh phAn: levofloxacin 5OO mg (dudi dang
levofloxacin hemihydrate). Ta duoc vta di 1 vien.
oB xa tAm tay tr€ em.
O9c ky huong den s& dqng tnrdc khi dung.
Chi dinh, cach dung, ch6ng chi dinh va c6c th6ng tin
khec: xin dQc trong to hudng dan sr) dung.
s6 l0 sx, NSx, HD xem "Balch','Mfg', "Exp'tr€n bao
bi. Ngay h6t han la ngay 01 cia thang HD (Exp) trCn
bao bi.
Bio quin d nhi€t dO khOng que 30"C, bio quin thu6c
trong vi va hop d noi kh6 ftlo.
Ti6u chuAn: Nhi sin xuAt.
Srin xuSt tai: SANOFI WINTHROP INDUSTRIE
56, route de Choisy au Bac, 60205 Compiegne, Phap.
Nhao khau bdi:
COng Ty TNHH MTV OUOC SAI GoN (Sapharco)
18-20 Nguyen Trudng T0, Quan 4, TP. Hd Chi Minh,
Viet Nam

CONG TY
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Version N" 2 Type Article Aluminium
N" Version Logo/Nome

N" Version Country Ex.

N" plan positionnement

Laize en mm

Format blister

scv A1 - 10.10.2005

A2 - 20.07.2011

606772-1a

sANoFl b,
Tavanic

R5031 50

500 mg

cps

2

130 mm

120 x 50 mm

Valeur pos nominal
Valeur duplication

Long. dEvelop.

du povt

Taille caraclires
Black C

-

Rouge 186 C

-

N.A.

35,00
35,00

360,00
45"

7 pts

crtt le
pot

modifiE le

pot

1910112012

Thill G

21|0/.12012

Thill G

Nom du Produit

Rtftrence article

dosage

quontitC

Laboratoires

Pays

Sanofi
Export

CONG TY

:
SANNFI.IVT'N?ITIA
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Zone de repiquage : encre sp6ciale pour marquage laser

Note: Batch number, Mfg date, Exp date will be embossed during packaging process
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Thui5c b6n theo don.
Xin dgc k! toin bQ to hu6ng din
- Hiy gi0 k! to hucrng d5n ndry. Co

TAVANIC@
Levofloxacin 500 mg

Vi6n n6n bao phim

niy trufc khi b5t diu dtng thu6c.
th6 ban s6 cin dgc lai.

- N6u c6 th€m b5t ky thSc m5c ndo, xin h6i b6c sT hoic duqc si.
- Tavanic iluEc k0 toa cho ban. Kh6ng trao thu6c cho ngudi khdc. Thu6c c6 th6 g6y hqi cho ho, cho d0 trieu

ch0ng c0a hq gi6ng nhu crla ban.

- Neu c6 b5t !V tac dung phu ndo trO n{ng, hoic n6u ghi nhin b6t k} tdc dung phu nio kh6ng duEc tiqt k6 trong
to hu0ng d5n ndy, xin b6o cho bdc si ho{c dugc sT.

Thinh phin
Hoat chSt: M6i vien bao phim chua,500 mg levofloxacin, tuong duong 512,46 mg levofloxacin hemihydrat.
Ti duoc: crospovidon, hypromellose, microcrystallin cellulose, natri stearyl fuma
8000, titan dioxyd (E171), talc, red ferric oxyd (E 172), vd yellow ferric oxyd (E 172).

rat, hypromellose, macrogol

Dang thu6c vi hinh th0c trinh biy
- Vi6n nen bao phim tl6 u6ng duqc ch0a trong vi 5,7 vd 10 vi6n. H6p 1 vi
Kh0ng phdi tAt cd c6c hinh th0c trinh biry cl€u c6 bdn tr6n thi truong.

TAVANIC LA THU6C GiVA DUNG gE LAU Ci
Tavanic li mQt khing sinh t6ng hop thuQc nh6m fluoroquinolon. Thu6c t5c dQng bing c6ch ti6u diQt c6c vi khu5n
giy bQnh nhi6m khuSn trong co th6.

cHiD!NH
Vi6n bao phim Tavanrc: duEc chi dinh A6 dieu tri nhiSm khuin do c5c vi khudn nhay cdm voi levofloxacin gAy
ra & nguoi lcrn:
- Vi6m xoang nhiSm khuAn c5p,
- DEt kich ph6t nhiSm khuAn cAp cia vi6m ph6 qudn mqn,
- Vi€m pn6i mic phiicQng d6ng,
- NhiSm khudn duong ti6u c6 bi6n ch0ng (k6 cd vi6m than-b6 tnan),
- Vi6m tuy6n ti6n liQt nhi6m khuAn man,
- NhiSm khuAn da vi mO m6m.

Truoc khi ke toa Tavanic, n6n luu f tl6n huong din cOa qu6c gia vdr/hoic dla phuong vO viQc sfr dqrng hEp l1i

fluoroquinolon.

LIEU DUNG VA GACH DUNG
Lu6n lu6n drirng Tavanic tl0ng nhu bic si dd huong d5n. Ban n6n h6i lai b5c sI hoac duqc sT n6u co di6u gi
chua 16.

G6ch dtng
Vi6n bao phim Tavanic:
- Thu5c ctugc u6ng qua duong miQng.

- ttu6t trgn vi6n thu6c vdi mQt ly nu0c.
- Vi6n Tavanic c6 th6 cluEc chia theo khia ngang tl5 phin li6u thlch hqp.
- C6 the u6ng thu5c trong b0a dn hoic Oat cu hic nio gi0a cdc b0a in.

Bio vQ da trinh inh ning
Cin trdnh 6nh ning trrfc ti6p trong thdi gian dirng Tavanic. Da cOa ban s6 nhay cdm hon v0i 6nh ning vd c6 th6
bi b6ng, r6t hoic phdng rQp n6u kh6ng 6p dqng cdc bien phdp d6 phong sau d6y:

- DUng kem ch6ng ning co chi s6 cao.
- LuOn lu6n dOi m0 vd mic 5o diritay vir qudn diri.

- Tr6nh t5m n5ng.

N6u b3n dang ddng vi6n sit, thu6c kh6ng acid hoic sulcralfat, c6c chii phim b6 sung k6m
- Kh6ng iluqc u6ng nh0ng thu6c niry cirng hic vdi vi6n bao phim Tavanic. NGn u6ng it nh6t 2 gio tru0c ho{c

sau khi u6ng viOn bao phim Tavanic.

ta
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Lidu dtng
Tavanic tluoc drlrng mOt hoic hai l3n m6i ngiy. Lidu drJng tr)y thuQc vio loai vdr tl6 ning c0a nhi6m khuSn vi d6
nhqy cdm cOa t6c nh6n giy b6nh gid dinh.

Thoi gian di6u tr!
Thdi gian di6u tri thay d6i tiry theo loai benh (xem b6n- dudi). Nhu di6u tri kh6ng sinh n6i chung, n6n ti6p tuc srir
dqrng Tavanic trong it nhSt 48 al6n 72 gid sau khi hCt s6t hoic c6 bing ch0ng d51ru ti6t vi khuAn

Li6u ding d bQnh nhAn co chttu ndng thQn binh thtwng (thanh thii creatinin >50 ml/ph0t)

Chi cllnh Li6u dtng m6i ngiy
(tty theo d0 ninq)

Thdigian diiu tr!

Vi6m xoang c6p 500 mg m6t lAn m6i
nqdy

10-14 ngdy

Dqt kich phdt c5p c0a vi6m
ph6 qudn man

?50 nlg d6n 500 mg m6t
l6n m6i nqdy

7-10 ngiy

Vi6m ph6i mic phiic6ng
tl6ng

50.! mg. m6t hodc hai lAn
mor nqay

7-14 ngAy

Nhi6m khu5n duong ti6u
kh6ng bi6n chOng

250 mg mgt lin m5i
nqay

3 ngdy

Nhi6m khuAn duong tiSu co
bi6n chung (k6 cd vi6m thin-
o6 tnan)

250 mg(1) mQt lAn m6i
ngay

7-10 ngdy

Vi6m tuy6n ti6n liet nhi6m
khuAn man

500 mg m6t lin m6i
nqay

28 ngdy

Nhi6m khuAn da vd mO m6m 250 mg m6t lin m6i
ngdy hoqc 500_mg mQt
hodc hai l6n m6i nqiy

7-14 ngdy

(') Trong truong hop nhi6m khudn ning cin xem x6t ting li6u bing duong
ti6m truy6n tlnh mach

ThQn trgng d6i von bQnh nh1n suy th6n
Vi levofloxacin chO y6u Clugc bai tiet trong nu0c ti6u, n6n gidm li6u d benh nhin suy thin. C6c thOng tin lien
quan dugc hinh biy trong bdng sau:

Ph6c ddi lidu dtng
250 mgl24 gid 500 mg/24 gio 500 mg/12 gio

Thanh thii
creatinin

li0u tl6u ti6n
250 mg

li6u diu ti6n
500 mg

li6u ttdu ti6n
500 mg

50-20 ml/ph0t li6u k0 ti6p:
125 mgl24 gid

li6u kO ti6p:
250 mgl24 gid

li6u k6 tiep:
250 mgl12 gid

19-10 mliph0t. li6u k5 tiep:
125 mg/48 gio

li6u k6 ti6p:
125 mgl24 gid

li6u k0 ti6p:
125 mgl12 gid

< 10 ml/ph0t (k6 ci
lgc miu vir th5m
phin ph(c m?c li6n
tuc luu dQng.)

li6u ke ti6p:
125 mg/48 gio

li6u kO ti6p:
125 mgl24 giit

li6u kE ti6p:
125 mgl24 gid

* Kh6ng cin dung th6m li6u sau khi lgc m5u hoic th5m ph3n phric mac li6n
tUc luu dOng.

ThQn trgng a6i vol bQnh nhdn suy gan
Kh6ng cAn di6u chinh li6u dung, vi levofloxacin it duqc chuy6n hoa d gan.

BQnh nhAn cao tu6i
Kh6ng cdn chinh li6u tr6n nguoi cao tu6i, ngodiviQc xem x6t khi ndng suy giim chuc ning thQn.
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CHONG CHiD!NH: kh6ng dirng Tavanic vi bio cho bic si bi6t n6u:
- Ban c6 di Ong v0i levofloxacin, hodc vdi bAt k!'kh6ng sinh quinolon nio khdc nhu ld moxifloxacin, ciprofloxacin

hoic ofloxacin hay di ung v0i b6t k! thirnh phin ndo kh6c cOa Tavanic (xem muc Thdnh phin tr€n dAy).
- Ban m5c bQnh dOng kinh.
- Ban il6 tung bi dau gAn co nhu vi6m g6n li6n quan voi viec tli6u tri bing kh6ng sinh quinolon.
- Ban ld tr6 em du6i 18 tu6i.
- Ban dang co thai, co th6 dang c6 thai ho{c nghi ld minh c6 thai.
- Ban dang nu6i con bing s0a me.
KhOng ditng Tavanic nOu ban c6 b*t ky yeu t6 ndo tr1n ddy. NOu khOng bi€t chdc, hdy xin ,i ki€n bdc si hodc
duoc si tnwc khi ditng Tavanic.

Lt/U Y VA THAN TRQNG: hoi lqi b6c si hoic duqc si trudc khi dung thuiic n6u bqn:
- Lir nguoi cao tu6i (tu 65 tu6i tr& ten1.

- Dang dUng corticosteroid, d6i khi goi ld steroid (xem "Tuong tic thu5c vd c6c tuong t6c khdc" duoi tlSy).
- Dd tung c6 mgt con ng6t hoac cn6ang (con b€nh). 

-- - "e -- - --" 
/,///-

- Od tung bi t6n thuong nio do tlQt quy hoic chAn thuong n5o kh5c. / """"
- C6 bgnh th?n. 

"Y "-'vv vYr 
' -'"'

- Co chung thi6u glucose-6-phosphat dehydrogenase. Ban s6 co nhi6u khd ndng c6 nh0ng vAn d6 nghi€m trong
vO mdu khidr)ng Tavanic.

- Dd tung bi r6i loan tim thAn.
- Di tung c6 b€nh tim.
- Li bQnh nhin cldith6o duong.
- Di tung c6 bQnh gan.

- NOn thOn trgng khi d0ng cdc fluoroquinolon, bao g6m levofloxacin, tr€n b6nh nhdn da biet c6 c5c y6u t5 nguy
co k6o diri khoing QT ch5ng hAn nhu:

r6i loan diQn giii chua duqc di6u chinh (vi du hq kali mdu, ha magnesi mdu)
hQi chung QT keo ddri bAm sinh
bQnh tim (vidu suy tim, nh6i m6u co tim, nhip tim chQm)
srl dqng cl6ng thoi voi nh0ng thu6c giy k6o diri khodng QT

phu nO c6 th6 nhay cdm hon d6i vdi c6c thu5c giy k6o ddri khodng QTb6nh nhin cao tu6i vd
- C6 ti6n sir h nhuoc coben

bi6tNOu kh6ng chdc minh c6 nh1ng di6u tr1n ddy hay khOng, hdy xin !, ki6n bdc si hoflc dtryc si truoc khi ddng .J
Tavanic.

)078
co THATvA NUoTCON BANG SI.PA ME
Kh6ng dung Tavanic n6u ban:

- Dang co thai, c6 thd dang c6 thai hoic nghi ld minh c6 thai.
- Dang nu6i con bdng s0a mg hoic dinh cho con b0 me.
Hdy hdi '! ki€n cla bdc si hodc duo. c sT truoc khi ddng bilt ky thu6c gi n1u dang co thai ho|c dang nuOi con bdng
sfta mg.

LArxE vA sr,.P DUNG MAY Moc
Ban co th6 gip tdc dqng phqr sau khi dr)ng Tavanic, bao g6m cdm gidc hoa m5t, bu6n ng0, chong mit, hoic thay
d6i thi gidc. MOt s6 tec dung phu niry c6 th6 anh hudng cl6n khi ning t?p trung vi t6c dQ phdn ung cOa ban.
N6u xdy ra, kh6ng n6n ldi xe hoic lam b6t cu viec gi c6n su chri V cao d0.

Tt/oNG rAc rnu6c vA cAc rrfoNc rAc xnAc
B5o cho bdc sT hodc dtrlc si bi6t n1u ban dang ding hoQc gdn ddy da dung bdt kj, thuOc ndo khdc, bao g6m
thu6c mua khOng cdn toa, k€ cd thdo duo. c. D6 ld vi Tavanic co th€ dnh hudng dOn tdc dOng cla m|t s6 thu6c
khdc. Nguqc lai, mQt s5 tnu6c khdc co the enh hudng d6n co cne tac dQng cla Tavanic.

Dic biQt, hiy b6o cho bic si bi6t n6u b4n dang dtng b5t ky thu6c nio du6i diy. Vi ch0ng c6 th6 lim ting
khi ning xiy ra tic dgng phq khi bqn dtng chung v6i Tavanic:
- Corticosteroid, d6i khi goi li steroid - d0ng O6 tnang vi6m. Ban rAt co th6 s6 bi vi6m vir/hoic dut gAn.

- Warfarin - dung d6 ch6ng d6ng miu. Ban r6t c6 th6 sE bi chiy mdu. B6c si cdn xet nghiQm m6u thuong xuy6n
O6 fi6m tra tinh trang clOng miu cOa ban.

- Theophyllin - dUng trong bQnh hO h5p. Ban rAt co th6 sE bi con ngSt no6c cho6ng (con bQnh) n6u dUng chung

t
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voiTavanic.
- Thu6c khdng vi€m kh6ng-steroid (NSAI

ketoprofen vd indomethacin. Ban r5t c6
Tavanic.

DS) - dirng ch0a dau vd vi6m, nhu aspirin, ibuprofen, fenbufen,
th6 s6 bi ccvn ng6t no;c cho6ng (ccvn bQnh) n6u d0ng chung vcri
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- Ciclosporin - duqc d[.rng sau gh6p tqng. Ban rAt c6 th6 se gap tdc dqrng phu c0a ciclosporin.
- Thu6c Anh huOng d6n nhip tim. Nhom.ndry bao gdm nhong thu6c choa nhip tim oAt tnuong (thu6c ch6ng toan

nhip nhu quinidin vd amiodaron), thu6c choa trim cim (thu6c ch-6ng trim cdm ba vdng-ni'ru amitriptylin vir
imipramin), mOt s6 thu6c ch6ng loqn thin, vir thu6c ch0a nhiSm-trUng (c6c khdng 

-sinh 'macrolid' nhu
erythromycin, azithromycin vd clarith romycin).

- Probenecid - dUng tri b6nh grlt vdr cimetidin - d0ng tri lo6t da diry vd o n6ng. CAn th?n trgng ddc biQt khi drlng
chung nh0ng thu6c ndy v0i Tavanic. N6u ban c6 benh thin, bdc si s6 cho dirng li6u thSp hon.

Kh6ng duqc ding vi6n bao phim Tavanic ctng hic v6i nhirng thu5c sau diy, vi chting c6 thC anh
hu&ng d6n co ch6 t6c d6ng ctia Tavanic:
- Vi6n sit (tr! thi6u m6u), thu6c khang-acid-chua magnesi hodc nh6m (tri ch0ng thua acid hoic q n6ng) ho{c

sulcralfat (tri lo6t da day), c6c ch6 phAm b6 sung k6m. Xem MUc Cdrch dirng tr6n Oay.

X6t nghiQm i phiQn trong nufc ti6u
Xet nghiQm nuoc ti6u co th6 cho k6t qud 'duong tinh gid' voi thu6c gidm ilau manh
nguoi tlang dirng Tavanic. N6u b6c sT y€u cAu lim x6t nghiQm nudc ti6u, hiy b6o cho
dUng Tavanic.

ldr thu6c hq '6 phien' o
b6c sT biet la ban dan

TAc DUNG KHONG MoNG MU6N
Nhu t5t cd nh0ng thu6c kh6c, Tavanic co th6 gdy t6c dqrng phu, tuy khOng phdi ai c0ng
niy thuong ld nhe hoic d m0c vua phii vdr thuong bi6n m5t sau mgt thoi gian ng5n.

Hiy ngung dtng Tavanic vi cl6n gip b6c si hoic tl6n ngay bQnh vi6n niiu bqn aC y ttriy nhirng tic dgng
phg sau diy:
n5t niem (xdy ra d <1 tlo.OOo benh nhAn)

- Phdn ung di ung. Dau hi€u c6 th6 la phdt ban, kh6 nu6t hoic kho thd, phu m6i, mit, hong hodc luoi.

Hiy ngung dtng Tavanic vi tl6n Sip bac si,ngay n6u b4n AC y tfriy b6t ky t6c dqng phg nghiGm trgng
nio sau tliy - c6 th€ b3n phii cin c!i6u tr! khin cip:
Hi6m gip (xiy ra d <1 I 1.000 br9nh nhin)
- Ti6u chiy todrn nu0c hoic co m6u, co th6 kdm tlau quin bung va s6t cao. Diy co th6 ld nh0ng d5u hiQu cOa

mQt bQnh n{ng duong ruQt.

- Dau vd vi6m gdn. Thudng gdp nh6t ld gin g6t (gin Achille) vd trong mQt s6 truong hEp c6 th6 d0t gan.

- Co giat (dQng kinh).
n5t ni6m (xdy ra d <1 110.000 benh nhdn)
- Cim giSc rit b6ng, kim chim, dau hoic tO rin. Diy co th6 la nnOng d6u hi€u cOa benh l! diy th5n kinh.
Cic phin Ong khic:
- Phat ban n{ng tr6n da, co th6 n6i Oqng nu0c vd tr6c da quanh m6i, m5t, miQng, m0i, vd bQ ph?n sinh duc.

- Ch6n in, vdng da vd ving m5t, nu0c ti6u sim mdu, ngua, hoic dau khi 5n vdo bqng tr€n. Ddy c6 thA la
nh0ng d5u hiQu c0a bQnh gan.

Hiy bio cho bic si n6u bat ky tic dgng phg nio sau diy tr& ning hoic k6o dii vii ngiy:
Thuong gip (xdy ra & <1 / 10 bQnh nhin)
- Bu6n nOn vd ti6u ch6y.
- Ting enzym gan trong m6u.
it gip (xiy ra 6 <1 1100 benh nhin)
- Ngfa vd phit ban tr6n da.

- Ch6n 5n, r6i loan ti6u hoa hoic kh6 ti€u, n6n hoic dau d virng dq diry, cdm gi6c day bung ho{c t6o b6n.

- Nh0c dAu, ch6ng mit, hoa mit, r6i loan giSc ng0 ho{c cing thing thin kinh.

- X6t nghiQm m6u c6 th6 cho k6t qud b5t thuong do cic r6i loan 6 gan vir thQn.

- Thay d6i s6 luqng bach ciu trong k6t qud c0a mOt s6 xet nghiQm m6u.

- Y6u suc.
- Ting s6 luEng c0a cdc vi khuSn hoic ndm khdrc, c6 th6 cin phdi di6u tri.
Hi6m gip (xAy ra d <1 11.000 bQnh nhdn)

- Cim giSc kim chAm & birn tay vi birn chan (di cim) hofc run.

- Cim gi6c cing thing (lo lSng), trim c6m, cdc vAn dO tAm thin, cdm giSc but rut hodc cdm gi6c l6n l6n,

- Nhip tim nhanh b5t tnuong hoac ha nuyet ap.

- Dau khdp ho{c dau co.
- Bim m6u vd d6 chdy mdu do giim s6luqng ti6u c3u.

- Gidm s6luqng bach cAu.

- Kh6 th& hoic thd khd khe (co tnSt pn6 quin).

gqp. Nh0ng t6c dqng Phu
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- ThA hut hoi (kh6 thd).
- Ngug hoic n6i me day
Rit hi6m (xiy ra d <1 I 10.000 bOnh nhin)
- Da ting nhqy cdm voi 6nh ning vdr tia cuc tim.
- Gi6m luEng tludng trong m6u (hE tluong huy6t). Diy la phdn 0ng quan trgng 06i vOi nguoi c6 bQnh il6i th6o

dudng.
- R6i toan thinh gi6c hoic thi gi5c, ho{c thay d6i v! gidc vir kh0u gi6c.

- Nghe hoac thdy nh0ng di6u kh6ng c6 th?t (do giSc), thay d6i f nghT vi tu duy (phdn ung loqn thin) vdi nguy
co c6 f tllnh hoic hdnh d0ng trr t[r.

- Truy tuAn hoin (phdn r?ng gi6ng s6c phin vQ).

- Y6u co, c6 th6 kam trgng & b€nh nhin nhuqc co (mQt benh hi6m gip cOa hQ thin kinh).

- Vi€m gan, r6i loan ch0c ning thfn vdr tl6i khi suy thin di6u ndy co th6 la do phin ung di ung d th?n con duoc
ggi ld vi€m th?n k6.

- S6t, dau hgng vd cim gi6c kh6ng kh6e k6o ddi. Nh0ng triQu chung niy co th6 do giim s6 lugng bqch cAu
- S5t va phdn ung di ung & ph6i.

C6c tic dqng phg khic:
- Gidm s6 luong h6ng cAu (thieu m6u). Da c6 th6 tdi hoic c6 miu vdng do sr.r, phi hriy vir gidm s6 luong cOa t5t

ci c6c loai tC bio m6u.

- Ddp ung miSn dich qud mqnh (qud m5n).
- D6 m6 h6i nhi6u (ting ti6t m6 h6i).
- Dau, k6 ci dau lung, ngqrc vi tay chin.
- Kh6 khin khi di chuySn vir di lai.

- Con klch phit r6i loan chuy6n hoa porphyrin d nguoi s5n c6 bQnh ndry (mOt benh chuy6n hoa r6t hi6m gap).

- Vi6m m4ch m5u do phdn Ong di Ong.

- K6o dai QT tr6n dien tdm d6
- Nhip tim nhanh b6t thuong, r6i toqn nhlp tim de dga tinh mgng
- tvt6t kh0u gi6c vir v! gi6c
- Utai
- Ting creatinin trong miu
- Ly giii co vdn
- HOn mE ha tluong huy6t
- Tdng bilirubin
- T6n thucrng gan n{ng, bao gdm c6c truong hEp suy gan cdp, tt6i khi gAy tr} vong
- C6 giSc mo ng0 kh6c thuong, 5rc mQng

N6u co bAt ky tdc dqng phq ndo trd nfing, hodc n1u thdy c6 bdt ky tdc dqng phu ndo khOng duoc n*u trong td
hu1ng ddn ndy, hdy b6o cho bdc sT hodc duoc sT bi€t.

cAc DAc riNH D[/qc LLpc Hgc, Duqc ooNG Hec

Dic tinh duqc Ir,rc hgc
Levofloxacin ldr m6t kh6ng sinh t6ng hop thu6c nh6m fluoroquinolon. N6 la chit d6ng phin O6i dnn S(-) c0a
ofloxacin triQt quang.

Co ch6 tdc dQng: Li mOt kh6ng sinh di6t khuAn fluoroquinolon, levofloxacin r?c ch6 t6ng hgp DNA cOa vi khuin
bing c6ch t6c dQng tr6n phOc hqp DNA gyrase vd topoisomerase lV. Levofloxacin co tinh di€t khuAn cao in vitro.
Levofloxacin c_6 ph6 kh6ng khuin r6ng tr6n nhi6u loai vi khuAn Gram duong vi Gram im nhu staphylococci,
streptococci k6 cd pneumococci, enterobacteriaceae, Haemophitus influenzae, vi khu5n Gram im kh6ng-l€n men
vi vi khuAn kh6ng di6n hinh.

Co ch6 Od *nang: Co ch6 d6 kh6ng ch0 y6u dua tr6n dOt bi6n gyr-A. /n vitro, c6 sgr kh6ng cheo gi0a
levofloxacin vd c6c fluoroquinolon khic. Do co cnd t6c d6ng, thOng thuong kh6ng co sU kh6ng cheo giira
levofloxacin vi c6c ho kh6ng sinh kh6c.

Dic tinh duqc dQng hgc

H5p. thu: Levofloxacin dirng dudng u6ng iluEc h5p thu nhanh vd gAn nhu hodn toirn, tlat n6ng tl6 dinh trong
huy6t tuong trong khodng 1 gid. Sinh khi dung tuyQt A6l xAp xi lOOo/o. An u6ng It inh hudng Oen sr,r h6p thu
levofloxacin.

levofloxacin m6i
nhung du do6n

Phin bii: Khodng 3O4OYo levofloxacin gin voi protein huy6t thanh. Dirng li6u ldp lai 500 mg
ngiry mQt lin cho thSy tich lOy thu6c khong cl6ng k6. C6 mOt su tich l0y levofloxacin khi6m t6n
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dugc sau nh0ng li6u 500 mg m5i ngiy hai lin. Tinh trqng 6n flnh n6ng dQ trong m6u tlat duqc sau 3 ngiry.
Thim nhfp t6t vao m6 xuong, dlch bqng nuoc vi m0 ph6i; nhung thim nhQp k6m vdo dich ndo t0y.

Bi6n d6i sinh hgc: Levofloxacin r6t it duqc chuy6n hoa, c6c cn5t cnuy6n h6a ldr desmethyl-levofloxacin vd
levofloxacin N-oxid. Nhirng cnAt cnuy6n h6a ndry chi6m <5% luqng duEc biri ti6t trong nudc ti6u. Levofloxacin co
c5u tr0c h6a hqc lQp th6 6n dinh vir kh6ng bi chuy6n 06itnuan nghich ki6u d6ixung.

Thii trtr: Sau khi u6ng vd ti6m truy6n tTnh mach, levofloxacin duoc thii tru tuong 06i cnam kh6i huy6t tuong (

ty, = 6-8 gio). Bii tiet chO y6u qua th4n (>85% li6u dirng)
levofloxacin sau khi ti6m tTnh mach vd sau khi u5ng, gEi f ri
th6 thay th6 l5n nhau.

aUA LIEU VA CACH xT/ TRi
Trong truong hqp qud li€u, hdy bao cho bac si bi€t ngay.
NhOng d5u hi€u quan trgng nn6t Orr ki6n co th6 xiy ra sau qud li6u cdp tinh levofloxacin lir cic triQu chung h6
thAn kinh trung uong nhu hi l5n, ch6ng m{t, giim tri gi6c, vdr dQng kinh; nh0ng phin Ong duong ti€u hoa nhu.:
bu6n n6n vi bio mon ni6m mac; k6o diridoan QT.
N6u xiy ra qud li6u, b6nh nhdn n6n duEc theo d6i chat ch6 (bao g6m ki6m tra ECG) vdr di6u tri tri€u ch0ng n6n
dugc ti6n hinh. Trong truong hqp qud li6u cAp dqng thu6c u6ng, rira da diy c0ng n6n duEc c6n nh5c vir thu6c
khdng acid c6 th6 duqc driing d6 bdo v0 ni6m mac da ddy. Lec m6u, k6 ci th5m phdn ph(c mac vi thAm phdn
phrlc m4c li€n tUc luu dQng, khOng c6 hiOu qud loai b6 levofloxacin kh6i co th6. Hien kh6ng co thu6c gidi dQc cldc
hieu.

N6u qu6n u6ng Tavanic
NEu qu6n u6.ng mQt.lidu,.h5.V u6ng ngay sau khi nhd ra tru truong hop di gin cl6n gio u5ng li6u k6 ti6p. Kh6ng
duqc t6ng gip d6i li6u kO ti6p d6 bir vio li6u qu6n u6ng.

N6u ngwng dtng Tavanic
Dung tp f ngung d0ng Tavanic chi vi ban cim thSy kh6 hon. Di6u quan trgng ldr ban phdi hoirn_t5t tigu trlnn
Tavanic md b6c si tti kO toa cho ban. N6u ngung dirng Tavanic qufr s0m, nhiSm khu5n sE t6i di6n, tinh trang
cOa ban c6 th6 s6 x5u hon hoic vi khuAn sE trO n6n kh6ng thu6c.
N€u c6 th1m bdt ki thdc mdc ndo v€ viQc ddng Tavanic, hdy hdi bdc si hodc duEc si.

DIEU KIEN BAO QUAN

D6 ngoditim tay vd tim mit cOa tr6 em.
Kh6ng bdo qudn thu6c & nhiQt d9 qud 30'C, bdo quin thu6c trong vi vir hQp & noi khO r5o.
Kh6ng duEc h0y thu6c qua h€ th6ng nuoc thdi hoic nu0c sinh hoat. Hiy h6i duEc si vE cdch ti6u h0y
kh6ng con cin tl6n. Nh0ng biQn phip ndry s6 girlp bAo v0 m6i truong.

H6n dring
36 th6ng k6 tu ngay sdn xu6t.
Kh6ng srl dung thu6c qui hqn drirng (EXP) duqc in tr6n h6p vd vi thu6c.

Ti6u chuin
Ti6u chuin nhir sin xu5t.

Kh6ng c6 khdc biQt nhi6u trong
ng cluong ti6m truydn tTnh mach vd

()
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Sanofi Winthrop lndustrie
56, route de Choisy au Bac
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