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FLOXAVAL 500mg
film-coated t ts
Levofloxacin

Cyprus M.A. No

<I> 10 Tablets

FLOXAVAL 500mg

film-coated tablets
Levofloxacin

UIDEXOROADT

For oral administration

Each film-coated tablet contains Levofloxacin hemihydrate
equivalent to 500mg Levofloxacin
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Label on the immediate packings
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Vietnam sticker label

R Thudg ban theo dein

FLOXAVAL - Levofioxacin hemihydrat
Hip 1210 wign n2n hao phim - SBK:

Thanh phdn: M&: vién nén hao phim chia
levatioxacin hemihydrat tuong duong 500 mg
levotloxacin

Buding ding: uing,

SG 16 SX. NSX, HD: Xem Lot No.",

“IMfg. date” va “Exp. date” trén bao b goc.
Bao quan: 0 nhizl 4p khang qua 30°C. trong
bao bi gig.

CAl BINK, CHONG CHI BINH, CACH DUNG VA CAC
THONG TIN KHAC: Xin doc trong 16 hudng dan
st dung. —

17 Athinon Street, Ergates Indust__nal.
2643 Ergates, P.O. Box 28629.

Sip.
I:d i nhap khiu: { ‘E
Xudt xif: Sip. 1_\ ’o
e\ AM
NN
N\

B0C KY HUONG AN SU DUNG TRUGE KHI_ ,_0'1‘:‘&\

BE THUGC TRANH XA TAM TAY TRE EMZ” - \20 didy's,

Co s san xudt: Delorbis Pharmacefi %’8/- - 24 B
R N

R Thuée ban theo don

FLOXAVAL - (evofloxacin hemihydrat
Hop 1x10 vién nén bao phim - SDK:

Thanh phan: Mai vién nén bao phim chia
levofloxacin hemihydrat tuong duong 500 mg
levofloxacin

Budng dung: udng.

S6 16 SX, NSX, HD: Xem “Lot No.",

“Mfg. date" va "Exp. date.” trén bao bi gdc.
Bao quan:  nhigt do khong qua 30°C, trong
bao bi goc.

CHI DINH, CHONG CHI DINH, CACH DUNG VA CAC
THONG TIN KHAC: Xin doc trong td hudng dan
st dung.

90C KY HUGNG DAN SU DUNG TRUGC KH! DUNG
DE THUOC TRANH XA TAM TAY TRE EM.

Ca s6 san xuat: Delorbis Pharmaceuticals Ltd,
17 Athinon Street, Ergates Industrial Area,
2643 Ergates, P.0. Box 28629, 2081 Lefkosia,
Sip.

Co s& nhap khdu:

Xuat xii: Sip.
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'FLOXAVAL 500

Levofloxacin 500 mg — Vién nén bao phim.

THANH PHAN

Hoat chat: Mai vién nén bao phim chira levofloxacin hemihydrat (512,46 mg)
twong duwong 500 mg levofloxacin.

Ta duoc: Cellulose vi tinh the, Crospovidon, Copovidon, Keo Silic khan,
Magié stearat, Titanium dioxid (E171), Polydextrose, Hypromellose,
Triacetin, Macrogol, Oxid sat vang (E172), Oxid sat dé (E172).

DANG BAO CHE CUA THUOC: Vién nén bao phim
QUY CACH BONG GOI: Hop 1 vi x 10 vién nén bao phim

CHi BINH DIEU TR|
FLOXAVAL dwec chi dinh cho nguei lon dé didu tri cac nhiém khuan sau

+  Viém xoang cép tinh do vi khuén

«  Con cép tinh cua viém phé quan man tinh.

«  Viém phdi mac phai cong déng.

«  Nhiém khudn da va mé mém co bién chikng,
Dbi voi cac nhiém khudn dé cdp trén, chi siv dung FLOXAVAL khi cac
thubc khang khudn khac thwéng duoc khuyén cao st dung diu tri ban
d4u cac nhiém khuan nay khéng con phu hep.

o Nhiém khuan niéu co bién chirng va viém bé than, viém tién liét

tuyén man tinh do vi khudn

«  Viém bang quang khéng bién chiing

= Bénh than dwéng hd hap: Chira tri va du phong sau phoi nhiém
FLOXAVAL cling duoc dung dé hoan tat dot diéu tri & nhirng b&nh nhan co
cai thién bénh khi da dwoc diéu tri lc dau bang levofloxacin tiém tinh mach.
Can theo cac huding dan chinh quy vé viéc stk dung thube khang sinh hop ly.

LIEU LUQNG VA CACH SUf DUNG

Dlung FLOXAVAL mét hodc hai ln/ngay. Liéu lwgng tuy thude vao loai va
dd nang clia nhiém khudn va s nhay cam cua vi khuén gay bénh.
FLOXAVAL cling dwgc dung dé hoan tat dot diéu tri & nhitng bénh nhan co
cai thién bénh khi da dugc digu tri lic dau bang levofloxacin tiém tinh mach;
xét trén phurong dién dang tiém va dang udng trong duong sinh hoc nén cé
thé dung cung lidu lvong.

Liéu lwong

Liéu FLOXAVAL khuyén ding co thé dira ra nhu sau:
Chi dinh Phac d6 liéu hang ngay | Th&i gian

o _ (tily theo mirc a6 bénh) | didutri

Viém xoang cap tinh do vi 500 mg, 1 lan/ngay 10 -14 ngay
khuan
Con cap tinh cla viem phé | 500 mg, 1 lan/ngay 7 - 10 ngay
quan man tinh.
Viém phéi mac phai cng 500 mg, 1 hodc 2 7 - 14 ngay
dong. lan/ngay
Viém bé than 500 mg, 1 lAn/ngay 7 - 10 ngay
Nhiém khuan niéu co bién 500 mg. 1 lan/ingay | 7-14ngay |
cheng — ] | |
Viém bang quang khéng bién | 250 mg. 1 lan/ngay | 3 ngay
chirng | ] _
Viém tién liét tuyén man | 500 mg, 1 lan/ngay 28 ngay
tinh do vi khuén |
Nhiém khuan da va mé mém | 500 mg, 1 hoac 2 7 - 14 ngay
c6 bién chirng | laningay |
Bénh than duéng hé hdp | 500 mg, 1 Ian/ngay Btudn |

Nhom nghién ciru déc tha
Suy chirc nang than (3o thanh thai creatinin s 50ml/phut)

Phac @6 liéu
250 mg/24 gi | 500 mg/24 gior | 500 mg/12 gior
Do thanh thai | Liéu déu tién; Liéu dau tién: Liéu déu tién:
creatinin 250 mg 500 mg 500 mg
50-20 ml/phut Sau d6: 125 mg | Sau do. 250 mg | Sau d6:250 mg
_ R4gic | rage | NM2gie .
19-10 mi/phat Saudo 126 mg | Sau dé 125 mg | Sau do.125 mg|
148 givr 124 qgi¢r 12 gir |
<10 ml/phut Saudo: 125 mg | Saudé 125 mg | Sau dé 125 mgi
(ké ca tham 148 gity | 124 gity 124 gitr
tach mau va |
thim phan phuic '
mac di dong lién |
tuc’ i

' Khéng cén thém liéu sau khi thdm tach mau hoac thdm phan phuc mac lwu
ddng lién tuc (CADP).

Suy chirc ndng gan

Khéng can diéu chinh liéu vi levofloxacin khéng chuyén hoa & gan, va thudc
duwoc thai trir chid yéu qua than.
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Thube nay chi dung theo don cla bac sy

Bénh nhan cao tubi
Khéng cén diéu chinh li&u & bénh nhan cao tudi, trir treong hop bi suy than.
Bénh nhan nhi
Chéng chi dinh Floxaval cho tré em va thiéu nién.
Cach dung
Vién nén Floxaval nén dwoc nubt véi leong nudce vira dd va khdng nhai
Co thé phan chia vién thuéc theo dwdng vach thanh lidu thich hep. Ca the
udng thubc trong biva an hodc giita hai b¥a dn. Tuy nhién nén ubng
Floxaval it nhét 2 gi& trrée hodc sau khi dung cac chat mudi sat, kém, cac
chét khang acid chira magié hodc nhom, hoac didanosin (chi cong thirc
didanosin phéi_ hop cac chat chira nhém hodc magié), va sucralfat, vi cac
chét nay co thé 1am giam sy hap thu Floxaval.
CHONG CHi DINH:
Khéng dwec st dung Floxaval trong cac trirdng hop sau:

s Bénh nhan qua man véi levofloxacin hodc cac guinolone

khac hodc bét ci¥ ta dwoc ndo cla thudc.

« Bénh nhan bi dong kinh

« Bénh nhan co tién rbi loan gan lién quan dén viéc dung
fluoroquinolone.
Tré em va thiéu nién dwdi 18 tudi.
Phu ni¥ c6 thai
Phy ni¥ dang nudi con bu.
Bénh nhan thiéu hut G6PD.
CANH BAO VA THAN TRONG DAC BIET KHI SUf DUNG THUOC
S. aureus da khang meticillin {MRSA) rAt co kha nang cang déng khang voi
fluoroquinolon, k& ca levofloxacin. Do dd khuyen cao khéng dung
levofloxacin diéu tri cac nhiém khuén da biét hodc nghi nger do MRSA trir
khi két qua can |am sang da xac dinh tinh nhay cam cla vi khun dbi voi
levofloxacin (va khi cac thudc khang khuén khac thuwong duoc khuyén cao
str dung diéu tri ban d4u cac nhiém khudn MRSA khéng cén phi hop)
C6 thé ding levofloxacin dé diéu tri viém xoang cép do vi khuén va con cép
tinh cia viém phé quan man tinh khi da chan doan xac dinh co nhiém khuan.
Mlrc d6 khang flucroguinoion cta E.coli — tac nhan gay bénh thwong gap
nhét lién quan dén nhiém khudn niéu — khac nhau tdy ving dia Iy 1anh thé,
nén lwu y ty 1& khang nhém fluoroquinolon cta E Coli tai Viét Nam.
Bénh than dwéng hé hap: Tai liéu lién quan dén diéu tri cho ngwdi con han
ché va chl yéu dra vao di¥ liéu thir nhay cam Bacillus anthracis in vitro trén
dong vat.
Viém géan va rach gan
Viém gan hiém khi xay ra. Thudng lién quan dén gén Achilles va co thé
gay rach gan. Viém gan va rach gan, doi khi & ca 2 bén, cd the i3
trong vong 48 gi¢ tie khi bat diu diéu tri bang levofloxacin va da cé”
cao gdp phai vai thang sau khi ngung diéu tri. Nguy cor viém gan va
gan gia tdng & bénh nhan trén 60 tudi, nhirng bénh nhan dung IiéLgrar_\
ngay dén 1000 mg va & cac bénh nhan dung corticoid. Nén diéu chink ligu
dung hang ngay ¢ ngudi cao tudi dya trén dd thanh thai creatinin. \i vay
can gidm sat chat ché cac bénh nhan nay khi ho dwgc chi dinh dun
Floxaval. B&nh nhan nén tham van v&i bac sy cia minh néu da tirng )
triéu chirng viém gan. Néu nghi ngé bi viém gan, phai ngung ngph
diéu tri bang Floxaval, va tién hanh phwong phap diéu tri thich
gén bi tén thuong (vi du: ¢é dinh).
Bénh lién quan dén Clostridium difficile =
Tiéu chay, dic biét trAm trong. dai ding va/hodc c6 1an mau trong lie Hodc
sau khi didu tif bdng Floxaval (ké ca sau vai tudn dibu trij, oot ia rieu

chirng bénh lién quan dén Clostridium difficile (CDAD). D& nang-cla GDAID: T :

co thé tir nhe dén de doa tinh mang, biéu hién trdm trong nhat (a.viém kéy
trang gia mac. Vi vay can luu y hudng chan doan nay & nhing bénh nhan

bi tiéu chay nang trong luc hodc sau khi diéu tri bang levofloxatin. Néu wahi)

ngé& hodc xéc dinh bj CDAD, phai lap tirc ngung dung levoflexacin va tién
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hanh ngay viéc diéu tri thich hgp. Trong tinh huéng lam sang nay..changidni) AN,

dinh dung thudc e ché nhu déng.

Bénh nhan co nguy co dong kinh

Quinolon ¢é thé 1am ha nguémng co giat va kich g con dong kinh-&néng
chi dinh Floxaval cho nhikng bénh nhan cé tién s&r dong kinh va, ciing nhi¥
cac quinolone khac phai that than trong khi dung ¢ nhing bénh nhan co
nguy co dong kinh hodc diéu tri ddng thoi voi thude ha nguéng xudt hién
con ddng kinh, nhe theophylline. Trong trwéng hop cac con ddng kinh co
giat, nén ngwng viéc diéu tri bang levofloxacin.

Bénh nhan suy giam men G-6-phosphat dehydrogenase

Bénh nhan bj tiém 4n hogc c6 biéu hién khiém khuyét vé hoat déng cla men
G-6-phosphat dehydrogenase dé bj phan (ng tan huyét khi diéu trj bang
thuéc thuéc nhdém quinolon. Do @6, khi ding levofloxacin cho cac bénh nhan
nay, nén theo déi kha ndng xuat hién sw tan huyét.

Bénh nhan suy than

Do levofloxacin bai tiét chli yéu qua than, nén diéu chinh liéu Iwong Floxaval
& bénh nhan suy than. =

Phan img qua méan 2000164, "3y
Levofloxacin cé thé gdy ra cac phan (rng qua mannang &4 kha nang gay i
vong {nhir phi mach 8&n sfc phén v8), 88! khi ngag-hdu N 8k FAS SOHIN,
ngung diing thudc ngay va lién hé voi bac sy d4 ke teg hode khpa e4p eUtl. |
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dé tién hanh cac bién phap cép ciru thich hop.

Phan (rng da néi bong nwéc nghiém trong

Nhirng treong hep phan (ng da ndi bong nuwoc nghiém trong nhw hoi
chirng Stevens-Johnson hodc hoai t biéu bi nhiém doc da duoc bao cao
gap phai khi dung levofioxacin. Khuyén cao bénh nhan nén lién hé voi bac
sy cua minh ngay, trwdc khi tiép fuc ding thudc néu gap phai cac phan (ng
¢ da va/hodc niém mac.

Réi loan dwéng huyét !

Ciing nhw cac quinolon khac, rdi loan dwéng huyét, ké ca ha va tang dudng
huyét da cé bao cao gap phai, thiwong & nhirng bénh nhan dai thao dwong
dang diéu trj dong théi voi mot thudc ha dwéng huyét udng (nhuw
glibenclamide) hodc véi insulin. Trweerng hop hén mé do ha dwéng huyé_t da
¢ bao cao gap phai. Khuyén céo nén theo déi chat ché duéng huyét ¢
bénh nhan dai thao dwéng.

Phong ngira nhay cam véi anh sang

Nhay cam vé&i anh sang d3 c6 bao cao gap phai voi levofloxacin, Cac bénh
nhan duoc khuyén khong nén tu phoi nang khong cén thiét dwéi anh nang
gét hoic tia cye tim nhan tao (vi du: dén tia nang, khoang tdm nang nhan
tao) dé ngira nhay cam v&i anh sang.

Bénh nhan diéu trj véi chat déi khang vitamin K

Do cé thé gia tang cac tri s6 déng mau (PT/INR) va/hodc gdy chay mau &
bénh nhan diéu tri bing Floxaval ddng thdi voi chat ddi khang vitamin K (vi
dy: warfarin), cin theo déi cac tri s6 déng mau khi str dung déng thoi cac
thuéc nay.

Phaén irng tam thin

Pi co bdo céo vé phan (ng tam than & nhitng bénh nhan dung quinolon,
ké ca levofloxacin. Trong trwéng hop rat hiém, cac phan (rng nay tién trién
dén y nghi tie sat va hanh vi tw gay thuong tich — déi khi chi sau mét liéu
don levofloxacin. Khi gap phai trwong hop nay, nén ngung ding
levofloxacin va ap dung cac bién phap thich hop. Khuyén cao nén than
trong khi dung levofloxacin & nhitng bénh nhan tam thdn hodc co tién st
bénh tam than.

Bénh than kinh ngoai vi

B4 co bao cao gap phai bénh ly than kinh cam gidc ngoai vi va bénh Iy than
kinh van dong ngoai vi & nhirng bénh nhan ding fluoroquinolon, ké ca
levofloxacin, c6 thé khdi phat nhanh chong. Nén ngung dung levofloxacin
néu bénh nhan gap phai cac triéu chieng trong bénh ly than kinh dé phong
tranh bénh tién trién dén tinh trang khéng hdi phuc.

R6i loan gan-mét

Trwong hop hoai tir gan dén suy gan de doa tinh mang da dwoc bao cdo
gap phai déi véi levofloxacin, chu yéu & nhi¥ng bénh nhan cé bénh tiém &n
nghiém trong, nhw nhiém khudn huyét. Bénh nhan dwoc khuyén cao nén
ngung diéu tri va lién hé véi bac sy cia minh néu thdy cac dau hiéu va
triéu chirng clia bénh gan nhw biéng &n, vang da, nudc tiéu dam mau,
bung ngtra hodc dau.

Bot cép bénh nhuwoc co

Fluoroquinolon, ké ca levofloxacin, cé hoat tinh irc ché than kinh co va co
thé lam trdm trong thém tinh trang yéu co’ & nhi¥ng bénh nhan bi nhugc
co. Nhiing phan (rng bét lgi nghiém trong duoc bao cao sau khi lu hanh
thuéc, bao gém t&» vong va can dén hé tro hé hdp co lién quan dén viéc
dung fluoroquinolon & cac bénh nhan bj nhuyoc co. Khuyén cao khong
dung levofloxacin cho bénh nhan da biét co tién str bi nhwoc co nang

ROi loan thi gidc ;

Néu thi giac bi suy giam hodc thdy co bét clr tac dung nao dén mat, nén
tham van véi bac si chuyén khoa mat ngay.

Béi nhiém - )

Dung levofloxacin kéo dai co thé dan dén sy phét trién qua mbc cac vi
khuan khéng nhay cam. Néu boi nhiém xay ra trong khi diéu tri, can ap dung
nhi¥ng bign phap thich hop.

Anh hwong dén céc xét nghiém cén 1am sang X )
Viéc xac dinh opiat trong nuwéc tieu ¢ cac bénh nhan dieu tri bang
levofloxacin co thé cho két qua dirong tinh gid. Treong hop nay co thé cén
str dyng dén phuong phap chuyén biét hon. Levofloxacin co thé (rc ché sy
tang trurdng cua Mucobacterium tuberculosis va, do d6 co thé cho két qua
am tinh gia trong chén doan vi khuén lao.

Réi loan tim .

Nén than trong khi dung fluoroguinolon, ké ca Levofloxacin, cho bénh nhan
da biét co nguy co cd khoang QT dai, nhuw:

- Héi chirng QT dai bam sinh )

- Dung déng théi voi cac thudc d3 biét keo dai khoang QT (vi du: thudc
chéng loan nhip nhom 1A va Ill, thuoc chdng trdm cam 3 vong, macrolid,
thubc chéng loan thén)

- Mét can bang dién giai chua héi phuc (vi du. ha kali huyét, ha magié huyét)
- Bénh tim (vi dy: suy tim. nhéi mau co' tim. nhip tim cham) )

Bénh nhan cao tudi va phu nir co thé nhay cam hon voi thudc kéo dai
khoang QT. Do dé nén than iong khi dung fluoroguinolon, bao gbém
levofloxacin, & nhém bénh nharnay.

SUP DUNG TRONG THOT KY MANG THAI VA CHO CON BU

Phu niv c6 thai

Nhirng di¥ lidu vé viéc str dung levofloxacin trén phu ni c6 thai con han ché.
Nhirng nghién clru trén déng vat khang cho thay thudc gay doc tinh sinh san
trc tiep hodc gian tiép. Tuy nhién, do thiéu di liu nghién ciru & nguoi va
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do cac dir ligu thc nghiém goi y fluoroquinolon co nguy co gay tén hai sun
khép chiu luc cla co thé dang phat trién, do vay khong dwoc ding Floxaval
cho phuy ni¥ co thai.

Nudi con bu

Chéng chi dinh Floxaval cho phu ni¥ dang nudi con bu. Chuwa 6 dl thang tin
vé viéc levofloxacin tiét qua siva me, tuy nhién, cac fluoroguinolon khac co
tiét qua siva me. Do thiéu di¥ liéu nghién clru & ngurdi va do cac di liéu thyc
nghiém gei y flucroquinolon cé nguy co gay tén hai sun khép chiu e cla
co thé dang phat trién, do vay khdng dwoc dung Floxaval cho phu nir dang
nuéi con bu,

Kha nang sinh san .

Levofloxacin khéng lam giam kha nang sinh san & chudt cong.

TAC BONG CUA THUOC KHI LAl XE VA VAN HANH MAY MOC

Mot sé tac dung khéng mong muén (nhw choang vang/chéng mat, ngl ga,
rdi loan thi giac) co thé lam gidm kha nang tap trung va phan xa, do do cd
thé gay nguy hiém khi lai xe va vén hanh may moc.

Twong tac véi cac thuoc khac, cac dang twong tac khac

Anh hwong cua céc thuéc khdc trén Floxaval

Mudi st mudi kém. thudc khéng acid chua magié hodc nhém, didanosin’
Su hép thu levofloxacin giam dang ké khi dung vién nén Floxaval déng thoi
véi cac mubi sat hodc thudc khang acid chira magié hodc nhém. hoac
didanosin (chi cé céng thirc didanosin co phoi hep vai nhdm hodc magié).
Dang ddng thoi fluoroguinolon véi da sinh té udng cé chira kém lam giam
hép thu cac sinh t. Khuyén cao khong nén ding cac ché phdm chira cation
héa tn hai hodc hda tri ba nhw muéi sat, mudi kém, thudc khang acid chira
magié hoac nhém, hoac didanosin (chi co cong thirc didanosin co phéi hop

voi nhém hodc magié) 2 gi¢ trwéc hodc sau khi dung vién nén Floxaval/. Z ./44//
&

A e

Mudi canxi it anh hudmg den sir hap thu levofloxacin udng.
Sucralfal )
Sinh kha dung cua vién nén levofloxacin giam dang ké khi ding cung voi
sucralfat. Néu bénh nhan phai ding ca hai sucralfat va levofloxacin, 16t
nhat nén dung sucralfat 2 gi¢r sau khi dung vién nén levofloxacin.
Theophvilin. fenbufen hodc thube khang viém khéna steroid tuong tu

Ngudi ta khéng thay co su tuong tac vé duoe déng hoc gitra levofioxacin va
theophyllin trong cac nghién ctru 1dm sang, tuy nhién cé thdy ngudng dong
kinh ha ra rét khi quinolon dwgc ding déng thoi voi theophyllin, thude khang
viem khéng steroid hodc cac thubc gay ha nguéng dong kinh khac. Néng dé
levofloxacin trong mau khi diing chung voi fenbufen cao hon khi dung riéng
biét khoang 13%.

Probenecid va cimetidin

Probenecid va cimetidin anh hudng cé y nghia thdng ké dén s thai trir clia
levofloxacin. £§ thanh thai than cla levofloxacin bi giam boi cimetidin (24%)
va probenecid (34%), vi ca hai thudc nay c6 kha nang ngan chan sy bai tiét
levofloxacin qua 6ng than.

Tuy nhién, v&i liéu st dung trong cac nghién clru, s khac biét ¢o y nghia
théng ké vé dong hoc khéng chac cé lién quan vé mat 1am sang.

Cén than trong khi ding levofloxacin chung voi cac thube cé anh hwdong dén
s bai tiét & ong than nhw probenecid va cimetidin, dac biét ¢ bénh nhan
suy than

Cac thong tin I uan kh

Cac nghién ctru duee ly 1am sang cho thdy dwec déng hoc cua levofloxacin
khéng bj anh hwéng khi ding levofloxacin chung véi cac thude sau: canxi
carbonat, digoxin, glibenclamid, ranitidin.

Anh hwéng cua Floxaval trén céc thudc khac

Cyclosporin

Nitra ddi thai trir cla cyclosporin tang lén 33% khi dung chung veoi
levofloxacin.

Cac chét dbi khang vitamin K

Do cé thé gia tang cac tri s6 ddng mau (PT/INR) va/hoac gy chay mau, doi
khi tram trong, & bénh nhan diéu tri bing Floxaval déng thoi vai chat dbi
khang vitamin K (vi du: warfarin). can theo déi cac tri 6 déng mau khi st
dung ddng thdi cac thude nay.

Cac thudc da biét kéo dai khoang QT

Ciing nhw cac fluoroquinolon khac, nén thén trong khi ding Levofloxacin o
nhirng bénh nhan dang dung thudc da biét kéo dai khoang QT (vi du: thude
chéng loan nhip nhém IA va ill, thuéc chéng trdm cdm 3 véng, macrolid,
thuéc chéng loan than)

Céac théng tin lién guan khac

Trong mét nghién clru twong tac dwoc dong hoc, levofloxacin khdng anh
hwéng dén dwoc dong hoc cla theophyllin (14 mat chat tham do CYP1A2)
cho thay levofloxacin khéng phai la chat e ché CYP1A2.

Céc dang tuong téc khac

Thirc an

Khéng co twong tac 1dam sang voi thirc n. do do co thé dung Floxaval ma
khéng cén chu y dén thoi diém trwdc hodc sau khi an.

TAC DUNG KHONG MONG MUON (ADR)
Nhirng théng tin dwa ra dwdi day dwa trén cac di liéu cha nhing nghién
clru 1dm sang trén hon 8.300 bénh nhan va nhing nghién curu sau khi lvu
hanh thubc trén dién rong. Sudt d6 dwoc xac dinh bangtach, sk ding cac
quy wéc sau: rat phd bién (21/10), phd bién (21/100; <1/10)khong, pho
bién (21/1000, £1/100), hiém (21/10000, =1/1000% ';éfpngém(j(srmﬂgm‘p,-,\
chwa rd (khong danh gia dwoc tlr cac div liéu hlén.aﬁ‘flﬁgi ' NZ\
gc |
TAM DAN/, /
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. Trong méi nhém sudt d6. tac dung khéng mong mudn dwgc trinh bay theo
thir tw mirc do giam dan
[Heco [ Phébién | Khéngphd | Hiém Chua ré (khéng
quan {21100t | bién (211,000 | (21/10,000 to | danh gia duoc tir
<110) to <1100) | <1/1,000) cac div ligu hién cd)
Nhiém Nhi&m ndm ké |
tring va ca nhiém |
Ahim Candida ‘
ky sinh Khang tac nhan|
l tring gay bénh |
"Rai loan Giam bach cau | Giam tiéu Giam toan thé
mau va Tang bach cau | cau huyét cau
hé bach wa eosin Giam bach | Mat bach cau hat
huyét céu trung Thiéu méau tan
. tinh huyét )
Réi oan Phumach | Sbcphanvé®
hé mién Tang huyét
dich ap
Ra&i loan Bieng an Ha duong Tang duéng huyét
hé dinh huyet, dac Hon mé do ha
dudng biét & bénh | dwong huyét
va nhan dai
chuyén thao
hoa dudng ]
Réiloan | MAatngl Lo au Phan Ung Roi loan tam than
tam than Trang thai 1An | tam than v cac hanh vi b
16n (nhu o gay thuong tich ké
Cang thang giac, ¢4 co y nghi tu ti
hoang hoac tw tlr
tweong)
Tram cam
Kich dong
Mbng mi
| Ac mong
’ Réiloan | Nnkcdau | Budn ngl Co giat Bénh than kinh
héthan | Choang Run ray Di cam cam giac ngoai vi
kinh vang Loan vi gidc Bénh théan kinh
Cam giac van
' déng ngoai vi
Loan khiu gidc ké
ca mat khiru giac
Loan van dong
R&i loan ngoai thap
Mt vi giac
Battinh
Tang huyét ap ndi
) . | solanh tinh
R&i loan R6i loan thy | Mat thi lyc thoang
mat giac nhw qua
| nhin m& |
Ré loan Chang mat U tai Mat thinh giac |
tai va Suy giam thinh giac |
| mé dao
Réi loan Nhip tim Nhlp nhanh that co
tim nhanh thé dan dén ngung
Panh tréng | tim )
nguc Loan nhip that va
x0an dinh (bao cao
chil yéu & bénh
phan oo nguy oo
keéo dai khoang QT,
Kéo dal khoang QT
trén dién tam 46
R&1 Ioan Ha huyét
mach ap
RGi loan Kho ther Co that phé quan,
hé hap, Viém phéi di Gng
ngLec va
tuing thét § DR (R _
Réiloan | Tiéu Bau bung Tiéu chay —co
tieuhoa | chay, Kho tiéu xudt huyét ma
Budn nén, | Day ho trong truremg hop
l non Tao ban rat hiem co the 1a
dau hiéu cua viém |
rugt, ké ca viem |
I rudt két mang gid |
_L Viem tuy
1
Rdi loan | Tang men | Tang bilirubin Vang da va ton
gan mat I gan mau thuong gan
{AST/ALT, nghiém trong ke ca
phosphatase trromg hop suy gan
kiem . GGT chpgytrvong, |
chi yéu & nhimg
bénh nhan co bénh
tiém &n nang. [
= = 3 | Viémgan |

3i4

Roiloan | Phat ban Hoai tir bigu bi
dava | Ngtra ) nhiém déc
mé dudi Tang tiét mo Hai ching
da® hoéi Stevens-Johnson
May day Hong ban da dang
Phan tng nhay
cam véi anh sang
Viém mach
leucocytoclastic
Viém miéng
| Réi loan BPau khop R&i loan Tiéu co van
co Pau co gankécd | Dirtgan (nhw gén
xLong | viém gan Achilles)
| vama (nhur gan Bt day chang
lign két Achilles) Bt cor
Yéuco, co | Viém khop
the quan
trong &
bénh nhan
bi nhugc
| co nang
' Réiloan Tang creatinin | Suy than
| than va huyet cap (vi dy:
| tiét nieu do viem
than mé
| ke)
Réiloan | Suy nhiroc Sét Bau (bao gbm
chung dau & lwng, nguc
| va tir chi)
|

a) Cac phan (ng qua man/phan vé doi khi xay ra, ngay ¢4 sau lidu dau tién.

b) Cac phan trng da va niém mac doi khi xay ra, ngay ca sau liéu dau tién,
Cac tac dung khéng mong muén khac do dung fluoroquinclone gom:

Con réi loan chuyén hoa porphyrin & nhikng bénh nhan réiloan porphyrin

Théng béo cho bac sy nhirng tac dung khong mong muén gap phai khi ste

T

dung thudc.

CAC DAC TiNH DUQC LY

Bac tinh dwoc e hoc

Nhom duge tri ligu: Khang sinh guinolone. Ma ATC: JOIM A12
Levofloxacin 1a mét chat khang khudn nhom fluoroguinolone tdng hop va la
ddng phan déi hinh [(S)-enantinomer] cla ofloxacin.

Co ché tac dung

Cing nhw fluoroquinolon khac, levofloxacin tac dung trén phirc hé ADN -
men thao xodn ADN va topoisomerase V. 1
Méi quan hé duoc dong/duroc luc

Kha nang diét khuan cia levofloxacin phu thudc vao ty 1é néng dd t6i da
trong huyét thanh (Cmax) hoac dién tich dwéi dwing cong (AUC) va néng
@6 (ke ché toi thidgu (MIC).

Co ché dé khang

Su dé khang levofloxacin mac phai ¢ vi khuan dién ra tieng bude théng qua
sir d6t bién tai vi tri dich & ca topoisomerase lyp Il men théao xoan
ADN va topmsomerase IV. Co ché dé& khang khac nhu tao hang rao chbng
thdm nhap (thuvong gap & Pseudomonas aeruginosa) va co ché bam léng
thudc ra khoi té bao ciing cd thé &nh hwdng dén dd nhay cam cla vi khudn
voi levofloxacin.

Nguoi ta cling nhan thay co s dé khéng chéo gilra levofloxacin va cac
flucroquinolon khac. Do co ché tac dung. néi chung khéng co dé khang chéo
gitra levofloxacin va cac nhom thude khang khuan khac.

Nguwéng nhay cam

EUCAST khuyén cao nguing MIC déi vai levafloxacin nhw trinh bay & bang,
thir MIC (mg/L) sau, trong dé phan chia nhom vi khuan nhay cam v&i nhom.

nhay cdm trung binh va nhém nhay cam trung binh véi nhom dé khang.
Ngwéng MIC trén |am sang theo EUCAST cua levofloxacin (phién ban 2.0
2012-01-01):

| Vikhuén Nhay cam | D& khang |
Enterobacteriacae < 1mg/l >2mg/l
Pseudomonas spp. < 1'mgl/l | > 2 mg/l .
Acmerobacter spp. s1tmgll | >2mgl I {
| Staphylococcus spp. < 1 mgl/l > 2 mg/l
S. pneumoniae ! =2 mg!IT > 2 mg/l
| Streptococcus ABCG | £1mg | >2mgl/l
= T
H inf 23 _1m€f’|'l =1 mgll
M carar_rhaﬁs g < 1 mg/l >1 mgfl —
Nguéng nhay camkhong | -« 4 mg/l > 2 mght 00164. A
lien quan den loai </ CONG TY L_
¢ TRACH RHIEW HUU HAN \ =
DUJC |
TAM DAN/, /




1. Nguéng nhay cam cua levofloxacin lién gquan dén liéu diéu tri cao
2. Sy dé khang fluoroguinolon ¢ mtrc thap (MIC cua ciprofloxacin

la 0,12 - 0.5 mg/l) co thé xay ra, nhing khéng cd bang chirng cho
thdy su dé khang nay quan trong trén lam sang trong nhiém khuén
dwong hd hap do H. influenzae.

3. Cac ching co gia tri MIC cao hon nguéng nhay cam rat hiém hodc
chwra c6 bao cao. Viéc xac dinh va kiém tra tinh nhay cam cia khang
sinh trén bat ky chung phan 1ap nao phai [ap di lap lai va néu két qua
duoc xac dinh, chung phén lap phai dwoc glvi dén phong thi nghiém
tham khdo. Cho dén khi co bang chirng vé dap Ung |am sang cla
chung phan 1ap ¢é MIC cao hon nguwdng dé khang hién hanh, moi
duoc bao cao la ching dé khang.

4. Nguwéng nhay cam ap dung cho mét ligu udng 500 mg x 1 dén
500 mg x 2 va mét lidu tiém tinh mach 500 mg x 1 dén 500 mg x 2

Tylé gé khang thay ddi theo dia ly va thoi gian dén v&i cac loai da chon. Bac
bigt khi diéu tri cac bénh nhiém fring ndng can két hgp voi théng tin dia
phwong vé ty I& khanng thudc. Tru‘crng hop can thiét, nén tw van voi chuyen
gia khi ma ty |& khang thudc ndy ¢ dia phuong nghi da xuét hién it nhat &
maot vai chung.
Cac loai nhay cam phd bién
Vi khuén hiéu khi gram dwong

Bacillus anthracis

Staphylococcus aureus nhay cam meticillin

Staphylococcus saprophyticus

Streptococcl, nhom C va G

Streptococcus agalactiae

Strepiococcus pneumonia

Streptococcus pyogenes
Vi khuan hiéu khi gram am

Eikeneila corrodens

Haemophilus influenzae

Haemophilus para-influenzae

Kiebsiella oxytoca

Moraxella catarrhalis

Fasteurella multocida

Proteus vulgans

Providencia rettgeri
Vi khuan ky, khi

Peptostreptococcus

Cac loai khac
Chiamydophila pneumonia
Chlamydophila psittaci
Chlamydia trachomatis
Legionelia pneumophiia
Mycoplasma pneumonia
Mycoplasma hominis
Ureaplasma urealyticum

Nhirna loai dé khana mac phai cdn guan tdm

Vi khuan hiéu khi gram duong
Enterccoccus faecalis

Staphylococcus aureus dé khang meliv:.illmﬁe
Staphylococcus coagulase spp
Vi khuan hiéu khi gram am
Acinetobacter baumannii
Citrobacter freundii
Entercbacter agrogenes
Enterobacter agglomerans
Enterobacter cloacae
Eschenchia coli

Klebsiela pneumoniae
Morganeila morganii

Proteus mirabilis

Providencia stuartii
Pseudomonas aeruginosa
Serratia marcescens

Vi khuén ky khi

Bacteroides fragilis

Céc chang vén da dé khang
Vi khuan hiéu khi gram dwong
Enterococcus faecium

TUQ. CUC TRUBNG

P.TRUGONG PHONG

/F;yuyen Jﬁ(y Jﬁmg

L S. aureus dé khang meticiliin co kha nang dong dbi khang véi
fluoroguinolones, ké ca levofloxacin.
Pac tinh dwoc déng hoc
Sw hép thu
Levofloxacin dwoc hdp thu nhanh chdng va gén nhw hoan toan qua dwdng
ubng v&i néng d6 dinh trong huyét trong dat duoc trong vong 1 — 2 gio,
Sinh kha dung tuyét déi la 99 - 100%.
Thire an it anh hwong trén sw hap thu levofloxacin.,
Trang thai hang dinh dat dwoc trong vong 48 gid sau khi dung liéu 500 mg
mot hodc hai lan/ngay.
St phan bé ) _
Khoang 30 — 40% levofloxacin gan véi protein huyéi thanh. Thé tich phan bo
trung binh cla ievofloxacin khoang 100 | sau liéu don 500 mg va liéu lap lai,
cho thay si phan bd rang khap trong cac mé co thé.

Tham nhap vao cac mé va dich co thé

Ngum ta da ching minh Levofloxacin tham nhép dwoce vao niém mac phoi
va dich 6t biéu mé (ELF), dai thic bao phé nang. mé phéi. da (dich bong
nwéc), mé tién liét tuyén va nwée tidu. Tuy nhién, levofloxacin kém tham
nhap vao dich ndo tay

Sw chuyén hoa ) )

Levofloxacin it duoe chuyén héa. Cac chat chuyén hoa |2 Desmethyl-
levofloxacin va levofloxacin N-oxid duwroc bai tiét qua nwac tiéu dwéi 5% lieu
dung. Vé mat dong phan lap thé Levofloxacin 6n dinh va khéng bi dao thanh
dang ddng phan dbi hinh,

S thai tror

Sau khi ubng hodc tiém truyén tinh mach levoflaxacin, thuée duoc thai tri
twong d6i cham (t.,: 6 — 8 gid). Sy bai tiét cha yéu qua than (> 85% liéu
dung).

Téng d6 thanh thai trung binh cua levofloxacin trong co thé sau mét liéu don
500 mgla 175 + 29.2 ml/phut.

Do khéng cé sy khac biét lon vé duoc déng hoc ctia levofloxacin sau khi
ubng va tiém tinh mach, ca hai cach dung cé thé thay thé duoc 1dn nhau

Tuyén tinh
Levofloxacin tuan theo dwoc dang hoc tuyén tinh trong pham vi ttr 50 déq"

1000 mg. /

Nhoém bénh nhan déc biét

Suy than anh hwdng dén dwoc dong hoc cua levefloxacin. Khi chire nang
than suy yéu, s thai trlr & than va dd thanh thai giam va nua doi thai tri
tang i&n nhu trinh bay theo bang dwoi day. }

Duoe déng hoc & bénh nhan suy than sau khi udng lieu don 500 mg:

Bénh nhan suv thén

| B¢ thanh thai creatinin | = 20 20-49 ]_ 50-80

| [mifphat] |
Pa thanh thai than 13 26 57 |

| [ml/phat] | ] i

["Nia doi thai try [gio] 35 T T

Bénh nhén cao tudi :

Khéng co sy khac biét dang ké vé duoc dong hoc clia levofloxacin gilra
nguei tré va ngudi cao tudi, ngoai trir trreng hop co sw khac nhau vé do
thanh thai creatinin.

Su khéc biét gici tinh
Phan tich riéng nhom nam va ni¥ cho thay cé nhikng khac biét nho vé gidi
tinh trong duwoc dong hoc levofloxacin. Chwa cé bang chirng nhiing khac
biét giti tinh co lién quan vé mat lam sang.
QUA LIEU .
Qua cac nghién ctru vé doc tinh trén déng vat hodc cac nghién ciu ve duoc
ly lam sang dwoc thuc hién véi liéu cao hon liéu diéu tri, nguoi ta théy dau
hiéu rd nhat sau khi dung qua liéu cép Floxaval 1a cac triéu ching & hé than
kinh trung wong nhu: 1&n 16n, chodng vang, giam nhan thic va déng kinh co
giat, khoang QT dai cing nhw cac réi loan tiéu hoa nhwe buén nén va viém
loét niém mac.
Céc tac dung trén hé than kinh trung wong bao gém tinh trang 14n 16n, co
giat. ao giacvarun réy da dwoc ghi nhan bao cao sau khi lvu hanh thudc
Trong truong hep qua libu, phai ap dung bién phap diéu trj triéu chirng. Do
khoang QT cé thé kéo dai, nén theo ddi dién tam dé. Co thé dung thudc
khang acid dé bao vé niém mac da day Tham tach mau, ké ca tham phan
phuc mac va thdm phan phic mac lién tuc khdng mang higu qua loai trir
levofloxacin ra khoi cor thé. Khéng co thube giai ddc dac hiéu.

DIEU KIEN BAO QUAN: Bao quan & nhiét d6 khong qua 30 °C. trong bao bi goc.
HAN DUNG: 36 thang ké tir ngay san xuat
BOC KY HPYONG DAN SU DUNG TRUFO'C KHI DUNG

NEU CAN THEM THONG TIN, XIN HOI Y KIEN agc sY
GIF THUOC TRANH XA TAM TAY CUA TRE; 00016,

San xuat boi: DELORBIS PHARMALEUTECM.S L‘I‘D\ﬂ'Athlnon
Street, Ergates Industrial Area, 254’; tﬁmtﬁle r.llllum'
P.O. Box 28629, 2081 Lefkosia, 81p
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