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R Thude nay chi dimng theo don thudbe

BORAFLOX Tab

Levolloxacin 300 mg
Khuyén cdo:
Doc kiv Incomg dén st dung triede khi dimg.
Dé xu tam tay (ré em.
Thong hdo ngay cho bic st hodic dioc 57 nhitng tde dung khing mong mudn gap phai khi sie
dung thuioe Néu edn thém thing tin xin hoi ¥ kién bde sThode dige si

Thinh phin — ham luong cia thude:

M&i vién nén bao phim ¢ chira;

Thanh phén hoat chdr: 1evofloxacin (dudi dang Levofloxacin hemihydrat 512,3 mg) ... 500 mg
Thanh ,u.f?rfn rd  dwoc:  lLactose hydrate. com  starch. carboxymethvlcellulose calcium,
hydroxypropyleellulose. magnesium stearate. hypromellose. polyethylene glycol 6000, titanium oxide.
carnauba wax.

Dang bio ché: Vién nén bao phim

Vién nén buo phim, hinh ¢hir nhadt thudn, miu lr'fing.

Quy cich dong gai: Hop 3 vi x 10 vién.

Chi dinh:

I'hude dirge dung & ngwdi lon dé diéu tri cic bénh nhiém khuin sau day:

= Viem phii mde phai ciong Jtiuj{.

= Nhiém khwdn o da véa ma mém co bién chimg.

Viém than-bé thin va nhiém khudn dwong tiéu ¢é hién chimg.

= Viégm u.'}-'é-n tién li¢t man tinh do nhiém khudin.

= Bénh than: du phong sau phoi nhiém va didu tr.

«  Nhiém khuan dwcng ticu khing bién chimg (viém bang quang khong bién chimg). Do khéng
sinh fluoroguinolon, trong dé ¢6 levofloxacin lién quan dén phan tmg ¢6 hai nghiém trong (xem
muc Canh bao va thin trong) va nhiém khuan dirdng tiét ni¢u khong phtre 1ap & mdt sdb bénh
nhin ¢é thé tr khoi, chi nén st dung levofloxacin cho nhimg bénh nhdn khéng ¢6 lya chon didu
tri khéc thay thé.

= Dot cdp cua viem phé gquan man tinh. Do khang sinh fluoroquinolon, trong dé ¢d
levolloxacin lién quan dén phan tmg cO hai nghiém trong (xem muc Canh bdo va than trong) va
nhiém khuin dudmg tiét nitu khong phire tap & mot s bénh nhan ¢d thé tie khoi, chi nén sir dung
levofloxacin cho nhimg bénh nhan khong ¢6 lwa chon dicu tri khie thay thé.

= Viém xoang cdp do nhién khudn. Do khang sinh fluoroquinolon, trong d6 ¢6 levofloxacin
lién quan dén phan tmg ¢6 hai nghiém trong (xem mue Canh bio vi thin trong) va nhiém khuén



https://trungtamthuoc.com/

dudng tiét niéu kKhong phire tap & mit sé bénh nhin ¢d thé ur khoi, chi nén sir dung levofloxacin
cho nhitmg bénh nhan khing o lua chon didu i khic thay thé,

Ihude ciing ¢0 the duge sirdung d¢ hodn thinh mat liéu trinh diéu trj o bénh nhan di cho thay sy
cai thién sau khi diéu trj ban dau v levofloxacin theo dudmg tinh mach.

Cin tham khao cde hudng diin chinh thire vé vide sir dung hop 13 thude khing Khuan.

Litu lrgng va cich dimg:

Udng levofloxacin | holic 2 1in mdi ngdy, Liéu dimg phy thude vao logi va mire dg nghidm trong cia
tinh trang nhiém khudn v tinh nhay cam cta vi Khuan pay bénl,

Thude cling ¢6 thé duoe su dung dé hoan thanh mot liéu winh diéu tri & bénh nhin da cho thiy sir
cai thién sau khi diéu tri ban diu v levofloxacin theo didmg tinh mach. Qua xem xét sinh kha
dung cua dgng liém va dang udng. ¢o thé sir dung cling mire licy diing.

Litu lugmy:

Liéu luong levofloxacin duoe khuyén ¢do nhu sau:

—

Licu dang cho ngudni 16m ¢d chire ndng thin bink thudmg (46 thanh thai creatinin > 50 mL/phat):

Chi dinh Liew luyng indi ngdy Thivi gian didu tri

ftity thew mice di nghidin tromg) | (tily theo mire de aghidm frong)
Vidm phdi mic phai cdng dong 00 mg x | hode 2 Hnigly 7= 1 nghy
Vidm thin-bé thin SO0 me x| lindghy 7 - 10 ngdy
Nhidi Khudn dutme tiéu g0 bién chimg SO0 mg x 1 findngdy 7= 14 ngay
Vicm tuyén tién He man tnh do uhigm Khudn SO0 mg x| landnudy 28 ngay
Nhidu khufin da v& mé mém 500 g x| hode 2 Jin/nehy 7 - 14 ey
Beénly than 500 g x | Finfngiy 8 tudin
Mhicm Khudn dudme tigy khng bién ehimy 250mg x | lin/nghy 3 nizhy
(Vidm bimg quang khing <6 bién chimg)
b el oua viém phé guan mén ol S00 me x| Kindngdy 7= 10 ngdy
Viém xoang cip do nhiém khuin SO0t x 1 Kindngdy 10'= 14 ngay
D0} tuong dac bidt:

Bénh nhdn suy thén (45 thanh thai ereatinin < 30 mlL/phit): Can hiéu chinh lidu:
124 thanh thai ereatinin Licu lwgmg
250 mz24 gid SO0 mg 24 gio SO0 mg/ 12 gl

Lida kho dim: 250 me

Licu kb diu: 500 me

Litu khoi dau: 500 me

3= 20 mlsphit Sau do: 125 me/24 gid

San dé: 250 mp/2d gl

Santd do: 250 mg/12 gid

[9 = [0 mLiphit Sini ddo: 125 mgfds g

Sin v 125 mu 24 gid

Sty do: 125 me/ 12 vl

<10 mLiphii
(hao ghm ¢ chay thin
nlidn tao v CAPG)'

Sauda; 125 me/dy gio

San doc 125 my24 gid

Saudi; 125 mg24 sl

" Khémgy e Hon b seng dhoone 18 catesanr A e bl i hede thiim plidi pinic e Hida e mgogt teie (CAPD)

Bénh nhan suy giam chiee nimg gan:

Khong can thiét phai hiéu chinh liéu vi lugng levofloxacin duge chuyén hoa rat thip va duoe

thai trir ehd yéu qua thin.
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Bénh nhdn cao tudi:

Khing can thiét phai hiéu chinh lidu & ngudi cao i tnir khi co su suy giam chire nang thin.

aoaf veri fre em

l'hf:ng chi dinh cho tre em hodc thanh thiéu nién rong giai doan phirn wién,

Cich ding:

Thude nén duge udng vai mot lugng nrde visa di ma khong nghién hodie nhai vién thube. €6 thé
dimg trong bira in hofic giffa cac bita an. Ciin udng thube it nhat 2 gidr trude hode sau khi sir dung
mudi sal. mudi kém. cac thude khing acid ¢o chia magnesi hodic nhom. didanosin {chi nhimg
thude ¢6 chita didanosin ¢d thinh phin chit dém pll ¢d chira nhdm hode magnesi) hode sau khi
sur dung sueralfat vi e6 thé lam ciam hip thu levofloxacin.

Ching ¢hi dinh:

Min cam vai levolloxacin. cac khang sinh nhom fluoroquinolon khae hay bit cir thanh ph:"m
o eua thuoe

BBénh nhin ddng Kinh.,

Bénh nhin co tién sir bénh gin lién quan dén st dung khang sinh nhom Nuoroguinelon. k
Tré em hode hoae thanh thiéu nién trong giai doan phat trién. 7
Pl nir mang thai.

" nit cho con b,

Canh biio vi thin trong khi ding thude:

= Cae phan mg ¢o hai nghiém trong c6 kha ndng khong hdi phuc véa gy tan tat. bao gom viém
gan, dint gan, bénh 1y than kinh ngogl vi va cde tae dung bat lgi trén than kinh trung wong.

= (ic khang sinh nhém Nuoroguinolon ¢ lién quan dén cde phan (mg ¢d hai nghiém trong ¢6
kha niing gy tan tit vi khing hoi phuc trén ede hé cor quan khiae nhau eua co thé. Cie phan img
niy ¢6 thé xudt hién dong thisd wén cing bénh nhin. Cie phan tmg ¢6 hai thudmg duroe ghi nhin
pom viem gin. dint gan. dau khop. dau co. bénh 1y thin kinh ngoai vi va cic tic dung bét lgi trén
hé thong thin kinh trung wong (4o gide. lo du, tram cam. mdt ngi. dau dau nang va 10 1in). Cic
phan img nay ¢6 thé xay ra trong vong vai gid dén vai tuan sau khi st dung thude, Bénh nhan &
biit ky tudi nio hosic khdng ¢d yéu td nguy cor tdn tai e trude déu eo thé gip nhime phan mg ¢6
hai trén. /
s Ngimg st dung thude ngay Khi ¢6 diu hidu hode trigu chimg diau tién cia bat ky phian img ¢6
hai nghicém wong nao. Thém via 4o, trdnh sic dung eac kKhang sinh nhém Nuorogquinolon cho cde
benh nhin di timg gip cic phan img nghiém trong lién quan dén Huoroquinolon.

Staphylococeuy aurens khang methicillin (MRSA) thuéng ciing ¢o kha nang khdng fluoro-
quinolon, trong d6 ¢d levofloxacin. Vi vy levofloxacin khing duoc khuyén co dé didu tri cic
bénh nhiém khuin duge xéc dinh hode nghi ngér do MRSA trir khi két qui xét nghiém d3 xée
nhiin tinh nhay cam cua vi Khudn doi vai levolloxacin (va edc tie nhin khing khudn thuémg
duoe ding dé didu i nhidm MRSA di duge danb eid la Khong phi hop),

€6 thé sir dung levofloxacin trong diéu trj viém xong cip do nhiém khuin va ong dot cap cia
viém phé quan man tinh khi cdc trudmg hop nhiém khudn ndy duoe ehin dodn chinh xéc.
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Escherichia coli 1a mét tie nhin thiimg gip trong bénh nhiém Khuin, Kha ning dé khing cim
scherichia enli doi vai uorogquinelon thay dai nhidw. Bie sicdn xem xé tinh trang 4¢ khing
khang smh cun Escherichiu coli dé ¢in nhic lun chon thude,

Hénh than: Viée sur dung levofloxacin o ngudi dua 1wén i iéu vé tink nhay cam in vifro cha
Bacilluy anthracts, wén div lidu thi nghi¢m o ddng vt trong khi dir lidu & ngodi con han ché, Bac
ST dicu tei cian phai tham khao e hudng din chinh thire cua qudc gia v;ia’lmﬁc.qufrc 1é Ve vide
diéu tri bénh than,

Viém gdoy v dieg gein: Vidm gin hiém ¢6 thé xdy r, thudmg dnh hadmge dén gin Achilles vi ¢o
thé diin dén dire gn, Viém pin va it gin, 00 Khi hai bén, co the xdy ra trong 48 gior diu tién
ctia dot dicu 1ri bing levolloxacin va di ¢o bao cao trudmy hop ndy dén v thing sau khi ngumg
dicu tri. Nguy eo viém gin vi din gan ting & ngudi cao wdi (260), & ngued dong lidu 1000 mg
mo1 ngiy va & binh nhiin dang ding corticoid. Hon nire, ¢in thiin trong khi Muoroquinelon duge
chi dinh cho bénh nhan duge ghép tang., nhimg d0i tuong ndy o nguy ¢o cao bj viém gin. Liéu
dimg phai duwoe diéu chinh o ngudi gia ty theo 0O thanh thai ereatinin. Cin theo dbi sat nhom
bénh nhin niy néu 6 chi dinh levofloxacin, Tat i bénh nhin nén hai ¥ kién bic sTd¢ kidm 1
o bi viém 2in hay khong. Néu nghi ngé ¢ tinh trang niy. phai ngumg diéu trl biing levoiloxacin
ngay dp e va tién hanh cae bien phip can thigp trén win by dnk hidmeg.

Tidu ehiy do Clostridivm difficile: Ticu chay, dic biét ndu nghidgm trong, dai ding, vahay ¢6
miu, trong hode sau khi didu tri bang levofloxacin (ngay ca khi xay ra vai tulin sau diéu ), 6
thé 1 tridu chimg cua tiéu chay do Clostridium difficite. Tiéu chiy do Clostvidium difficile ¢d thé
xay ra tiy mire do nhe dén e dos tink mang. bién chimg nghiém trong nhit B viém dai trang gia
mae. Vi viy, cin xem x¢ét nhimg bénh nhin bi tiéu ehiy ning trong hojc sau khi didu trj bang
levofloxacin. Néu nghi ngé hodic ¢b xae dinh tiéu chivy do Closteadian difficile, phi ngimg dieu
(i bing levofloxacin ngay 1ip tie vi ¢6 cic bién phap X e thich hep. Cic thube lam giam nhu
dong rutt bj chang chi dinh trong tridmg hop ndy.

Bénh nhéin dé lin ean eo gide: Quinolon 6 thé Em gibm ngudmg co gidl vi cd the giy co
gidt. Ciing nhur cde quinolone khic, levotloxacin bi chdng chi dinh cho nhimg bénh nhan co tién
sir binh dong kinh, thit su thin wong & nhitg bénh ahin d€ lén con co gidt hode didu Irf dong
thn v ede thude ¢h the dung iy gidm ngudmg co gidt o nfio (theophylin), Neung diéu 1 khi
ROV T E0 Rigl,

Béuh nhan_thicu hmt_wlucose-tophosphat dehvdrogenase: Bénh nhin bi thidu hut glucose-6-
phosphat dehydrogenase ¢d the hay bi phan dmg tan midu khe dicn 16 bing khing sinh
quinolon, Vi viy, nhimg bénh nhin nay cin dwoe theo doi tan miu ¢6 thé ¢o khi ding
levotloxacin,

Bémh nhdn yuy thér: Vi levoloxacin chit yéu duge dao thai qua thiin, edn hidu chinl lidu lugng
fevolloxacin phi hop cho bénh nhin suy thin,

Phan tmg quai mén: Levolloxacined the gay ra phan img quét man nghiém trong, cd the iy ur
vong (nhir phis mach, soc phin v&). doi kbi ngay sau liéu ban diu. Béah nhan phai ngimg diéu i
ngay ip tre va thdng bio cho bie s1dé eo cde bién phip con thiép kip thai.

=
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Phen teng noi bing meic trén de nghidm teong: Hoi chimg Stevens — Johnson hay hoai tir thugng
bt nhiém dée da duec bio cio khi sir dung levolloxacin. Bénh nhin cin duge thong tin vé tim
quan trong ciia viée lién hé ngay lip nie vai bae si trude khi tiép e dicu tri néu phat hién co cic
phan (mg wén di. mém mge.

Roi logn duimg huyer: Tang duomg huyét vi hy dubmg huyét ¢d thé xay ra do tat ¢a khang sinh
quinolon doi vor bénh nhin ddi thao duong duoc didu 1 ddng thoi bing thude udng hp dutmg
huyét (b glibenclamid) hodc bang insulin, Myt so treimg hop hon mé do ha didmyg huyét di
duoe b cdo, Can theo ddi chit che duomg huyét & bénh nhin dai thio duong,

Limg whay cany véi anh sdng: Bénh nhiin khong nén 1iép xte vai dnh sang mat iréd manh hodic tia
LV nhin tao trong v 48 gidv sau didu i) d€ tranly by thng nhay cam vini dnh sang.

Binh nhan dupe diéu i bang thude dii khdng viramin K: Vige két hop levofloxacin vai mit
thuoe doi khang vitamin K (nhu warfarin) ¢6 kha nang lim tang thoi gian dong mau, nguy co
chiy may. Cin theo doi, xét nghiém ddng mau trén bénh nhin ding dong thii cde thude ndy.
Phan sing loan than: Mot s6 trikimg hop higm giip, bénh nhin co suy nghT t o vi hiinh vi wr gy
nguy hiém. doi khi ehi sau mdt licu duy nhit levotloxacin, Trong truémg hop bénh nhin co
nhimg bicu hién ndy. phai ngung ding thude va ed ede bidn phap xi el thich hop, Thin trong sir
dung levofloxacin o nhimg bénh nhin loan thin hofic ¢ tién sir bénh tam thin,

Ko dii khoang Q7 Than trong khi sir dung ueroguinolon, bao gbm levefloxacin, & bénh nhéin
¢ ade yéu 1o neuy co lim kéo di khodng QT nhur:

= [di chimg Q1 kéo dai biim sinh,

= Sir dung ddng thisi ede thude duge biét la kéo dai khoing QT (nlur thude chéng loan nhip
nhom la vis 111, thude ching teim edm ba vong. macrolid, thude chdng loan thin).

*  Miit ¢in bing dién giai khong duge diéu chinb (nhi b kali nidu, ba magnesi mau),

= Bénh Iy v& tim (nhu suy tim, nhéi mau co tim, chim nhip tim).

Nguén can 1udi va phu nir ¢o thé nhay cam hon doi véi cae thude ¢d tac dung kéo dai khoang QT
Vi viy. cin thin trong khi st dung khéng sinb nhom fluoroquinolon. bao gdm levofloxacin &
nhimg dbi tirong ndy.

Bénh IV than kinh ngoai vi: MOt sb trwong hep ¢o dénh ¥ tidn kinh ngoai vi cam gide vi cam
gide-vin dong dd duge ghi nhin o bénh nhin dimg fluoroguinolon. trong dd ¢o levotloxacin,
Bénh ¢6 thé tién trien nhanh Cin phai ngumg dung levolloxacin ncu bénh nhin ¢d cic trigu
chimg cun bénh 1§ thin kinh dé ngin ngia sy tién 1rién déo ton throng khong hoi phue duoe,

RoE doan gan ordt: Mot s6 truimg hop hoai tir gan din dén suy gan 6 thé de doa tinh mang, ¢
lién quan dén levofloxacin, chii yéu & bénh nhin ¢6 bénh 19 thue thé nghiém trong, nhur nhiém
triing huyét Bénh nhan cin duoe thong tin dé ngung diéu wi vi lién hé voi bac si, khi phat hién
cdc diu hiéu vi tridu chimg cia t6n thuong gan nhw chan dn. vang da. nude tiéu sim mau, npia
hodie dan bung,

Dién tién xdn e bénby ihoe cor, Khing sinh nhém fluoraguimalon, bao ;_u:_nm levolloxacin. ¢
e dung re ché thin kinh co va ¢6 thé 1am nghiém rong thém tinh eang cua bénh nhin bj nhuge
e, Clie tie dung khong mong mudn nghiém trong. nghiém trong 1 tir vong vii ¢dn dén tha may.
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durgre bito ¢do tie khi i hinh ede khing sinh nhom fluoroguinolon ¢o lién quan dén viée st dyung
cie thude nay o nguin bi nhuoe co. Tranh dang levolloxacin o bénh nhin ¢ tién sir b ahirge o,
Rl loan thi_gide: Néu béah nhin ¢6 rdi loan thi lue hode bt ky tridu chimg khae thudmg trén
miit. ciin tham vin ngay ¥ kién bac si.

Niiém khudn thie phar: Viée sic dung levofloxacin, dic bidt 1 khi dong kéo dai, ¢6 1hé tao didu
kien thudn lgi dé cae chung vi Khuan khong nhay cam phat tnién, Néu ¢o mét nhiém khuan thi
phat xay m trong khi diéu trl. ¢dn ¢6 nhimg bién phap xir i thich hop.

Anh neomg dén kit gua cde xér nghiém: (3 binh nhin duge didu i biang levofloxscin, thir
nghiém thudce phién trong nude tidu ¢d thé cho két qua duong tinh gia, Khi ¢in thiét co thé dimg
mdl phwromg phap xét nghiém die hidu hon dé xde dinh sihién dién cda opioid, Levofloxacin ¢é
thé e ché sy ting wuomg cun Mycobacterium tiberculosis va vi viyv ¢d thé cho két qua dm tinh
i trong chan dodn vi khudn hoc tim bénh lao.

i ghere:

Thude ¢6 chim lactose nén thin wong khi dimg bénh nhin ¢ roi loan di tuyén hiém edp nhu
khang dung nap galactose. thidu hut lactase hodic kém hap thu glucose-galactose.

Sir dyng thuie cho phy nir ¢ thai vi cho con bi:

hae ani® i) thet

Chong chi dinh véi phu nir mang thai. Dir li¢u cua viée sir dung levolloxacin con han ché & phy
nit mang thai. Tuy nhién, c6 nguy co thiét hai do fluoroquinolon cho sun va cic ¢o quan trong
giai dogn phit trién nén levofloxacin khing duoc dimg cho phy nit ¢d thai.

Pl nie el con bk

Chéng chi dinh véi phu nit cho con bi. Chia co diy du thng tin vé sir bii 1iét cua levofloxacin
qua sira me nhing cae Nouroquinolone khie duge bai tidt qua sim me. Néu khong ¢6 dit liéu trén
ngud va ede dir ligu thire nghiém vé nguy co ctia cie lovrogquinolon lién quan dén syn va ede co
quin trong giai dogn phat trién thi khang duoe dimg levofloxacin cho phu nit cho con bin

Anh hwdng eia thuoe 1én Khi niing 14§ xe. vin hinh miy méc:

MOt s6 tie dung khong mong mudn nhue  taifchong mit, budn ngi va roi loan thi gide, ¢o thé
anh huomg dén kha ning thp trung v phan tmg cua bénh nhin, vA vi vily ¢6 (hé 1d mdt nguy ¢or
trong nhimg tinh hudng quan trong khi 1 xe hodie viin hinh may noe.

Twong tie, twong Ky cia thube:

{iuli hudmyg e ede thude khic doi voi levofloxacin

Mudit séit, muti kém, ede thuie khdng acid ¢6 chite magnest hoge nhém, didanosin

Sw hip thu cta levofloxaein giam dang ké khi dung chung voi mudi siit hofic cic thude khing
ucid ¢o chim magnesi hode nhom, hode didanosin (chi nhimg thude ¢o chira didanosin ¢o thanh
phin chit dém pH cé chia nhém hoje magnesi). Viée st dung Muoroquinolon déng this véi
multivitamin ¢6 chita kém co thé lim giam sy hip thu eia (Tuoroquinoton khi udng. Khuyén cio
diing cae ¢hé phiim e chim cation hoa tri 2 hode 3. nhur mudi sit, mudi kém, cie thude Khing
acid c6 chirn magnesi hode nhdm, didanosin (¢hi nhimg thude ¢6 chira didanosin ¢6 thanh phin

W
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chilt d¢m pH cé chirs nhom hodie magnesi) cdch xa nhau it nhit 2 gitr tnede holie sau khi udng
levofloxacin, Cae mudi calci oo the dong it ahd dén su hip thu cao fevoiloxacin khi udng.
Sucralla

Sinh kha dyng can levofloxacin giam dang ke khi dimg chung véi sucralfat. Treomg hop bénh
nhiin cn duoc chr dink ca hai thude. nén uéng sucralfin 2 wiir sau khi diing levoloxacin.
Theaphyiin, fenbufen hay ede thude ehing viém kbwing steroid fhie (INSAID)

Hign el ¢b mot womge e thuoe vé duge dong hoe cua levolloxacm vai theophylin duge tim
thity trong nghién et Lim sing. Tuy nhién, ngudng co pift ¢d the bi o thap ddng ke khi ding
chung khdng sinh quinolon vai theophylin, NSAID hay ¢de thude khic cb tée dung Fm ha
ngudng co gidt. Nong 4o fevofloxacin cao hom xip xi 13% khi ding chung véi fenbufen so véi
khi dung riéng le.

Probemecid va cimetidin

Nén thiin trong khi ding chung levofloxacin vai nhimg thude dnh hudmg su bai tiét & ong thin
nhur probenecid v cimetidin, dae bide lorén bénh nhin suy thin.

Probenecid va cimetidin eo e dung ¢6 ¥ nolia théng K& ddi voi sy dho thai cia levotloxacin,
D thanh thai ¢ia Jevalloxacin tai than giam lin luot 13 24% vi 34% khi 6 si hién dién cta
cimetidin vi probenecid. Dicu nay duoe cho la do ca hai hoat chit nay co kha niing ngéin can sy
bl tiét levolloxacin qua dng thin. Tuy nhidn, & mire lidu duge thi nghiém, nhimg khie bigt o ¥
nghia thing ké vé thong sb duae ddng hoe ¢6 [& khdng ¢o dnh huéng ¢d ¥ nihia trén 1Gm sing.
Ciin thiin trong khi ding chung von cie thudie ¢b anh hurimg dén sie T lidt quit C:m[; thin, nlur
probenecid vi cimetidin, die bigt & binh nhin suy thin,

{‘die thong tin kivie

Citc nghién e dirge 19 hoe Km sang da cho thiy duoe dong hoc cia levofloxacin khang bi anh
huomg co ¥ nghia vé phiromg dién lim sing khi thude duge dimg chung vai cie thude sau: calei
carbonat, digexin, glibenclamid, runitidin,

Anly heromy e fevofloxacin dbi vai cie thude ke

Cliglosporin

Thivi gian bin thai eda ciclosporin Mg 33% khi ding ¢hung voi levolloxacin,

T hatde didi khdng vitanin K

Ihdi gion dbng mau vivhode nguy co pay chiy mau o, ¢ th aghiém wong, di duge ghi nhin
trén bénh nhin dirge diéu trf bing levolloxacin phéi hop vivi cae thude dbi khing vitamin K (nhir
warlisrin). Vi viy. cfin theo doi o nhimg bénh nhin duge diéu tri bing thube khing vitamin K
hiing ede xér nghiém dong mdu,

Thirde c6 ide dung kéo déu khoang OT

Ching nhu Nuoroquinelon khie, nén thin rong sie dung levolflexacin & nhimg bénh nhin dang
dilng ede thude duge bt 1 ¢o the dung kéo dai khoang QT (nhu thude chéng loan nhip nhom la
vi M1, thude chéng tedim ¢dm ba véng, macrelid, thuée ching loan thén).

Cde thang tin ke’ Trong mit nghién cou trong e duge dong hoe. levofloxacin khdng dnh
furomg dén duge ddng hoc cua theophylin (mdt co chit cim CYPIA2), didu nay cho thiy
levolloxacin khing phai L mét chir ire ché CYPIAL
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Cic dang wong tic khic
Tiee dn: Khong cd sy tiomg tde ¢d ¥ nghia vén thire dn,

Tie dyng khing mong mudn cia thude:
Thong tin duee cho dudi diy eb oo sa b dir liéu il cde nghién el im sang 1rén hon 8.300 bénh
nhin vi kinh nghiém sir dung sau khi duge edp phép huu hanh,
Chic wie dung khéng mong mudn duge phin logi dwa trén tin subt, duoe quy wée nhu sau: Rét
thuémg gdp (= 1/10). thuong gap (1/100 dén < 1/10), it gdp (= 1/1.000 dén < 1/100). hiém gip
(> 1/10.000 dén < 1/1.000). rit hiém gdp (< 1/10.000) va chua xde dinh (khéng thé uée tinh wén
dir liéu ©6 sin). Trong mdi nhom. cic tic dung khing mong mudn duge trinh bay theo mirc d§
nehiém trong giam dan,

Phiin logi cof Thurtmg gap li gip (= Hicm gip (= Chira xdie dinh (khing thé wde
quan hj inh (1000 dén < 110) [ 170,000 dén < | 1/10,000 dén < tinh tein div léu e sin)
hirimg 1/100) 1/1.000)
Nhicm Iring Nbidm nan,
trong dé co
nhiém nim do
Corvididdi
B¢ khing
thude
Wi loqn i v Cikam bach ciu | Gidm tiédu clu Giam & bao mau tedn phin
hi bych huyét Giam bach e | Giam bach i trung | (dm hiong clu, bach clu vi tidu
i toan tinh i)
Gitim bach ciu hat
Thidu méu do tan miu
i loan h min iz mach Soe phin vé *
dich Qud min S0¢ gid phan v¢*
Rii logn chuyén Chiin fin Ha dirdng huyet, die | Tang duding huyét
Idia v dinh biét & bnh nhin 84 | Hon mé do hp dudmy hiyet
drdmy thio dudmg
Rai logn tim Mt nzl Lo du Phan ing fogn thin | RO Toan loan thin kém clde hinh
thin Lii tin {nhur bo giac, hoang | vi iy gdy nguy hidm, nhit 14
Bén chon Turamy paranoin) mung ¥ dinh tu Wy boje tim cich
Tritm cam e
Rich dgng
Gidie mo bt thuimg
A mdng
i logn teén Pau diu Budn g Co gilt Bénh Iy thidn Kinb ngogi vi dnh
thiin Kinh Cam gide chong Run 1 cam hudng cin gide
mj Réi loan vi Bénh 1y thin kinh ngoai vi dnh
gific huomg cim gidc-viin dng

Rdi logn khi gide, rong 46 co
trubmg hop mét khiru gide

Réi lagn v ddng

Ridi loan ngopl thip

M vj giide

T
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Phiin logi co Thudmg gip T ogiip (2 Hicm pip (= Clive sdie dinh (Khiing thé ude
gquan bi anh 1100 dén < 1/10) | 171000 dén < | V10.000 dén < tiol teén di ligu ed <in)
hwng 1/ 100) 1/L.000)
Mt v thire
Thang ap Iy ndi 5o lnh tink
Réi logn thy giac Rdi loan thi gide nhw | Mt thy gide tam thoi. viém
nhin mo mang b dio
1840 logn 1rén tai Chong mal L) tai Mt thinh gide
vit mé dyo Thay did thinh gide
Raii logn 1rén tim Nhvp tim nhanh Nhanh nhip thit ¢é thé dim dén
Banh wdng ngue N tim
Réii Togn nhit thit vi xofin dinh
(el wéu xav rm o bénh nhin ¢b
ciie yéu th nguy co 1im kéo dai
khoang QT}, kéo di khoang QT
A4 xde dioh trén dién thm &b
Réi loan hi mach Hia huyér ap
i logn bt hivp, Kh thi Cd that phé quan
ling ngue vit Bénh phii do dj dng
trung thit
16 logn tidu hia | Tidu chay Bau byung Tiéu chiy - cd chiy min, mit s0
Nén Ko ticu trudmg hop hidm cd the 14 chi
Budn ndn Diy hoi diiu cin viem rudt, nhdt 1 vidm
Tio ban ruft két gid mpe
Vaém yy
1di logn gan mit Ting enezym zan Tang bilirubin Ving da, vang mil va won
(ALAT i thuiomyg wan nghiém trony, trong
(GPTYASAT W gd truomg hop W vong do suy
(GOT), alkalin gan cip, chi yéu & bioh nhin
phosphatase, - dang miic cic binh njing)
glutamyltransferase) Viém gan
Wit logn trén da Plvin ban da Hoai tir thuony bi nhiém dic
v L chire i Ngira Hii ehimg Stevens-Johnson
da” Miy day Hing ban da dang
Tang tidt md Vang nhay cim dnh shng
hiii Vidim mach mau nhd do mim
cam
Viem miéng
Roi logn 1rén eo D khép Bénh Iy vé pin, dde | Tidu co viln
xuromg vi mé lién Do co bigt b wicm win (edn | efn (2dn Achille)
ket Achille) Dt diy ching
Yéu co, co thé djc Rach co
hiét nghigmarong & | Vidow khop
bénh nhin mic bénh
nhage oo
Réi logn thim vi Thng creatinin | Suy thin cap (nhi, do
durimg nigu by viem thiin ké)

- __': i

LI
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hiin logs co Thuiag gap Itgap (= Hicm gip (> Chuy e dinh (khing thé vic
quan bi dnh (17000 Fén =< 42000 | 10000 dén < | 1200000 dén < il trén div liéu od sin)
g 1Anmy 1Ly

Rl logm tain Nhuwoe ¢o S Bau (33 bijt & lung, ngue va
THTT tay ¢hiln)

A Phan dng phian v& va gid phin v¢ ddi khi ca the xay rmngay ficu dimg din 1ién

b Phin dmg trén do-nidom mge 361 khi oo thé xay m ngay liéu diing ddu én

Cée tie dung khong mong mudn khic dic biét ¢o thé do Mluoroquinolon gdy ra con cip o bénh
ahin ¢6 rdi loan chuyén hoa porphyria.

Quit licu vi xir tri:

ik ticu

Dya trén cac nghién ciu doc tinh 1rén dong viit hay cic nghién edu dwge 1y ldm sing voi licu
1rén nguimg diéu tri, cde diu hi¢u quang wong nhit duge dy dodn 13 nhimg rdi logn thin kinh
trung wemg nhu G 1an, chong mat, rbi loan nhin thite va co gidt, kéo dai khoang QT, cing nhu
nhimg roi loan tiéu hoa nhu budn ndn vi tret niém mac.

(0 bao cao vé nhimyg tac dung cua thude trén hé thin kinh trung wong nhwr 10 [in, co gidt, do gidc
vl rum tir khi thude duoe luu hanh,

Ceich xir irf

Trong trudmg hop qua lidu, cin tién hanh didu 1 tridu chimg. Phii theo doi dién tam dé vi co thé
<0 hién tugng kéo dai khoing QT Cde thude khang acid ¢ thé dang dé bio vé nidm mae da day.
Ihéim phéin may, ddc biét 14 thim phiin phic mac va CAPD. khang ¢ hiéu qua trong viée logi bo
levofloxacin ra khéi cor thé. Khang ¢d thude gidi dic diic hidu,

Biie tinh dwgee lre hoe:

Nham teke dung derge [y: Khing sinh nhdm quinolon, Muoroguinolon

MGATC JOIMAL2Z

Levofloxacin 1a mot khang sinh tong hep thude nhém fluoroquinolon v 1a mot ddng phiin quang
hoc fa trayén S (=) cha hoat chit ofloxacin tdn tai dang racemic:

Cor ché tie dung: Levofloxacin tie dong trén phirc hgp ADN-cnzym ADN pyrase va trén
toposomerase [V,

Moi quan hé dwoe ding hoesdiae hee hoc:

Hoat tinh diét khuéin cua levofloxacin phy thude vao twong quan néng do téi da trong huyél
thanh (C,y.) hode dién tich dudi dudng cong (AUC) v ndng di ite ché 161 thids (MIC).

Cor ehé dé khdng thudc:

Su dé khing levofloxacin thu duge theo timg giai doan lién tiép bing cach bién déi tai dich tc
déng cta hai logi topoisomerase wyp 11, ADN gyrase vi topoisomerase 1V, Cic co ché dé khing
ke nhur thay déi tinh tham cta mang & bio (thwémg glip & Psendomonas acruginosa) vit hom
day ngirge ¢ thé anh hudmg dén tinh nhay cam cia vi khudn déi vai levofloxacin.

Dé khang chéo gifra levofloxacin v cie khdng sinh nhom fluoroquinolon ¢img duge ghi nhan.
Do cor ché the dung die trung. khong 16n tai sw dé khing chéo giita levolloxacin vii cdc khiang
stnh thude thude nhom khic.
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.'\'r.';ng 6 Wi han:

Nong do 01 han theo khuyén edo cia EUCAST déi voi levolloxacin. phin bigt cic chimng nhay
cam voi cic chung nhay cam trung gian. va cac chung nhay cam trung gian vai cic ching dé

khang thude durge cho trong hang dudi day (mg/L).
Neimg iy 1 hyn theo Shvén cdo cia EUCAST dit vin tevaflacacin (phidn ban 2.0, 0101/2012)

Tie niviin gaiy binh Mgy cdm (8) Dé blvitng (R
Lnterahactarigeeae = mg/L > 2 gl
Psendantonas spp = I gl > 2 mg’E
Acinetehacter spp = il = 2l
.\'.".'J;i?fl:]'fm'r.lt:c'n.\ X, </ I'J'!g""a'_ > gl
Steepiococens preumionioe ' <2yl > 2l
Steeplocucens A B C G < | mgil. = 2 gl
Huemophilus infTuenzae < L > 1 iyl
Moravetla vararrialis < | mipdl, > ingtl,
Nong 6 tine e khong fion quoan dén | < 1 g/l = 2 g/l
eltung vi ki

! |‘|’|’;H'j: el kvt hgn duge xde dinh dai vait fevoflocacm rone fag von lice coo

2 Cab thé e dbé khng e mire do thip dit vii fuoroguinelon (MIC ddi vai ciproffoxacin 1 0,12 dén 0.5 mg/L),
nhimg clura e bing chitng cho iy sie dé kiing niy ¢6 ¥ nphia v drong [rony cde friedmy hop shiém kudn
N digdp dos W iluenzae

3 Ctbe el vi Rl cd MIC caer T i &80 1k Bt 8 et Biicne w0 hay chica timg dinge bido. Cae pliromg
phap din dunh vi xac dinh do nfay cam keng sioh e cie ehimg cd bide ndy phat dieae tidn himh dp la va
néu két qua dhere xee phdn, ching phai diege giri dén cde phing xé nghiém tham chiéu. Ching phai dieore xem
niur I dté khiing cho tén khi ¢iv xie whin vé vige ddp img lim simg d67 vai cie ching ed bigt dieoe dinh danl véi
skt MIC e Brorny mfug e 1 han R lign tai

4 Nfiﬂﬁ' dii 1) han teomg timg v Wi mdng hay Biéu tiém tinh mach o mive 500 me x | dén 500 mgxl

Z

| &

Ty 1€ d¢ khang thude thay doi tiy theo dia ¥ va thi gian di vai mot so ching vi khuan, Théng
lin vé ty 1& dé khang thude 6 dia phuong, dac biét dé diéu 1 cac bénh nhidm khuan nang, 1 hiw
ich. Néu cén thiét, nén tham khao ¥ kién cia chuyén gia dic bi¢t khi lgi fch coa thude rong diéu
trf mdt 6 trdmg hop nhiém khudn nhit dinh ¢o thé chua 18 rang do mirc do dé khang thude 1ai

dip pluong,

e clrung vi Klwedin therdmy nlay eam
*  Vikhuin hiéo ki gram duong

Bacillis amiliracts

Stapllovocens aurens whoy cam meticillin
Staphyiocoecns xapropinici
Strepiovogues, mham C v G
Steeptocicens agafoction

SH'EJJ'"-FFI’)C‘(T-'-!' PR A TR Y

Shepococens progéney

* Vi khuin hidu khi gram fm

Eikenefla corrodins

Haearophifug infleonzae

Haemaphifuy para-mffuenzac
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Klebsiella axvioca
Movaxella cararrhalis
Pasrenrella multocida
Provens vulgariy
Prewidengia refizeri

= Vikhuin ki khi
Peptoxiréptococeus

= Cdc vi khudn khic
Chiamyvdophifa pnewmoniae
Chfamydophila psitaci
Chfamyvedia trachaometis
Legronella prevmophila
Mycaplasma premmoniae
Mycoplasma hominis
Ureaplasma wrealvticum
Ciic eluing vi klhwdn cd thé mhay cim (B Klvine thu dicoe > 10%)

*  Vikhudn hiéu khi gram duong
Enterococens foecalis

Staphylococens anrens khdang meticillin
Staphylococens spp dm tinh vii coagulase
*  Vikhuin hiéu khi gram dm
Acinetobacter bawmannii

Citrobacter frewndi

Enterobacter aeragenes

Enterobacter clogeae

Excherichia coli

Klehsiella prevmoniae

Maorganella morganii

Protews mirabilis

Providencia startii

Pyeudomonax acruginosa

Serratia marcesceny

» W khuiin ki khi

Bacteraides fragilis

Cdg chung dé
= Wi khudn hiéu khi gram duong

Enterococeus faecium

S anreus khdng meticillin (RMSA) thwing ciing d¢ khdng vii ede bidng sinh phim fluoroquinelon, irong di cd

levofloxacin,

Diic tinh dwoe ding hoe:

Hép thie: Levofloxacin sau khi ubng duge hip thu nhanh chéng va gin nhu hodn todn voi néng
do dinh trong huyét tuong duge dat duge trong vong 1-2 gid. Sinh kha dung tuyét doi vao

12

%
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khoang 99-100%. Thire @n it anh hudmg dén su hap thu eda levofloxacin. Trang ihdi 6n dinh dat

duroe trang vong 48 gidr vini ché do Hiéu SO0 mg mat hode hai lan mai ngay.

Plin b6, Khoang 30 - 40% levofloxacin gin két voi protein huyét tuong. Thé tich phin bd trung

binh cua levofloxacin vio kloang 100 1. sau khi ding lidu 500 mg duy nhét va 1ap lai, diéu nay

cho thay thude phan bd rong vao cie mé cia co thé,

Kha ndang tham nhép véo cde mé va dich co thé: Newdi ta chitg minh ring levofloxacin thim

nhip vio duge niém mac ph::: quan, biéu mé, dai thye bio i phé nang, mo phoi, da (rong dich

khong bao). ma tuvén tién liégt va mrde tiéu, Nguoe lai, levotloxacin tham nhap kém vio dich

ndo uy.

Clunyén hoa: Levolloxacin bi chuyén hoa o mt mire 4§ rit nho, che chit chuyén hoa thu dirge 14

desmethyl-levofloxacin vi levofloxacin N-oxid. Cae chét chuyén hoa nay chiém < 3% licu lugng

da ding vir duoe bai tiét trong nude tigu, Levofloxacin dn dinh vé mit dong phan hoa hoe v

khang phai chiu sy nghich dao déng phan quang hoc.

Thai i Sau ki tlﬁng hode tiém tinh mach, levofloxacin duoe thai wi wong dbi cham khoi

huyét weong voi thisi gian ban thai khoang 6-8 gidr. Su bai tiét chi yéu dién ra & thin (> 83% licu

lromg da diing),

D thanh thai toan phin biéu kién trung binh ctia levofloxacin sau mdt lidu 500 mg duy nhat 1a

175+ 29.2 mL/phit.

Khang ¢6 sur khae bidt ddng ké vé duge dong hoe et levofloxacin sau khi udng hodic tiém inh

mach, diéu nay cho thiy si dung thude dudmg udng va tiém finh mach ¢6 thé thay thé cho nhau.

Tinh tuyén tink

I.evofloxacin cé dic trung duoe dong hoce tuyén tinh trong khoang fiéu tir 50 dén 1000 mg.

i tirong dic biét

Bénh nhen suy than

Duge dong hoe cua levofloxacin thay doi trong tridmea hop suy thin, Khi chire niing thin giam,

su déo thai va do thanh thai wi than giam vé thési gian ban thai ting nhu trong bang dudn day :
Thang sd dugrc dong o bénh nhiin suy thin sau khi uing hi¢u 500 my duy nhiv;

Cl , [mL/phat] <20 20-49 S0.80
Cl y [mLsphan] 13 26 a7
b, o] 35 27 9

Neweai oo fudi
Khaong ¢6 sir khie biét ding ké gitra duge dong hoe cun levofloxacin o ngudi tré woi vi ngudi
ao ok, ngoai trir nhimg khac biét lién quan dén d6 thanh thai creatinin.

Cricii tink

M@t nghién ciru tién hanh riéng trén nam vil nit da cho thily nhimg khac bigt, tir nhé dén thir yéu,
theo gidi tinh déi v&i duoe ddng hoe cua levolloxacin, Khong co bang chimg nao cho thiy
nhimg khic biét theo gii tinh c6 ¥ nghia nhit dinh trong 1im sang:

Dicu Kién bao guan:

Bao quan trong bao bi kin. noi khd mat, tranh dnh séng, nhiét do duéi 30°C,

W
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Han dung: 36 thiang ké tir ngdy san xuat.
Tiéu chudin: TCCS. é
Nha sin xuit:
KOREA ARLICO PHARM CO., LTD.
21. Yongso 2-gil. Gwanghyewon-myeon. Jincheon-gun, Chungeheongbuk-do - Han Qude.

Sh diing ky:

Ngay xem xét stra doi, cap nhit lai ndi dung hwing din sir dung thude:
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PTRUBNG PHONG

Pham Ghi Vin Ha nh



