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R REMEDIA

(Vién nén bao phim Levofloxacin)
‘ i Thude nay chi diing theo don thuéc.
Dé xa tam tay tré em. Doc kv huomg dan sir dung truece khi ding.

THANH PHAN

REMEDIA 250: Mdi vién nén bao phim chira:

Thanh phan hoat chat: Levofloxacin hemihydrat twong duong vai levofloxacin 250 mg

Thanh phan fd dwee: microcrystallin cellulose (PH 101), low substituted hyfroxypropyl
cellulose. natri starch glycolat (type A), povidon K-30, crospovidon, colloidal anhydrous silica,
magnesi stearat, talc tinh khiét, instacoat yellow (A0DSDO00556).

REMEDIA 500: Mdi vién nén bao phim chia:

Thanh phan hoat chat: Levofloxacin hemihydrat twong duong véi levofloxacin 500 mg

Thanh phan td diwge: microcrystallin cellulose (PH 101), low substituted hyfroxypropyl
cellulose, natri starch glycolat (type A), povidon K-30, crospovidon, colloidal anhydrous silica,
magnesi stearat, talc tinh khiét, instacoat yellow (A0SD00556).

REMEDIA 750: Méi vién nén bao phim chira:

Thanh phan hoat chét: Levofloxacin hemihydrat trong duong vdi levofloxacin 750 mg

Thanh phan td digc: microcrystallin cellulose (PH 101), low substituted hyfroxypropyl
cellulose, natri starch glycolat (type A), povidon K-30, crospovidon, colloidal anhydrous silica,
magnesi stearat, talc tinh khiét, instacoat yellow (A05D00556).

DANG BAO CHE: Vién nén bao phim.

Mo ta:

REMEDIA 250: Vién nén dai bao phim mau vang, hai mat 16i, mot mat ¢é vach phan liéu.
REMEDIA 500: Vién nén dai bao phim mau vang, hai mat 15, mot mat co vach phén liéu.
REMEDIA 750: Vién nén dai bao phim mau vang, hai mit 16i, mét mat ¢6 vach phan liéu.

CHI BPINH

Remedia dugc chi dinh dé diéu tri cac truomg hop nhiém khudn do cdc vi khudn nhay cam vdi
levotloxacin ﬁay ra sau day:

- Viém phdi mac phéi cong donu

- Nhiém khuin & da va md mém

Po6i voi cac trudng hop trén, levofloxacin chi nén duoc sir dung khi c4c khang sinh dugc khuyén
cdo @é diéu tri ban dau khong hidu qua.

- Viém myén tién liét man tinh do vi khuén

- Viém bang quang khéng bién chimg

- Bénh than qua dudng hé hép: diéu tri du phong phoi nhidm va diéu tri.

Nhiém khuén dudéng tiét niéu khéng phire tap, ké ca viém thian- hé than

Do khéng sinh fluoroquinolon, trong dé c6 levofloxacin lién quan dén phan img c6 hai nghiém
trong (xem Cénh bdo va thin trong) va nhiém khuin duong tiét niéu khéng phuc tap & mot so
bénh nhén cé thé tir khoi, chi nén sir dung levofloxacin cho nhitng bénh nhan khéng c6 Iyra chon
diéu tri khéc thay Lhé_

Pot nhiém khudin cip ciia viém phé quan man tinh

Do khang sinh fluoroquinolon, trong do co levofloxacin lién quan dén phan mg ¢6 hai nghiém
trong (xem Canh bdo va thin trong) va dot nhi&m khudn cép cia viém phé quan man tinh & mot
s6 bénh nhén c6 thé tu khoi, chi nén st dung levofloxacin cho nhirng bénh nhan khong co6 lua
chon diéu tri khac thay thé.
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Viém xoang cap tinh do vi khuin

Do khang sinh fluoroquinolon, trong do cé levofloxacin lién quan dén phan tmg c6 hai nghzem
trong (xem Canh béo va thén trong) va viém xoang cap tinh do vi khuan mét s6 bénh nhan cé
thé tw khoi, chi nén sit dung levofloxacin cho nhitng bénh nhin khong ¢ lua chon diéu tri khdc
thay thé.

Vién nén levofloxacin ciing co thé duoc sir dung dé hoan thanh liéu trinh diéu tri & nhitng bénh
nhan da cho thay su cai thién trong qua trinh di¢u tri ban diu bing levofloxacin tiém tinh mach.
Céan xem xét hudng déan chinh thire vé viée sir dung khang sinh hop ly.

CACH DUNG, LIEU DUNG

Liéu diing _

Thoi gian diéu tri thay déi tiy theo dién bién cua bénh. Tuong tr véi liu phdp d|f:u tri bang
khéang sinh néi chung, viée st dung Levofloxacin nén dugc nep tuc trong t6i thidu 48 dén 72 gio
sau khi bénh nhan hét con sét hodc ¢ biang chimg da diét duoc vi khudn.

Liéu khuyén céo nhur sau:

Liéu ding cho ngwoi lon co chire nang thin binh thudng (D§ thanh thai creatinin > 50

ml/phut)
B Chi dinh [ Lida dung cho mdi 24 gio- | Thai gian diéu tri
(ngay)

Viém phoi mic phai cong dong 500 mg x 1 lin/ngay 7 - 14 ngay
hodc 2 lan/ngay

Viém bé than 500 mg x 1 lan/ngay 7- 10 ngay

Viém bang quang khéng bién ching 250 mg x 1 lin/ngay _Fp_ngéy

‘\?él;:f;yén tién liét man tinh do vi khudn 500 mg x 1 lan/ngay 28 ngay

N]ncm khuén & da va n?t;rmcm 500 mg x 1 lin/ngay 7 - 14 ngay
hodc 2 lan/ngay

Bcnh than qua dudmg ho hip . 500 mg x 1 lan/ngay 8 tudn

Nh:em khuén dudng tiét niéu khong phire tap S00mgx 1 lﬁnfngéy 7 - 14 ngay

Pot nhiém khuén cap cta viém phé quan man 500 mg x 1 lin/ngay 7 - 10 ngay

tinh

Viém xoang cip tinh do vi khuén 500 mg x 1 lan/ngay 10 - 14 ngay

Doi twong diic biét
Bénh nhin suy than (dg thanh thai creatinin < 50 ml/phit)

Liéu dung

Bo thanh
creatinin

thall 550 mg/24 giv 500 mg/24 gior 500 mg/12 gios

Liéu dau tién: 250 mg |Liéu dau tién: 500 mg |Liéu diu tién: 500 mg

50-20 ml/phut Licu tu‘::p theo: 125(Licu tu_::\p theo: 250 L}:eu tiép theo: 250 mg/12
mg/24 gio mg/24 gio gitr
e i X i X oL . R il X
19-10 ml/phiit Licu tiép theo: 125|Licu tiep theo: 125 L:l:?.u ticp theo:125 mg/12
'mg/48 gio mg/24 gio gio
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< 10 m/phiit (bao [ |
gom bénh nhan |Liéu tiép theo: 125/Lidu tiép theo: 125 Lidu tiép theo: 125 mg/24

| chay than nhén tao |mg/48 gi&v mg/24 git gior
va CAPD!

! Khéng can diing lidu bé sung sau khi chay thin nhén tao hoic loc mang bung cap ciru lién tuc
(CAPD)

Bénh nhan suy gan

Khéng cin diéu chinh liéu & bénh nhéan suy gan do levofloxacin khong chuyén héa qua gan va
duge dao thai chi yéu qua thén.

Ngweoi lon tudi

Khéng cin diéu chinh lidu & ngudi 16n wdi, trir khi ¢6 déu hidu ciia suy than.

Tre em

Levofloxacin chéng chi dinh & tré em va tré vi thanh nién.

Cich ding: Khong nghién nat vién thude, ding thude véi lugng chit long vira du. Cé thé chia
liéu bfmg cach bé d6i vién thude tai vach ké ngang. Nén dun o thude {t nhat hai gidy trude hodc
sau khi ding mudi sit, mudi kém, thudc khang acid chita magnesi hodc nhém, hodc didanosin
(chi 4p dung ddi véi cong thirc chira didanosin véi chit dém cé chira nhdm hodc magnesi),
sucrafat do ¢6 thé lam giam hép thu thude.

CHONG CHI PINH ‘

- Bénhnhén c6 tién sur di ttng v&i levofloxacin, khang sinh quinolon, hoiic bét ky thanh phén
ndo cuaa thude

- Bénh nhin dong kinh

- Bénh nhan co tién sir rdi loan gén lién quan dén st dung fluoroquinolon

- Tré em va tre vi thanh nién

- Phu nir c6 thai

- Phu nit cho con bu

CANH BAO VA THAN TRONG KHI DUNG THUOC )

Cac phan tng c6 hai nghiém trong c6 kha néng khong héi phuc va giy tan tit, bao gbm viém
gin, &t gan, bénh 1y than kinh ngoai bién va céc tic dung bét lgi trén than kinh trung wong.
Cac khang sinh nhém fluoroquinolon ¢ lién quan dén céc phan ting c6 hai nghiém trong cé kha
nang gay tin tit va khéng héi phuc trén cdc hé co quan khac nhau ciia co thé. Céc phan tmg nay
¢6 thé xuat hién ddng thoi trén cling bénh nhan. Cdc phan img ¢6 hai thu’a‘ng dugc ghi nhan gbm
viém gan, dit gén, dau khép, dau co, bénh ly thdu kinh ngoai vi va cdc tic dung bit loi trén hé
théng thin kinh trung wong (ao giac, lo au, tram cam, I'ﬂ.:ll ngn, dau dau nang va i l4n). Cac
phén ng nay c6 thé xay ra trong vong vai gio den vai tudn sau khi str dung thuée. Bénh nhan &
bat ky tudi nao hoic khong co yéu td nguy co ton tai tir trrde déu cé thé gip nhimg phan g cé
hai trén.

Nging str dung thude ngay khi cé diu hiéu hodc triéu chimg déu tién cia bat ky phan tng ¢ hai
nghiém trong nao. Thém vao do, tranh sir dung céac khang sinh nhém fluoroquinolon cho céc
bénh nhan d3 timg gap cdc phan tmg nghiém trong lién quan dén fluoroquinolon.

Céac nghién ctru dich € hoc cho thay ting nguy co phinh déng mach chu va béc tich sau khi
udng fluoroquinolon, dac biét 1a & ngudi 16m tudi.

Do d6, chi nén sir dung fluoroquinolon sau khi danh gi4 can than loi ich - nguy co va sau khi
xem xét cic lua chon diéu tri khac & bénh nhin cé tién sir gia dinh duong tinh v6i bénh phinh
dong mach chu, hodc & bénh nhén duge chan dodn phinh dong mach chu trirde d6 va/hoiac boc
tach dong mach chi, hodc co mit cic yéu té hodc tinh trang nguy co khéc din dén phinh dong
mach chu va boc tach dong mach chu (nhur hdi chimg Marfan, hdi chimg Ehlers-Danlos mach
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mau, viém dong mach Takayasu, viém dong mach té bao khdng 16, bénh Behcet, tang huyét ap,
xo vira dong mach).

Trong trudng hop dau bung, nguc hoac dau lung dét ngot, bénh nhan nén duge t vén ngay lap
tizc tham khao v kién bac s tai khoa cép ciru.

Staphylococcus aureus deé khang methicillin (MRSA)

S. aureus khiang methicillin it c6 kha ning déng dé khang véi fluoroquinolon, bao gbm
levofloxacin. Do dé, levofloxacin khéng duge khuyén céo trong diéu tri_ nhiém khuin MRSA da
biét hodc nghi ngd trir khi két qua xét nghig¢m dd xdc nhdn tinh min cam cha vi khuan véi
levofloxacin (va cac khang sinh thuong ding dé diéu tri n]m:m khuin MRSA khéng hiéu qua).
Levofloxacin co thé duoc si dung trong diéu tri viém xoang cap tinh va viém phé quan cép tinh
khi cac nhiém khudn nay duge chan doan day du.

E. coli dé khang fluoroquinolon - mam bénh phé bién nhét lién quan dén nhiém khuin duong
tiét niéu, cin tinh dén ty 18 khang thudc tai dia phwong cua E. coli véi fluoroquinolon.

Viém day chf‘mg va diut gln

Viém day chang hiém khi xay ra, thudng lién quan dén gan Achilles va c6 thé dan dén dut gan.
Viém diy ching va dat gin, ¢6 thé xay ra trong vong 48 €6 sau khi bit ddu didu i bang
levofloxacin va da duge bao cdo dén vai thang sau khi ngirng diéu tri. Nguy co viém gin va it
gén tang lén & nhimg bénh nhén trén 60 tudi, ¢ nhtng bénh nhan duug lidu hang ngay 1000 mg
va & nhitng bénh nhén str dung corticosteroid. Liéu diing hang ngay nén dugc di¢u chinh & nguoi
16n tudi dua trén do thanh thai creatinin. Cén theo dai chiit chd nhitng bénh nhin nay. Néu nghi
ngd viém day ching, ngung diéu tri bing levofloxacin ngay lap tirc va phai bat dau diéu tri thich
hgp (nhu bit déng) cho gan bi anh huéng.

Bénh lién quan dén Clostridium difficile

Tiéu chay, dac blet 12 néu nang, dai dang va/hodc cd méu, trong hodc sau khi diéu tr bang
levofloxacin (bao gdm vai tuin sau khi diéu tri), ¢ thé 13 triéu chimg cua bénh lién quan dén
Clostridium difficile (CDAD). CDAD c¢6 thé ¢6 mitc dd nghiém trong tir nhe dén de doa tinh
mang, dang nang nhat 12 viém dai trang gia mac. Do d6, diéu quan trong 13 phai xem xét chan
doan nay & nhing bénh nhin tiéu chay nghiém trong trong hoic sau khi diéu tri bing
levofloxacin. Néu nghi ngd hodc xdc nhian CDAD, nén ngimg sir dung levofloxacin ngay l4p tirc
va bat dau diéu tri thich hop ma khong tri hodn (nhwr dung metronidazol hodc vancomycin dwong
udng). Chong chi dinh ding céc thude e ché nhu déng trong tinh huéng lim sang nay.

Bénh nhin dé bi co giit

Qulnolon c¢é thé l1am giam ngudng dong kinh va c6 thé kich hoat con dong kinh. Levofloxacin
chéng chi dinh & nhitng bénh nhin ¢4 tién sir dong kinh, cling nhu cac quinolon khac can hét
strc than trong & nhitng bénh nhan d& bi co gidt, hodc didu tri ddng théi véi céc thude 1am g ;,lam
ngudmg dong kinh, nhu thude chdng co giat. Trong trromg hop co gidt do dong kinh, nén ngimg
diéu tri bang levofloxacin.

Bénh nhin thiéu hut G-6-phosphat dehydrogenase

Bénh nhan thiéu hut G-6-phosphat dehydrogenase tiém 4n hodc dang hoat dong, co thé dé bi
phan tng tans huyét khi diéu trj bing cic khdng sinh quinolon. Do d6, néu phai sa dung
levofloxacin & nhimg bénh nhin nay, can phai theo ddi nguy co xuit huyét.

Bénh nhan suy thin

Levofloxacin dao thai chi yéu qua than, nén diéu chinh lidu & bénh nhén suy than.

Phan ng qui min

Levofloxacin co thé giy phan ung qua man nghiém trong, nguy co tr vong (phu, sbc phan VE),
co thé xay ra ngay khi dung lidu déu tién. Bénh nhén can ngung diéu tri ngay l4p tirc va lién hé
vGi nhan vién y té dé dugc chiam séc tinh trang cdp ciru ban dau.

Phan dng ban mun do nghiém trong
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Céc trudmg hop phan img da niing nhu héi chiing Stevens-Johnson hoic hoai tir biéu bi nhiém
ddc da dugc bao cdo véi levofloxacin. Bénh nhén nén lién hé ngay véi béc si trude khi tiép tuc
diéu tri néu xay ra phan tmg da va/hodc niém mac.

Roi loan du‘u’ng huyét

Ciing nhu cac quinolon khic, rdi loan dudmg huyét bao gdm ting dudng huyét va ha du‘ong huvét
da duoc bao cdo, thuong & bénh nhin dai thao duong dang diéu tri dong thoi vdi cac thude ha
dudng huyét dudng udng (nhur glibenclamid) hoéc insulin. Mot s6 trrdmg hop hon mé ha duong
huyét di duoc bio can Can theo ddi chiit ch& dudmg huyét & bénh nhéan dai thao duong.

Ngin ngira qua man véi anh sing

Qud man voi anh sang da dugce bdo cdo véi levofloxacin. Bénh nhan khong nén llcp xtic voi anh
nang mat troi cuong 4§ manh hodc tia UV nhén tao (nhu dén UV, phong tam nang nhan tao),
trong khi diéu tri va trong 48 gw sau khi ngtrng diéu trj dé ngan ngira qua man vdi anh sang.
Bénh nhian diéu tri bang thudc ddi khing vitamin K

Do ¢6 thé ting cac két qua xét nghiém dong méau (PT/INR) va‘hodc chay méu & bénh nhan diéu
tri bing levofloxacin két hop vé6i thude dbi khang, vitamin K (nhu warfarin), nén theo doi cac xét
nghiém dong mau khi diing cic ddng thai cdc thude nay.

Phan ung tim thin

Mot sO truong hop hiém gap, nhirng phan tng nay da tién trién thanh suy nghi tir tir va hénh vi
tur gy nguy hiém cho ban than, d6i khi chi sau mét liéu levofloxacin. Trong trudng hop bénh
nhan ¢6 cic phan img nay. nén ngung ding levofloxacin va dp dung cac bién phap thich hop.
Cén than trong néu sir dung levofloxacin & bénh nhéan tim thin hodc ¢ bénh nhan c¢6 tién st bénh
tam than.

Kéo dai khoang QT

Can thdn trong khi st dung fluoroquinolon, bao gbm levofloxacin, & nhimg bénh nhén ¢6 cédc
yéu té nguy co da biét gdy keéo dai khoang QT nhu:

- Hgi ching kéo dai khoang QT bam sinh.

- Str dung ddng thei céc thude dwogc biét 1a kéo dai khoang QT (nhu thude chéng loan nhip nhém
IA va II1, thudc chéng trim cam ba vong, macrolid, thude chdng loan thén).

- Mét can bﬁmg dién giai khong duoc diéu tri ( nhu ha kali huyét, ha magnesi huyét).

- Bénh tim (nhu suy tim, nhdi mau co tim, nhip tim cham).

Bénh nhén lon tudi va phy nir ¢6 thé nhay cam hom véi céc thude kéo dai khoang QT. Do do,
can thin trong khi sir dung fluoroquinolon, bao gdm levofloxacin ddi véi cdc dbi twong nay.
Bénh thin kinh ngoai bién

Bénh 1y thin kinh cam giac hoic than kinh van ddng ngoai bién da dugc bdo cdo ¢ nhiing bénh
nhan dung fluoroquinolon, bao gbm levofloxacin, ¢6 thé nhanh chong khoi phat. Nén ngung
ding levofloxacin néu bénh nhan gip phai cdc tri¢u chitng bénh thén kinh dé ngiin ngira su phat
trién cua tinh trang khéng héi phuc.

Roi loan gan mit

Cac truong hop hoai tr gan din dén suy gan gy tr vong da duoc bdo cdo vai levofloxacin, chu
yéu & nhimg bénh nhan méc cdc bénh ucm 4n nghiém trong nhu nhiém tring huyét. Bénh nhan
nén nglring diéu tri va lién h¢ vm bac si néu cac diu hiéu va triéu chimg ctia bénh gan tién trién
nhir chén dn, vang da, nudce tiéu sim mau, ngtra hoiic dau bung.

Gia ting chirng nhugc co

Céc fluoroquinolon, bao gom ca lcvoﬂoxacm c6 tac dung ngin chan dan truyen than kinh co va
c6 thé lam trdm trong hon tinh trang yéu ca & nhitng ngudi bi nhuge co. Céc tac dung khong
mong muon nghiém trong ciing dugc bédo cdo trong qua trinh lru hanh caa thude, bao gdm tir
vong va ¢an phai hd tro hd hip, ¢ lién quan dén viée st dung fluoroquinolon & ngudi bi nhuge
co. Tranh dung levofloxacin cho nhitng bénh nhén cé tién s vé chitng nhugc co.

R&i loan thi lue
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Néu thi luc bi suy giam hodc c6 bit ky anh hudng nao dén mat, cin giip bdc s7 chuyén khoa mét
ngay.

Béi nhiém

Viée stt dung levofloxacin dic biét trong théi gian kéo dai, ¢é thé dan dén su phat trién qud mic
ciia céc sinh vit khong nhay cam. Néu béi nhiém xay ra trong qua trinh diéu tri, can cé bién phép
thich hop.

Anh hwéng dén két qua xét nghiém

O nhitng bénh nhan duge didu tri bang levofloxacin, viéc xac dinh opiat trong nudc tiéu c6 thé
cho két qua duong tinh gia. Can phai kiém tra xdc nhan dwong tinh véi opiat bing phuong phap
dac hi¢u hon.

Levofloxacin co thé tic ché sy phat trién clia Mycobacterium tuberculosis, ¢6 thé cho két qua am
tinh gia trong chan doén vi khuan lao.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nir co thai

D liéu lién quan dén viéc sir dung levofloxacin & phu nit mang thai con han ché. Céc nghién
ctru trén dong vat khong cho thdy tic dong ¢ hai truc tiép hodc gian tiép lién quan dén doc tinh
sinh san. Tuy nhién, do khéng co du li¢u trén ngudi va do nguy co thoai hoa dua trén thuc
nghiém cia fluoroquinolon d6i véi sun ning d& trong lugng cua co thé dang phat trién,
levotloxacin khéng duge sir dung cho phu nir ¢ thai.

Phu nit cho con bu

Chong chi dinh levofloxacin & phu nit cho con bii. Khéng du théng tin vé s bai tiét levofloxacin
trong stra me, tuy nhién cac fluoroquinolon khac duoc bai tiét qua sira me. Do khong co dir licu
trén ngudi va do nguy co thodi hoa dua trén thuc nghiém cua fluoroquinolon déi véi sun ning
d& trong hrong ciia co thé dang phat trién, levofloxacin khang duge sir dung cho phu nit cho con
ba.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

Chura c6 nghién ctru vé anh huéng ciia levofloxacin trén kha nang I&i xe va van hanh méay méc.
Tuy nhién, cac fluoroquinolon bao gdm ca levofloxacin ¢6 thé lam giam kha ning 14i xe va van
hanh may méc do cac tic dung trén thin kinh trung wong (vi du nhir chéng mit, nhirc diu). Bénh
nhan nén kiém tra cdc phan (g vdi levofloxacin trude khi ldi xe va van hanh may mac.

TUONG TAC, TUONG KY CUA THUOC

Tac djng ciia cac thudc khac dbi vai levofloxacin

Mudi sat, muéi kém, thuée khdng acid chira magnesi hodc nhém, didanosin

Hap thu levofloxacin giam déng ké khi ding két hop véi mudi sit, thudc khang acid magnesi
hodc nhom, hodc didanosin (chi ¢6 céng thic didanosin véi chit dém chita nhém hoic magnesi).

St dung dong thoi ﬂuoroqumolon véGi ché pham b sung vitamin chira kém lam giam hap thu
qua duéng uéng. Khéng nén ding ciing véi cic ché pham chira cation héa tri hai hodc héa tri ba
nhu muéi sat, mudi kém hodc thude khang acid chira magnesi hoac nhém, hodc didanosin (ch1
¢ cong thirc didanosin v&i chéat dém chira nhom hodc magnesi). Muéi calci c6 téc dung rét it
d6i véi viée hap thu levofloxacin qua dudmg udng.

Sucralfat

Sinh kha dung cua levofloxacin gidm déng ke khi dung cung vdi sucralfat. Néu bénh nhan dang
diéu tri bang sucralfat va levofloxacin, tét nhit nén dung sucralfat 2 gi¢ sau khi ding
levofloxacin.

Theophyllin, fenbufen hodc cdac thudc khdng viém khéng steroid tuong tu
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Khong co twong tac duge dong hoc cua levofloxacin vidi theophylline trong mot nghién ctru lam
sang. Tuy nhién, ha thip ngudng dong kinh ndo co thé xay ra khi ding két hop quinolon vd&i
theophylin, thudc khang viém khéng steroid hodc cac thude khac lam giam ngudng dong kinh.
Nong d6 levofloxacin cao hon khoang 13% khi dung két hop véi fenbufen so véi khi diing riéng
1&.

Probenecid va cimetidin

Probenecid va cimetidin ¢d dnh hudng déng ké vé mit thdng ké trong viéc thai trir levofloxacin.
Sir thanh thai ¢ than cua levofloxacin giam 24% bai cimetidin va 34% bai probenecid, do ca hai
loai thude nay déu cé kha niing ngin chiin su bai tiét levofloxacin & dng than. Tuy nhién, & lidu
thir nghiém trong nghién ciru, su khac biét dong hoc ¢6 ¥ nghia théng ké dudng nhu khong lién
quan dén 1am sing.

Can than wong khi ding levofloxacin véi céc thube co tic dung bai tiét ¢ éng than nhu
probenecid va cimetidin, dac biét 0 nhiing bénh nhan suy than.

Cac thong tin lién quan khdc

Céc nghién ctru duogc 1y 1am sang da chi ra ring dugc dong hoc cia levofloxacin khéng bi anh
hudng khi diing levofloxacin véi cdc thube sau:

- Calci carbonat

- Digoxin

- Glibenclamide

- Ranitidin.

Téc dung cua levofloxacin déi véi cac thude khac

Ciclosporin

Thot gian ban hiuy cia ciclosporin tang 33% khi diing chung vai levofloxacin.

Thubc doi khdng vitamin K

Tang cic két qua xét nghiém d6ng mau (PT/INR) va’hogc chay mau co thé nghiém trong da
duge bdo cdo & nhitg bénh nhan duge diéu tri bang levofloxacin két hop véi chit dbi khang
vitamin K (nhu warfarin). Can theo ddi cdc xét nghiém déng méu & nhimg bénh nhin dugc diéu
tri bfmg thude doi khang vitamin K.

Thudc diwge biét la kéo dai khodng QT

Levofloxacin giéng nhw cac fluoroquinolon khac nén duge sir dung thin trong & nhitng bénh
nhén dang ding thudc kéo dai khoang QT (nhu thudc chéng loan nhip nhém IA va 11, thude
chdng tram cam ba vong, macrolid, thuéc ch("mg loan than).

Thong tin lién quan khac

Trong mét nghién ciru trong tac duge déng hoc, levofloxacin khéng dnh huéng dén duge déng
hoc ctia theophylin (14 chit nén tham do CYP1A2), cho thiy levofloxacin khong phai la chat (e
ché CYP1A2.

Cic twong tac khac

Thure an

Khéng c6 twong tic lam sang véi thire dn. Do do, co thé diing levofloxacin bit cir Itic nao.

TAC DUNG KHONG MONG MUON

Théng tin duéi day dua trén céc nghién ciru 1dm sang trén 8300 bénh nhin va kinh nghiém sau
khi dua thude ra thi trudng.

Tén suat cac tic dung khong mong muén: rat thudmg gap (> 1/10), thudng gip (> 1/100 va <
1/10), it gap (> 1/1.000 va < 1/100), hiém gap (> 1/10.000 va < 1/1.000), rat hiém (> 1/10.000),
chura biét (khéng thé wdc tinh dua vao dir liéu hién cd).

Hé co quan Thwong gap it gip Hiém gap Chura biét
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Nhiém triing

|
!

Nhiém nam bao
abi

Nhiém Candida va
cic mam bénh dé
khang

Ro1 loan mau va

Giam bach céu,

Giam tiéu cau

Giam bach cdu

5 4 - I [P 3 X X
h¢ bach huyet giam bach cdu ai|Giam bach cau|Mat bach cau hat
toan trung tinh Thifu méau tin
huyét
Réi loan hé mién Phui Séc phan vé *
dich Qua man Gidng séc phan vé
a

RSi loan chuyén Chan an Ha dutmg huyét, Hon mé ha dudng
héa va dinh dutng diac biét ¢ bénh|huyét

nhin dai thao

duong
Réi loan tidm thin |Mét nga Lo ling Phén g tim than|Réi loan tim thin

Trang thai 14 14n
Bénh than kinh

(vi du ao gidc,
hoang tuéng)
Phién mudn

voi hanh vi tu gay
nguy hiém bao
gom ¥ tudng tr t

Kich dang hodc ¢6 gang tur tir
Gidic mo bt
thuong
Ac mong
R&i loan thin kinh [Pau diu Budn ngu Co giat Bénh 1y thin kinh
Chéng miat Run Di cam ngoai bién va bénh
Chimg khé doc ly than kinh van
dong ngoai bién
Lin 16n mui bao
gém ca mét khiru
gidc
Chitng kho doc
R6i  loan ngoai
thap
Tang huyét ap nodi
80 lanh tinh
Réi loan thi gidc R&i loan thi gidc|Mat thi lyc thodng
nhir mg mat qua
R6i loan thinh gidc Chong mat U tai Mt thinh lue

va tién dinh

Khiém thinh
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Ro1 loan tim

Nhip tim nhanh,
danh trong nguec.

Nhip tim nhanh c6
thé din dén ngimg
tim

Réi loan nhip that
vd xoin dinh
(duge bao cdo chu
yéu & nhig bénh
nhin c6 yéu td
nguy co kéo dai
QT), kéo dai
khoang QT trén
dién tam dé

Réi loan mach

Ha huyét ap

R6i loan hé hép, Kho tha Co thit phé quan
[6ng ngue va trung Viém phéi di img
that
R6i loan tiéu héa |Tiéu chay Pau bung Tiéu chay - xuét
Nén Khé tiéu huyét ma trong
Budn nén Péy hoi nhimg trudng hop
Tio bon rat hiém co the 1a
ddu hiéu cua viém
ruot, bao gﬁ‘am
viém dai trang gid
mac, viém tuy
Roi loan gan mat |Tang enzym gan Tang bilirubin Vang da va chin
(ALT/AST, huyeét thuong gan ning,
alkalin bao gém ca nhimg
phosphatase, truomg hop suy
GGT) gan cép tinh giy tir
vong, chi yéu ¢
nhitng bénh nhéan
viém gan ning
Réi loan da va md Phat ban Hoai tir biéu bi
dudida® Ngia nhiém déc
Mé day Héi chimg

Tang huyét ap

Stevens-Johnson
hong ban da dang
Phan tng nhay
cam anh sang
V‘iém mach bach
cau

Viém migng
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Réi loan co xwong Pau khdp Rﬁi loan gdn bao|Rhabdomyolysis
va mo lién két Pau co gom viém gan (vi| Tendon rupture
du, gan Achille.s) (e.g. Achilles
Yeéu co co the co|tendon)
tam quan 1rongy jeament rupture
d?c bigt 6,\ nhi‘mg Muscle rupture
bénh nhan bi .
nhugc co Arthritis
Tiéu co vin
but gin
(nhir gén Achilles)
V& day chang
V& co
Viém khop
Rg")i loan thin va Tang creatinin{SUu thin cép tinh
tiét niéu huyét (do viém thdn md
k&)
R&i loan tong thé Suy nhuge Sot Dau (bao gdm dau
o lung, nguc va tir
[ chi)

* Phan g p'han vE va gnong, phan vé cé thé xdy ra ngay lidu dau tién

" Phan {mg niém mac co thé Xdy ra ngay sau licu déu tién

Cac tac dung khong mong mudn khéc cé lién quan dén viéc sir dung fluoroquinolone bao gdm:
cac con porphyria & bénh nhéan porphyria.

Théng bdo cho bdc si khi gap bat ki tdc dung phu naoe khi disng thuéc.

QUA LIEU VA CACH XU TRi

Levofloxacin to ra 14 mgt chit cd doc tinh cdp thip. Chudt nhat, chudt cdng, ché va khi sau khi
nhéan dwge mot lidu levofloxacin cao, duy nhat ¢6 céc dau higu 1am sang sau: mat diéu hoa, sup
mi mat, giam hoat déng vin dong, khé the, mét lir, run, va co giat. Vi lidu vrot qua 1500 mg /
kg dudmg udng va 250 mg / kg tiém tinh mach gay chét dang ké & dong vét gim nhim.

Xt tri: Trong truémg hop qué liéu cép tinh, nén thao rdng da day. Bénh nhan nén dwoc theo dai
va duy tri lugng nude thich hop. Loc mau hoic thAm phan phiic mac khéng loai bo duoc
levofloxacin. Cén giam sat ECG vi kha nang kéo dai khoang QT.

DPAC TINH DUQC LUC HQC

Nhom duge 1y: Khang sinh nhom fluoroquinolon; Ma ATC: JOIMAI12.

Co ché tic dung

Levofloxacin 1 ddng phan L racemic cia ofloxacin, mét tac nhan khéng khuin nhém quinolon.
Tac dung khang khuén cia ofloxacin chu yéu khu trii & céc dfmg phén L. Co ché tic dung ciia
levofloxacin va khédng sinh ﬂuoroqumolon khic lién quan dén sy (e ché enzym topoisomerase
IV va ADN gyrase cta vi khudn (ca hai déu la topoisomerase typ II), enzym xiic tic cho viée
sao chép, phién ma va tai t& hop ADN.

Twong quan dwge hire hoc-dwrge dong hoc

Murc d6 tac dong didt khuin cua levofloxacin phu thudc vao ty 1é néng do tdi da trong huyét
trong (Cmax) hogc dién tich dudi duong cong (AUC) va néng dé tre ché tdi thiéu (MIC).

Co ché khang thude
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Kha niing vi khuén khang fluoroguinolon c¢6 thé phat sinh do cac dt bién & vi tri nhit dinh cua
DNA gyrase hodc topoisomerase IV, goi la vi trf khang quinolon (QRDR) hoac théng qua thay
ddi tinh tham cia mang. Cac fluoroquinolon, bao gdm levofloxacin, khic vé ciu tric héa hoc va
co ché tic dung so véi cdc aminoglycosid, macrolid va cac khing sinh B-lactam, bao gdm cac
penicillin. Do d6 cac fluoroquinolon cé thé cé tic dung chéng lai cac vi khuin c6 kha ning khang
lai cac khang sinh nay.

Tic dung trong cdc thir nghiém in vifro va in vivo

Levofloxacin c6 tic dung chdng lai céc vi khuin gram 4m va gram duong trong thir nghiém in
Vitro.

Levofloxacin da dugc chimg minh la cé tac dung chdng lai hau hét cac ching cta cac vi khuén
sau ddy ca trong thir nghiém in vitro va trong cac bénh nhiém tring trén 14m sang.

Vi khudn Gram dwong

Enterococcus faecalis

Staphylococcus aureus (cac chung nhay cam véi methicillin)

Staphylococcus epidermidis (cac chung nhay cam véi methicillin)

Staphylococeus saprophyticus

Streptococcus preumoniae (bao gbm cac chiing da khéng thudc)

Streptococcus pyogenes

Vi khuan Gram am

Enterobacter cloacae

Escherichia coli

Haemophilus influenzae

Haemophilus parainfluenzae

Klebsiella pneumaniae

Legionella pneumophila

Moraxella catarrhalis

Proteus mirabilis

Pseudomonas aeruginosa

Serratia marcescens

Cic vi khudn khic

Chlamydophila pneumoniae

Mycoplasma pneumonia

PAC TINH DUCQC PONG HOC

Hﬁp thu

Vé co ban levotloxacin dugce hap thu nhanh va gan nhu hodn toan sau khi udng. Noug dd dinh
trong huyét twong thudng dat dwge sau khi udng tir 1-2 git. Sinh kha dung tuyét déi cua liéu
uong 500 mg levofloxacin la khoang 99%.

Phin bo

Thé tich phén bé trung binh ctia levofloxacin thudng khodng 74 - 112 L sau khi dung lidu don
500 mg hodc lidu 750 mg, thudc phan bo rong rai vao cdc mé trong co thé. Levofloxacin dat
nong dé dinh trong mo da va dich ciia vét phong sau khi uéng khoang 3 gio & ngudi khoe manh.
Ty 1& thudc trong sinh thiét md da so véi AUC (dién tich duéi dudng cong) cua thude trong
huyét tuong la khoang 2 va ty 1€ thuoc trong dich ctia vét phong va trong huyet tirong 1a khoang
l. Levofloxacin cling tham nhép t6t vao mo phéi. Nong do thuée trong mé phéi cao hon tir 2-5
ln ndng d6 trong huyet tuong va dao dong tir khoang 2.4-11,3 mecg/g trong khoang thoi gian 24
gitr sau khi uéng lidu duy nhat 500 meg.

Trong thir nghiém lam sang invitro lién quan t¢i ndng d6 levefloxacin trong huyét thanh / huyét
tuong (1-10 meg /ml) cho thiy c6 khoang 24% dén 38% levofloxacin lién két vdi protein huyét
thanh, xic dinh bang phurong phép loc mdu cin bing, & tit ca céc loai nghién ciru. Levofloxacin
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chu yéu lién két véi albumin huyét thanh & ngudi. Levofloxacin lién két véi protein huyet thanh
khéng phu thude vao ndng dé cua thude.

Chuyén hoéa

Levofloxacin 1 mét chat héa hoc 6n dinh trong huyét twong va nude tiéu va khong bi chuyén
hod dao nguoc thanh chat déi hinh cia nd, D-ofloxacin. Levofloxacin rat it bi chuyén hoéa trong
co thé ngudi va duge thai trir gﬁn nhu hoan toan qua mude tiéu dudi dang con nguyén hoat tinh.
Sau khi udng, khoang 87% liéu ding duge tim thiy trong nudc tidu dudi dang chira chuyén héa
trong vong 48 gid, trong khi dudi 4% liéu dung dugce tim thiy trong phén trong vong 72 gio.

Dudi 5% licu diéu tri dugce tim thiy trong nude tiéu dudi dang chit chuyén héa desmethyl va N-
oxid, cac chuyén héa nay chi duge xdc dinh trén ngudi. Nhing chit chuyén héa niy ¢6 hoat tinh
sinh hoc rét thip.

Thai trir

Levofloxacin dugc thai trir chii yéu duéi dang chua chuyén héa qua nudc tiéu.

Thoi gian ban théi trung binh cua levofloxacin ldn ot khoang 6 dén 8 gio sau khi liéu don hoac
liéu da bfmg duong uéng hodc tiém tinh mach. D6 thanh thai trung binh cia toan b co thé va
ctia thin ldn luot twong (g khodng tir 144-226 ml / phit va 95-142 ml / phiit. 6 thanh thai cia
than vot qua tde dd loc cua cau thin cho th'fly rz"ing ngoai dugc loc ¢ cau thén, levofloxacin con
duoc bai tiét & dng than. Ding dong thdi mot trong hai thude cimetidine hodc probenecid két
qua cho thiy do thanh thai levofloxacin qua thin giam twong imng khoiang 24% va 35%, cho thiy
bai tiét levofloxacin xay ra trong cic 6ng lwon gan. Khong cé tinh thé levofloxacin trong cic
mau nudc tiéu méi, duoc thu thap tir cac dbi twong dung levofloxacin.

QUY CACH PONG GOI: Hop | vi x 10 vién nén bao phim.
PIEU KIEN BAO QUAN: Bio quan ¢ nhiét dé dudi 30°C. Tranh anh sang va do am.

HAN DUNG: 36 thang ké tir ngay san xut.

TIEU CHUAN CHAT LUQNG: Tiéu chuin co s¢.

San xuat tai An D6, boi: SIMPEX PHARMA PVT. LTD.
C-7 to C-13 and C-59 to C-64, Sigaddi Growth Center, S]DCUJ.,
Sigaddi, Kotdwar—246149, Dist: Pauri Garhwal, Uttarakhand, An P0§.

T THENHVEN
UGS SHAM

Ul[ - LN

Totén: Nguyén TiéE Duing
Clil'rc danh: Giam doc
CONG TY TNHH MTV DP VIET TIN
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