R THUOC BAN THEO PON
X

TO HUONG DAN SU DUNG THUOC

Vién nén bao phim
LEFVOX-750

Thudc nay chi ding theo don
Dé xa tam tay tré em
Poc kj huéng din sir dung truwée khi ding
Théng bao ngay cho bac s§ hoic dwgc sy nhimg tic dung khéng mong mudn khi sir dung thude

1. THANH PHAN CONG THU'C THUOC

MBJi vién nén bao phim LEFVOX-750 chtra:

Thanh phan dwoc chit:

Levofloxacin hemihydrat

tuong duong Levofloxacin .............. 750 mg

Thanh phan td dwoc:

Povidon, natri starch glycolat, cellulose vi tinh thé M101 , croscarmellose natri, magnesi
stearat, silicon dioxyd, natri lauryl sulfat, HPMC EO6, talc, titan dioxyd, polyethylen glycol 4000,
polysorbat 80, dau thau dau.

2. DANG BAO CHE ,
Vién nén dai, bao phim mau trang, mot mat c6 dap gach ngang, mét kia tron.

3. CHI PINH

Nhidm khuan do cic vi khuén nhay cam véi levofloxacin, nhu:

- Viém phoi bénh vién.

- Viém phdi cong ddng do vi khuédn Streptococcus pneumoniae (trix cic chung da khang thudc),
Haemophilus influenzae, Haemophilus parainfluenzae, Mycoplasma pneumoniae hoac
Chlamydophila pneumoniae.

- Nhiém khuén da va té chirc duéi da c6 bién chimg.

- Nhiém tring dudng tiét niéu phirc tap do vi khuan Escherichia coli, Klebsiella pneumoniae,
Proteus mirabilis hodc viém tay than cip do vi khuan E. coli, bao gém trudng hop c6 du
khuén huyét dong nhiém.

- Viém xoang cép do vi khuan: Do khéng sinh fluoroquinolon, trong d6 c6 levofloxacin lién
quan dén phan mg c6 hai nghiém trong (xem muc Canh bdo va than trong) va viém xoang
cap tinh do vi khuan & mot s6 bénh nhéan c6 thé tuy khoi, chi nén sir dung levofloxacin cho
nhitng bénh nhin khong c6 lua chon diéu trj khéc thay thé.

4. CACH DUNG - LIEU DUNG

Vi liéu ding khong phit hop vdi dang bao ché, khuyén cdo chon dang bao ché khdc phi hop
hon.

Cach dung:

Levofloxacin dugc dung dudi dang hemihydrat, nhung liéu luong va ham luong duoc biéu thi
duoi dang base; 768 mg levofloxacin hemihydrat twong tmg voi 750 mg levofloxacin.

Dung dudng udng. Thoi diém udng levofloxacin khong phu thudc vao bira an (cd thé uong trong
hodc xa bua an). Khong duoc dung cédc antacid c6 chira nhdm va magnesi, ché pham c6 chta
kim loai ning nhu sit va k&m, sucralfat, didanosin (vi trong dang bao ché thudc ndy cé chta
antacid) trong vong 2 gid trude va sau khi udng levofloxacin.

Liéu dung:

Viem phdz bénh vien: 750 mg/ ngay trong 7 - 14 ngay.

Viém phoi cong d‘ong 750 mg/ ngay trong 5 ngay.

Nhiém tring da va té chire dudi da co bién chitng: 750 mg/ ngay trong 7 - 14 ngay.

Nhiém trimg dwong tiét niéu phirc tap hodc viém tiy thin cdp: 750 mg/ ngay trong 5 ngay.
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Viém xoang cdp do vi khuan: 750 mg/ ngdy trong 5 ngay.

Déi twong dic bigt

Bénh nhan suy than:

Liéu ban dau khong thay d6i khi ding cho nguoi bénh suy than, liéu tiép theo nén duoc diéu
chinh dua trén Clc,. Lidu levofloxacin cho ngudi 16n suy than khuyén cdo nhu sau:

Liéu théng thuong
Chirc nang than Clcr A . A
binh thwong (mL/ phut) Li¢u khi suy than
Clcr > 50 mL/ phiit
20 - 49
250 m 10-19 Khong phu hop st dung dang vién nén 750
& Chay than nhan tao hay | mg
thdm phan phic mac.
20 - 49
500 m 10-19 Khong phu hop st dung dang vién nén 750
& Chay than nhén tao hay | mg
tham phan phic mac.
Liéu dau: Udng 750 mg; Sau d6 750 mg cach
750 mg 20 - 49 nhau 48 gio/ 1an
Liéu dau: Udng 750 mg; Sau d6 500 mg cach
750 mg 10-19 nhau 48 gior/ lan
Chay than nhan tao hay Liéu dau: Uong 750 mg; Sau d6 500 mg cach
750 mg 2 A , nhau 48 gid/ 1an. Khong can lidu bd sung sau
tham phan phic mac. thim phan.

Bénh nhan suy gan: Khong can diéu chinh liéu.

Ngwoi cao tuéi: Khong can diéu chinh lidu ¢ nguoi cao tudi, trir truong hop can diéu chinh lidu
theo churc nang than.

Tré em: Chong chi dinh st dung cho tré em.

5. CHONG CHI PINH

Khong sir dung thude néu c6 tién sir qua man véi levofloxacin, khang sinh nhém quinolon hay
céc thanh phan khédc cua thudc.

Khong sir dung dbi véi bénh nhan bi dong kinh, thiéu hut G6PD hodc di timg bi cdc van d& vé
gan (nhu viém gan) do khang sinh nhém fluoroquinolon.

Nhém fluoroquinolon thudng cé anh hudng x4u trén gin, khép sun. Vi vay, khong dung cho tré
em, phu nit ¢6 thai va cho con bu.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Cic phdn teng c6 hai nghiém trong cé khd néing khong hoi phuc va gy tan tgt, bao gom viém
gén, dirt gédn, bénh Iy than kinh ngoai bién va cdc tic dung bit lpi trén than kinh trung wong
Céc khang sinh nhom fluoroquinolon c6 lién quan dén cac phan mg c6 hai nghiém trong cé kha
nang gay tan tat va khong hdi phuc trén cac hé co quan khac nhau cta co thé. Cac phan tng nay
c6 thé xuat hién dong thoi trén cing bénh nhan. Cac phan tng c6 hai thuong dugc ghi nhan gom
viém gan, dit gan, dau khop, dau co, bénh ly than kinh ngoai vi va cac tac dung bat loi trén hé
thong than kinh trung wong (ao giac, lo au, tram cam, mat ngi, dau dau nang va la 1an). Céc
phan ng nay c6 thé xay ra trong vong vai gio den vai tuan sau khi sir dung thudc. Bénh nhan &
bat ky tudi nao hodc khong c6 yéu td nguy co ton tai tir trude déu co thé gip nhimng phan tng co
hai trén.

Ngtng st dung thude ngay khi c6 ddu hiéu hodc triéu ching dau tién caa bat ky phan Gng co hai
nghiém trong nao. Thém vao do, tranh st dung cac khang sinh nhém fluoroquinolon cho cac
bénh nhan d3 timg gip cac phan tmg nghiém trong lién quan dén fluoroquinolon.

Vi sinh vt khdng thuéc
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Staphylococcus aureus khang methicilin (MRSA) ¢ thé khang dong thoi fluoroquinilon, bao
gdm levofloxacin. Do d6 khong khuyén céo st dung diéu tri nhiém khuan nghi ngd do MRSA
trur khi da thir tinh nhay cam véi levofloxacin.

Levofloxacin c6 thé sir dung diéu tri viém xoang nhiém khuan cip va tinh trang cip cua viém
phé quan man da dugc chéan doan thich hop.

Su dé khang cua E. coli - vi khuan gay nhiém trung dudng tiéu thuong gap nhat khac nhau &
timg quéc gia. Trude khi ké don can cén nhic vé kha ning dé khang thudc cua E. coli véi
fluoroquinolon ¢ dia phuong.

Viém gdan hodc dut gan

Viém gin ddc biét 1a gan gbt chan (Achilles), co thé dan téi dit gan. Bién chimg nay co thé xut
hién & 48 gid dau tién sau khi bat dau ding thude va c6 thé bi ca hai bén. Cac yéu t6 nguy co co
thé gdy viém gan & bénh nhén st dung fluoroquinolon bao g(‘)m Ngudi trén 60 tudi, dang ding
corticoid va ¢ bénh nhan cay ghép than, tim, phoi. Cac yéu td nguy co khac co the lam tang doc
lap nguy co dut gan bao gdm hoat dong thé lyc ging stic, suy than va tién sir rdi loan gan nhu
viém khép dang thip. Viém gan va dut gan da dugc bao cao ¢ bénh nhan su dung
ﬂuoroqulnolon khong c6 céc yeu t6 nguy co trén. Dut gan co thé xdy ra trong va sau khi dung
thudc, c6 truong hop nhidu thang sau khi ngimg thudc. Nén ngimg levofloxacin ¢ bénh nhan bi
dau, phu, viém hodc dut gan. Bénh nhan nén nghi ngoi khi cé dau hi€u cta viém gan hoac duat
gan va co thé duoc chi dinh chuyén sang dung thude khang sinh thugc nhom khac.

Roi logn thin kinh: D3 co cac thong bao vé phan tng bat loi nhu roi loan tAm than, ting ap luc
noi so, kich thich than kinh trung wong dan dén co git, run ray, bon chon, dau dau, mat ngi,
tram cam, 14 14n, 4o giac, 4c mong, c6 y dinh hodc hanh dong tu sat (hiém gap) khi st dung cac
khang sinh nhom quinolon, thdm chi ngay khi str dung & lidu dau tién. Néu xay ra nhimg phan
g bat loi nay trong khi sir dung levofloxacin, can dimg thude va co cac bién phap xur tri triéu
chimg thich hop. Can than trong khi str dung cho ngudi bénh c6 cac bénh 1y trén than kinh trung
wong nhu dong kinh, xo ctng mach néo... vi ¢6 thé ting nguy co co giét.

Nguy co' bi co gidt: Quinolon c6 thé lam giam ngudng co giat va co thé gy ra co giat.
Levofloxacin bi chong chi dinh & bénh nhan c6 tién st dong kinh va twong tw nhu cic quinolon
khac, str dung dac biét than trong ¢ bénh nhéan c6 nguy co bi co giat hodc sir dung chung véi cac
hoat chat khac c¢6 thé 1am giam ngudng co gidt & ndo vi du nhu theophylin. Truong hop bi co
giat, nén ngung levofloxacin.

Bénh thin kinh ngogi bién: Bénh than kinh cam giac ngoai bién va bénh than kinh cam giac -
van dong ngoai bién da dugc bao cdo ¢ bénh nhan dung fluoroquinolon bao gém levofloxacin,
c¢6 thé khoi phat nhanh. Nén ngimg levofloxacin néu bénh nhan c6 cac triéu ching bénh than
kinh dé ngin ngira sy phat trién dén tinh trang khong hdi phuc dugc, cac triéu ching bao gdm
dau, nong, dau day than kinh, té va/ hodc yéu va réi loan giac quan.

Bénh nhén bi thiéu hut enzym glucose-6-phosphat dehydrogenase (G6PD): Bénh nhéan bi
thiéu hut enzym G6PD c6 thé bi phan tmg huyét hoc khi diéu tri v6i quinolon. Do d6, néu can
phai sir dung levofloxacin ¢ cac bénh nhan nay, nén theo doi chat che do ti€u huyét c6 thé xay ra.
Anh hwéng trén hé co xwong: Levofloxacin, cung nhu phan 16n cac quinolon khéc, c6 thé giy
thoai hoa syn ¢ khdp chiu trong luc trén nhiéu dong vat non, do do khong nén su dung
levofloxacin cho tré em dudi 18 tudi.

Nhuwoc co: Fluoroquinolon, bao gdm levofloxacin, c6 tic dong trc ché than kinh co va co thé
lam yéu co ndng thém & bénh nhéan bi bénh nhugc co. Sau khi dua ra thi truong, da céd truong
hop bi phan tmg nghiém trong, bao gém tr vong va can phai hd trg hé hip do st dung
fluoroquinolon & bénh nhan nhuoc co. Khong khuyén cdo st dung fluoroquinolon ¢ bénh nhan
bi bénh nhuoc co.

Phdn iing qudé mén: Phan img qua man voi nhiéu bicu hién 1am sang khac nhau, tham chi soc
phan v¢ khi str dung cac quinolon, bao gdm ca levofloxacin dd dugc thong bao, do6i khi sau khi
st dung liéu dau tién. Can ngung thudc ngay khi c6 cac dau hiéu dau tién cua phan tng méin
cam va ap dung bién phap xu tri thich hop.

Phdn vwng da nghiém trong: Truong hop phan ing da nghiém trong nhu hdi chirng Stevens-
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Johnson hodc hoai tir biéu bi nhidm doc di duge bao cdo véi levofloxacin. Bénh nhan phai lién
hé voi bac sy ngay trude khi tiép tuc diéu tri khi xay ra phan tng trén da va/ hodc niém mac.
Nhay cdm dnh sing: Nhay cam vé6i anh sang mirc do tir trung binh dén ning di duoc théng bao
v6i nhiéu khang sinh nhém fluoroquinolon, trong d6 c¢6 levofloxacin (méc du den nay, ty 1¢ gap
phan ng bat loi nay khi str dung levofloxacin rat thap < 0,1%). Nguoi bénh can tranh tiép xitic
tryc tiép v4i anh sang trong thoi gian diéu tri va 48 gio sau khi diéu tri.

Bénh nhan diéu tri véi thuoc khang vitamin K: Do c6 thé lam tang chi sO xét nghiém dong
mau (PT/ INR) va/ hodc xuit huyét & bénh nhan diéu tri levofloxacin dong thoi véi thude khang
vitamin K, nén xét nghiém doéng méau khi ding chung cac thude nay.

Viém dai trang mang gid do Clostridium difficile: Phan tng bét lgi nay di dugc thong bao voéi
nhiéu loai khang sinh trong d6 c6 levofloxacin, c6 thé xay ra & tat ca cac mirc d¢ tir nhe dén de
doa tinh mang. Can luu y chan doan chinh xéac cac truong hop xay ra trong thoi gian ngudi bénh
dang sir dung khéng sinh dé co bién phép xir Iy thich hop.

Tac dung trén chuyén héa: Cing nhu cac quinolon khac, levofloxacin c6 thé gy ra rdi loan
chuyén hoa duong, bao gdm ting va ha duong huyét thuong xay ra ¢ cac nguoi bénh dai thao
duong dang su dung levofloxacin dong thoi voi mot thude udng ha duodng huyét hodc voi
insulin. Do d6 can gidm sat duong huyét trén nguoi bénh nay. Néu xay ra ha duong huyét, can
ngimg levofloxacin va tién hanh céc bién phap xir tri thich hop.

Kéo dai khodng QT trén dién tim dé: St dung céc quinolon co thé gay kéo dai khoang QT trén
dién tam dd 0 mot s6 nguoi bénh va mot sb hiém ca loan nhip, do do6 can tranh sir dung trén cac
ngudi bénh sin c6 khoang QT kéo dai, ngudi bénh bi réi loan dién giai (vi du: Ha kali huyét, ha
magnesi huyét), nguoi bénh dang st dung cac thudc chdng loan nhip nhém IA (quinidin,
procainamid) hoac nhom III (amiodaron, sotalol), khang sinh nhém macrolid, thudc chéng loan
than, thubc chong tram cam ba vong. Than trong khi sir dung levofloxacin cho nguoi bénh dang
trong cac tinh trang tién loan nhip nhu nhip chdm va thiéu méau co tim cép.

Roi logn vé gan: Trudong hop tir hoai tir gan dén suy gan tir vong dd duoc bao cio véi
levofloxacin, chi yéu & bénh nhan cé bénh ly tiém an, (vi du nhidm khuan huyét). Bénh nhan
nén ngimg diéu tri va lién hé voi bac sy néu c6 dau hiéu va triéu ching cua bénh gan nhu chan
an, vang da, nudc tleu sam mau, ngira ngdy va bung mém.

Roi logn vé mdt: Néu thi giac co van dé hodc bat ky anh huéng nao dén mit, cin tham khao
ngay ¥ kién cua bac sy chuyén khoa mit,

Suy thin: Do levofloxacin dugc thai trir chi yéu qua than, nén diéu chinh liéu levofloxacin &
bénh nhan suy than.

Bgi nhiém: St dung levofloxacin, dic biét kéo dai, c6 thé 1am phat trién qua mirc cic vi sinh vat
khong nhay cam. Néu bdi nhiém xay ra trong thoi gian ding thudc, nén c6 cdc bién phap diéu tri
thich hop.

Anh huwéng dén két qua xét nghiém: O bénh nhan diéu tri véi levofloxacin, xét nghiém opiat c6
thé cho két qua duong tinh gia. Can phai xac dinh duong tinh opiat bang xét nghiém chuyén biét
khac. Levofloxacin c6 thé rc ché su phat trién ctia Mucobacterium tuberculosis, c6 thé din dén
két qua duong tinh gia khi xét nghiém chan doén lao.

Canh bao lién quan dén ta dwoc

LEFVOX-750 c6 chira ta dugc polysorbat 80 c6 thé gdy di Gmg va dau thau diu c6 thé giy dau
bung, tiéu chay.

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Sir dung thudc cho phu nir ¢é thai

Khong diing levofloxacin cho phu nit ¢6 thai va cho con bi vi levofloxacin giy khuyét tat xwong
khop trén dong vat non.

Sir dung thudc cho phu nir cho con bi

Chua do duoc ndng do levofloxacin trong sita me, nhung cin ctr vao kha ning phan bd vao sira
cua ofloxacin, c6 thé du doan rang levofloxacin ciing duoc phin bd vao sita me. Vi thube cé
nhiéu nguy co ton thuong sun khép trén tré nho, khdng cho con bi khi ding levofloxacin.
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8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Thutc c6 thé gy céc tic dung khong mong muén (chong mat, r6i loan thi gidc) c6 thé anh
huéng dén kha nang tip trung va phan xa, c6 thé anh huong dén kha nang lai xe va van hanh
mday moc.

9. TUONG TAC, TUONG KY CUA THUOC

Cac tac nhan co kha nang tao phirc chelat (antacid, sucralfat, ion kim logi, multivitamin): Khi
sir dung dong thoi c6 thé lam giam hip thu levofloxacin, can udng cac thudc nay cach xa
levofloxacin it nhat 2 gid sau khi ding cic antacid chira magnesi, nhom, sucralfat, cdc cation
kim loai nhu sit va multivitamin c¢6 chira km hodc didanosin (cong thic bao ché c6 chira
antacid).

Theophylin: Mot sd nghién ctru trén ngudi tinh nguyén khoe manh cho thay khong co tuong tac.
Tuy nhién do nong d¢ trong huyet tuong va AUC theophylin thuong bi tang khi str dung dong
thot voi cac quinolon khac, van can giam sat chat ché nong d6 theophylin va hi€u chinh liéu néu
can khi st dung dong thoi voi levofloxacin.

Cdc thudc chong viém khéng steroid: Co kha nang lam tang nguy co kich thich than kinh trung
wong va co giat khi dung ddng thoi véi levofloxacin.

Corticosteroid: Lam tang nguy co bi viém va/ hodc dut gan.

Probenecid, cimetidin:

Probenecid va cimetidin 1am tiang dang ké viéc bai tiét levofloxacin. Cimetidin lam giam 24%
va probenecid 1am giam 34% d¢ thanh thai ¢ than cua levofloxacin. D¢ 1a do ca hai chat nay déu
c¢6 kha nang trc ché sy bai tiét & cau than cua levofloxacin. Tuy nhién, & cac mirc liéu trong
nghién ctru, sy khac nhau vé duoc dong hoc dudng nhu khong anh hudng dén két qua 1am sang.
Than trong khi st dung levofloxacin vdi cac thudc anh hudng su bai tiét & cau than nhu
probenecid va cimetidin, dac bi¢t & bénh nhan suy than.

Cyclosporin, digoxin: Tuong tac khong c6 ¥y nghia 14m sang, do d6 can hiéu chinh lidu cac thudc
nay khi dung dong thoi voi levofloxacin.

Thuéc khéng vitamin K: St dung ddng thoi thude levofloxacin véi thude khang vitamin K ¢
thé gay tang PT/ INR va/ hodc thoi gian chay mau. Nén theo ddi ¢ bénh nhan st dung thude
khang vitamin K bang cac xét nghiém doéng mau. _

Cdc thuéc ha dwong huyér: Dung dong thoi véi levofloxacin c¢6 thé 1am ting nguy co rdi loan
duong huyét, can gidm sdt chit ché.

Thuéc gdy kéo dai khodng QT: St dung than trong levofloxacin & bénh nhan dang dung cac
thudc da biét gdy kéo dai khoang QT (thudc chdng loan nhip nhém IA va nhém III, thube chong
trAm cam ba vong, macrolid, thudc chéng loan thﬁn).

Tranh dung déng thoi levofloxacin voi cdc thuéc sau: Artemether, BCG, dronedaron, pimozid,
nilotinib, nitrofurantoin, lumefantrin, quinin, tetrabenazin, thioridazin, tolvaptan, toremifen,
vandetanib, vemurafenib, ziprasidon.

Levofloxacin 1am giam tdc dung cia BCG, mycophenolat, sulfonyluré, vic xin thuong han.
TUONG KY

Khong ap dung.

10. TAC DUNG KHONG MONG MUON CUA THUOC
Thuong gap, 1/100 <ADR < 1/10

Tam than: Mat ngu.

Than kinh: Chéng mat, dau dau.

Tiéu hoa: tiéu chay, noén, budn non.

Gan mat: Tang enzym gan (AST/ ALT, phosphatase kiém, GGT).
It géip, 1/1.000 <ADR < 1/100

Bénh nhiém: Nhiém nim bao gém ca Candida, vi sinh vat khang thudc.
Huyét hoc: Giam bach cau, giam bach cAu ai toan.

Chuyén hoa, dinh dudng: Chan an.

Tam than: Lo au, tinh trang 14 1an, lo léng.
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Thén kinh: Lo mo, run réy, r6i loan vi giac.

Tai miii hong: Hoa mit.

H6 hap: Kho tho.

Tiéu hoa: Bau bung, kho tiéu, déy hoi, tao bon.

Gan mat: Tang bilirubin huyét.

Da: Phat ban, ngira ngay, may day, ting tiét md hoi.

Co xuong khép: Pau co, dau khép.

Tiét niéu: Tang creatinin huyét.

Toan than: Suy nhugc.

Hiém gdp, 10.000 <ADR < 1/1.000

Huyét hoc: Giam tiéu cau, giam bach cau trung tinh.

Mién dich: Phu mach, qua man.

Chuyén hoa, dinh dudng: Ha duong huyét, dic biét & bénh nhan dai thao duong.

Tam than: Phan tng tdm than (nhu ao giac, hoang tudng), trdm cam, kich dong, gidc mo bat
thuong, 4c mong.

Than kinh: Co giat, di cam.

Mit: Réi loan thi giac nhu nhin mo.

Tai miii hong: U tai.

Tim mach: Ha huyét ap, nhip tim nhanh, hoi hop, danh trong nguc.

Co xwong khép: Bénh 1y vé gan bao gdm viém gan (nhu viém gan Achilles), yéu co dic biét &
bénh nhan bi nhuoc co.

Tiét niéu: Suy than cap (vi du do viém than k&).

Toan than: Sot.

Khong ro

Huyét hoc: Giam té bao mau, mét bach cau hat, thiéu mau tan huyét.

Mién dich: Sé¢ phan vé.

Chuyén hoa, dinh dudng: Tang duong huyét, ngat do ha duong huyét.

Tam than: Réi loan tAm than v6i hanh vi ty gay hai ban than nhu tw sat/ ¥ nghi ty sét.

Than kinh: Bénh than kinh cam giac ng0a1 bién, bénh than kinh cam giac - vin dong ngoai bién,
rdi loan khiru giac bao gom mat khiru giac, rdi loan ngoai thap, chimg but rit tay chin, mat vi
gi4c, bat tinh, ting huyét ap ndi so lanh tinh.

Mit: Mt thi giac kéo dai.

Tai miii hong: Mat thinh gi4c, suy giam thinh lyc.

Tim mach: Nhip nhanh nhi c¢6 thé gay ngung tim, rung nhi, xoan dinh (chi yéu c6 bénh nhén c
nguy co kéo dai khoang QT), khoang QT kéo dai trén dién tam do.

Ho hap: Co thit phé quan, viém thanh phé nang di img.

Toan than: Tiéu chay xuat huyét, trong cac ca hiém gip c6 thé chi dau cho viém dai trang mang
gia, viém tuy.

Gan mat: Vang da va ton thuong gan nghiém trong, bao gdm suy gan cap gay tir vong, cha yéu
& bénh nhan da bi bénh tiém an nghiém trong; viém gan.

Da: Hoai ttr biéu bi nhidm doc, hoi chimg Stevens-Johnson, hong ban da dang, phan ung nhay
cam anh sang, viém miéng, viém mach huy bach cau.

Co xuong khép: Tiéu co, dut gan (vi du gan Achilles), dut ddy chang, pha huy co, viém khép.
Toan than: Pau lung, dau nguc, dau dau chi.

Huéng din cach xir tri ADR

Can ngimg levofloxacin trong cac trudng hop: Bét dau ¢6 cac biéu hién ban da hoic bat ky dau
hiéu ndo cta phan tmg min cam hay ADR trén than kinh trung wong. Can giam sat ngudi bénh
dé phat hién viém dai trang mang gia va co cac bién phap xtr tri thich hop khi xuat hién tiéu
chay trong khi dang dung levofloxacin.

Khi xuit hién ddu hiéu viém gan can ngung ngay thudc, dé hai gan gét nghi vdi céc dung cu cb
dinh thich hop hodc nep gét chin va hoi chan chuyén khoa.

Thudc c6 thé gdy ra cdc tdc dung khong mong muon khdc, khuyén bénh nhan thong bdo cdc tdc
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dung khong mong muén gdp phai khi diing thudc.

11. QUA LIEU VA CACH XU TRI

Ding thudc qua lidu gy ra cic hau qua nhu: Chimg 1an, chéng mit, mat tinh tdo, rdi loan tim
mach, ¢6 thé dan dén nh1p tim bat thuong.

Vi khong c6 thude giai doc dic hiéu, xir tri qué lidu bang cdch loai thudc ngay khoi da day néu
dung dudng udng, bu dich ddy du cho ngudi bénh. Tham tich mdu va tham phan phic mac lién
tuc khong c6 hiéu qua loai levofloxacin ra khoi co thé. Theo ddi dién tam dd vi thube giy kéo
dai khoang QT.

12. PAC TINH DUQC LUC HQC
Nhom dwge ly: Khing sinh nhém quinolon (phan nhém fluoroquinolon).
Ma ATC: JOIMA12.
Levofloxacin 14 mot khang sinh tong hgp c6 phd rong thudc nhém quinolon (dan chét
fluoroquinolon). Ciing nhu cac fluoroquinolon khéc, levofloxacin co tac dung diét khuan do trc
ché enzym topoisomerase II (DNA-gyrase) va/ hodc topoisomerase IV 1 nhiing enzym thiét yéu
ctia vi khuan tham gia xiic tic trong qu4 trinh sao chép, phién ma va tu stta DNA cua vi khuan.
Levofloxacin 1a ddng phan S-(-)-isomer ctia ofloxacin, né ¢ tac dung diét khuan manh gép 8 -
128 lan so v6i dong phan D-isomer va tac dung manh gap khoang 2 1in so véi ofloxacin
racemic. Levofloxacin, ciing nhu cac fluoroquinolon khac 1a khang sinh pho rong, c6 tic dung
trén nhiéu chung vi khuan Gram 4m va Gram duong. Levofloxacin (ciing nhu sparfloxacin) ¢6
tac dung trén vi khuan Gram dwong va vi khuan ky khi tot hon so véi cac fluoroquinolon khéc
(nhu ciprofloxacin, enoxacin, lomefloxacin, norfloxacin, ofloxacin), tuy nhién levofloxacin va
sparfloxacin lai c6 tac dung trén Pseudomonas aeruginosa yéu hon so véi ciprofloxacin in vitro.
Phé tac dung:
Vi khuan nhay cam in vitro va nhidm khuan trong 1am sang;
Vi khuan wa khi Gram 4m: Enterobacter cloacae, E. coli, H. influenzae, H. parainfluenzae,
Klebsiella pneumoniae, Legionella pneumophila, Moraxella catarrhalis, Proteus mirabilis,
Pseudomonas aeruginosa.
Vi khuan khac: Chlamydia pneumoniae, Mycoplasma pneumoniae.
Vi khuén va khi Gram dwong: Bacillus anthracis, Staphylococcus aureus nhay cam methicilin
(meti-S), Staphylococcus coagulase am tinh nhay cdm methicilin, Streptococcus pneumoniae.
Vi khuén ky khi: Fusobacterium, Peptostreptococcus, Propionibacterium.
Céc loai vi khuan nhay cam trung gian in vitro:
Vi khuan ua khi Gram duong: Enterococcus faecalis.
Vi khuan ky khi: Bacteroides fragilis, Prevotella.
Céc loai vi khuan khang levofloxacin:
Vi khuan ua khi Gram dwong: Enterococcus faecium, Staphylococcus aureus meti-R,
Staphylococcus coagulase am tinh meti-R.
Khang chéo: In vitro, c6 khdng chéo gitra levofloxacin va cdc fluoroquinolon khac. Do co ché
tac dung, thuong khong c6 khang chéo gitra levofloxacin va cac hg khang sinh khéc.

13. PAC TINH DUQC PONG HQC

Hip thu:

Levofloxacin duoc hap thu nhanh va gan nhu hoan toan, dat duoc nong do dinh trong huyét
tuong trong vong 1 - 2 gid sau khi ubng. Sinh kha dung tuyét dbi dat 99 - 100%. Levofloxacin
tuan theo dugc dong hoc tuyén tinh trong khoang lidu ding tir 50 dén 1000 mg. Thirc 4n it anh
huong dén su hap thu levofloxacin.

Trang thai 6n dinh dat dugc trong vong 48 gid sau khi sir dung liéu hang ngay 500 mg x 1 - 2
lan/ ngay.

Phén bé:

Khoang 30 - 40% levofloxacin lién két véi protein huyét thanh. Liéu diing 500 mg x 1 1an/ ngay
(ubng nhiéu ngay) giy tich lily khong dang ké. Su tich liy levofloxacin & liéu diing 500 mg x 2
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1an/ ngay 1a vira phai va c6 thé dy doan dugc. Trang thdi 6n dinh dat dugc trong vong 3 ngay.
Chuyén héa:

Levofloxacin duoc chuyén héa rt it, chit chuyén hoa duogc tao thanh la desmethyl-levofloxacin
va levofloxacin N-oxyd. Cac chét chuyén héa nay chiém khoang dudi 5% lugng thudc bai tiét
qua nudc tiéu. Levofloxacin 6n dinh ciu tric 14p thé, khong chuyén sang dang nghich déo.

Thdi trie:

Khi diing thudc qua dudng uong hay tiém tinh mach, levofloxacin duoc thai trir tuong d6i cham,
thoi gian ban huy trong huyét twong 12 6 - 8 gid. Sy thai trir ban dau qua duong than trén 85%
lidu dung.

Khong c6 su khic biét dang ké vé duogc dong hoc ciia levofloxacin giita viéc ding thubc qua
duong udng va qua duong tiém tinh mach, hai cich nay c6 thé thay thé 1dn nhau.

Poi twong dic biét

Suy thdn:

Su thai truor s€ gidm khi chire nang thén bi suy gidm va thoi gian ban thai ting nhu sau:
Thanh thai creatinin (mL/ phit) <20 20-40 50 - 80
Thanh thai qua than (mL/ phut) 13 26 57
Thoi gian ban thai (gio) 35 27 9

Ngwoi cao tudi: Khong c6 su khac biét duge dong hoc giita ngudi cao tudi va nguoi tré, trir khi
¢6 su khac biét vé d0 thanh thai creatinin.

Gidi tinh: Nghién ctu riéng biét cho thidy c6 sy khic biét nho vé dwoc dong hoc cia
levofloxacin giita nam va nit. Khong c6 bang chimg cho thay sy khdc biét gi6i tinh c6 anh
hudng trén 1am sang.

14. QUY CACH PONG GOI
Hop 3 vi x 10 vién.

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC

Piéu kién bio quan:

Gitr thudc trong bao bi gbc ctia nha san xuat, day kin.

Pé thudc noi kho rdo, tranh anh sang, nhiét d6 khong quéa 30°C va ngoai tam véi cla tré em.

Han dung: 36 thing ké tir ngay san xudt.

Tiéu chuin chét lwong: TCCS.

16. TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT
San xuat tai:

DAVIPHARM

CONG TY CO PHAN DUQC PHAM DAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Céng nghiép My Phudc 1, Phuong Thoi Hoa, Thi xa Bén Cat, Tinh
Binh Duong, Viét Nam.

Tel: 0274.3567.687 Fax: 0274.3567.688
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