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BAO QUAN:
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STORAGE:
Store in a cool and dry place, below 30°C,
keep away from light.
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TGO HUGNG DAN SU DUNG THUOC
(Danh cho can bo y té)

ASASEA 500mg/100ml

THANH PHAN CAU TAO CUA THUOC
Chu 1 u'li IOO ml dung dich truyén tinh mach:
(D].IO’I dang Lwoﬂoxacm hcm}hydratc G e 512,5 mg)
Ta dugc (Natri clorid, Acid hydmc!arac nude edt phu nem) vira du 100 ml
DANG BAO CHE
Dung dich tiém truyén tinh mach
DUQC LUC HQC
- Phan nhém duwge Iy: Khdng sinh nhdém Floroquinolon
- M2 ATC: JOIMAL2
Levofloxacin 14 mét khang sinh téng hUp cd phéd rong thude nhém fluoroquinolon. Ciing nhur cdc fluoroquinolon khac,
levofloxacin ¢6 tac dung digt khuan do re ché enzym topoisomerase 1T (DNA-gyrase) v/ hoic topoisomerase IV la nhimg enzym
thiét yéu cua vi khuan tham gia xtic tic trong qua trinh sao chép, phién ma va tu sira DNA cua vi khuan. Levofloxacin la dong
phén L-isome cua ofloxacin. nd cé tac dung diét khudn manh gdp 8 -128 so v&i dong phan D-isome va tac dung manh gép
khoang 2 14n so véi ofloxacin racemic. Levofloxacin, cling nhu céc fluoroquinolon khic 14 khing sinh pho rong, co tac dung trén
nhiéu chang vi khuﬁn Gram am va Gram duong. Levofloxacin (cling nhur sparfloxacin) ¢6 tac dung trén vi khuan Gram duong va
vi khuén ky khi t6t hon so véi céc fluoroquinolon khac (nhir ciprofloxacin, enoxacin, lomefloxacin, norfloxacin, ofloxacin), tuy
nhién levofloxacin va sparfloxacin lai ¢6 tac dung invitro trén Pseudomonas aeruginosa yéu hon so véi ciprofloxacin.
Pho tac dung:

* Vi khuén nhay cam in vitro va nhiém khudn trong lam sang;

— Vi khuén wa khi Gram dm: Enterobacter cloacae, E. coli, H.influenza, H. parainfluenza, Klebsiella pneumonie, Legionalla

preumophila, Moraxella catarralis, Proteus mirabilis, Pseudomonas aeruginosa

— Vi khuén khéc: Chlamydia pneumoniae, Mycopasma preumoniae

— Vi khuan wa khi Gram duong: Bacillus anthracis, Staphylococeus aureus nhay cam methicilin (meti -S), Staphylococcus

coagulase &m tinh nhay cam methicilin, Staphylococcus preuminiae

- Vi khuén ky khi: Fusobacterium, peptostreptococcus, propionibacterium

# Cée loai vi khudn nhay cam trung gian in vitro: i\

— Vi khuén wa khi Gram duong: Enterococcus faccalis 1\}

— Vi khuén ky khi: Bacteroid fragilis, prevotella l

% Céc loai vi khuan khang levofloxacin :

— Vi khuén wa khi Gram duong: Enterococcus faecium, Staphylococcus meti-R, Staphylococeus coagulase 4m tinh meti-R
Khang chéo: In vitre, c6 khang chéo gitra levofloxacin va céc fluoroquinolon khac. Do co ché tac dung, thuong khong ¢6 khang
chéo gitra levotloxacin va cic ho khang sinh khac
DUQC DONG HQC
Sau khi ubng, levofloxacin dugc hap thu nhanh va gsin nhur hoan toan: nong do dinh trong huyét tuong thuong dat duge sau 1 -2
gi0; sinh khd dung tuyét doi xap xi 99%. Cac thong s0 duge dong hoc cta levofloxacin sau khi dung dudng tinh mach va duong
ubng vdi lidu twong duong la gan nhur nhau, do dé cd thé sir dung hai dudng nay thay thé cho nhau. Levofloxacin dugc phén bo
rong rai trong co thé, tuy nhién thude kho tham vao dich ndo tuy. Ty l¢ gén protein huyét twong 1a 30 — 40%. Levofloxacin rét it
bi chuyén hod trong co thé va thai trir gén nhu hoan toan qua nudc tiéu o dang con nguyén hoat tinh. chi dudi 5% lidu diéu tri
dugc tim 1héy trong nude tiéu dudi dang chat chuyén hoa desmethyl va N — oxid, cac chat chuyén hoa nay ¢6 rét it hoat tinh sinh
hoc. Thoi gian ban thai cia levofloxacin tir 6 — 8 gits, kéo dai & ngudi bénh suy than.

QUY CACH PONG GOI

Hop 1 ti 100 ml, kém t& hudng dan sir dung

CHI PINH, LIEU DUNG, CACH DUNG, CHONG CHI DINH

Chi dinh: Nhiém khuin do cac vi khuén nhay cam voi levofloxacin, nhu:

- Nhiém khuén dudmg hé hép: Viém xoang cap, Dot cap viém phé quan man, Viém phoi cong déng
- Nhiém khuan da va to chire dudi da c6 bién chimg hodc khong bién ching

- Nhiém khuan dudmg tiét niéu c6 bién chig hogc khéng bién chimg

- Nhiém khuén tuyén tién liét man tinh _

- Du phdng sau khi phoi nhiém va diéu tri triét dé bénh than

Laeu ditng
Liéu dung cta levofloxacin ap dung cho ca dutng ubng va dudmg tinh mach:
- Nhiém khuén dudng ho hip: Dot cip cia viém phé quan man tinh: 500 mg. 1 Ién!n‘géy trong 7 ngay
Viém phdi mic phai tai cong dong: 500 mg, 1 — 2 lan/ngay trong 7 — 14 ngay
Viém xoang ham trén cép tinh: 500 mg, 1 lan/ngay trong 10 — 14 ngay
- Nhiém trang da va to chirc dudi da: Cé bién chimg: 750 mg, 1 lan/ngay trong 7 — 14 ngay
Khéng ¢6 bién chimg: 500 mg, 1 lan/ngay trong 7 — 10ngay
- Nhiém tring dudmg tiét niéu: €6 bién chimg: 250 mg, 1 Iénfngiiy trong 10 ngay
Khong ¢ bten chimg: 250 mg, 1 lan/ngay trong 3 ngay
Viém than-bé than cp: 250 mg, 1 lan/ngay trong 10 ngay

- Nhiém khuén tuyén tién liét man tinh: 500 mg/24 gid, truyén tinh mach. Sau vai ngay ¢6 thé chuyén sang ubng
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- Bénh than:
Piéu trj dyr phong sau khi phoi nhiém véi trire khuan than: ngay udng | 1an, 500 mg, diing trong 8 tudn
B]eu tri bénh than: truyén tinh mach, sau d6 udng thude khi tinh trang nguéi bénh cho phép, lidu 500 mg. 1 lan/ngay, trong 8
tudn

- Liéu dung cho ngudi bénh suy thén:

D hit  ban dhu Liéu duy
Nhiém khudn cheong tiét niéu cé bién chirng, viém than bé thin cdp
>20 250 mg 250 mg mdi 24 gity

10-19 250 mg 250 mg moi 24 giv
Cdc chi dinh khac

50— 80 Khong cin higu chinh liéu

20-49 500 mg 250 mg mdi 24 gidy

10-19 500 mg 125 mg moi 24 gity U' I
Tham téch méu 500 me 125 mg mdi 24 gioy L d
Tham tach phiic mac lién tuc 500 mg 125 mg mdi 24 git J

Liéu dung cho nguoi bénh suy gan: Phan 16n levofloxacin dao thai ra nuéc tiéu dudi dang khong doi, khéng can thiét phai higu

chinh lidu trong truémg hop suy gan

Hudng din sir dung

- Levofloxacin chi duge ding bang cach truyén tinh mach cham, truyén nhanh s& din dén nguy co ha huyét ap. Thoi gian truyén
phu thude vao lidu lrong thude (liéu 250 mg hoédc 500 mg thudng truyén trong 60 phut. liéu 750 mg truyén trong 90 phut).
Khoéng duge ding dé tiém bép, tiém vao (’mg sbng, tiém phic mac hogc tiém dudi da.

- Céc dung dich ¢6 chira levofloxacin véi nong d 5 mg/ml trong dextrose 5%, ¢ thé dung ngay khong cén pha loang. Dung
dich levofloxacin véi ham lugng 500 mg/20ml trong lo thude tiém bét bude phai pha loang trong céc dung dich twong hgp
thanh dung dich ¢6 nong do 5 mg/ml tru6e khi sir dung. Céc dung dich tuong hop dung dé pha lodng dugc nha san xuat quy
dinh trong théng tin trén nhan thudc. Mot sé dung dich twong hop thuémg ding 1a: dung dich dextrose 5%, dung dich natri
clorid 0,9%, dung dich dextrose 5% va natri clorid 0,9%, dung dich Ringer Lactat va dextrose 5%, dung djch natri bicarbonat
5%, dung dich Plasma Lyte 56/5% dextrose, dung dich natri lactat 1/6M, dung dich dextrose 5% va natri clorid 0,45%, nudc
cit pha tiém,

Chéng chi dinh
Ngudi co uen str qua mén vai levofloxacin, véi cdc quinolon khic, hodc véi bal ky thanh phan nao cua thude. Dong kinh, thiéu
hut G6PD, tién sir bénh & gén co do mot fluoroquinolon. Tré em nho hon 18 tudi.
CAC TRUONG HQP THAN TRONG KHI DUNG THUOC:
¢ Viém gén dac biét la gan gét chan (Achile), co thé din t6i dit gan. Bun chimg nay c6 thé xudt hién & 48 gitr diu tién, sau khi
bét dau diing thude va cé thé bi ca hai bén. Viém £an xay ra chu yéu & céc déi trong co nguy co: nguoi trén 65 tudi, nguoi
dang dung corticoid (ké ca duomg phun hit). Hai yéu 1o ndy lam tdng nguy co viém gan. Dé phong, can didu chinh liéu lugng
thuoc hang ngay & ngurdsi bénh 16n tudi theo mire loc ciu than.
Anh hudng trén hé co xuong: levofloxacin, ciing nhu phin 1dn cac quinolon khéc, ¢6 thé géy thodi hod sun & khép chiu trong
lie trén nhiéu lodi dong vat non, do do khong nén sir dung levofloxacin cho tré em dudi 18 tudi.
Nhuge co: Can than trong & ngudi bénh bj bénh nhuge co vi cac biéu hién c6 thé ning 1én,
Téc dung trén thén kinh trung uong: da c6 céc thong bao vé& phan g bt loi nhu roi loan tam thén. tang 4p luc nodi so. kich
thich than kinh trung uong dan dén co gidt, run ray, bén chén, dau dau, mat ngu, trdm cam, 16 1an, ao gidc, 4c mong, ¢d ¥ dinh
hodc hanh dong tur sat (hiém gap) khi sir dung céc khéng sinh nhém quinolon, thim chi ngay khi sir dung & lidu dau tién. Néu
xay ra nhimg phan tmg bat lgi nay trong khi str dung levofloxacin, can dimg thudc va cé cac bién phap xir tri tri¢u chimg thich
hop. Cén than trong khi st dung cho ngudi bénh c6 céc bénh 1y trén thén kinh trung wong nhu dong kinh, xo cimg mach
ndo,...vi cd thé tang nguy co co giat.

Phdﬂ g mén cam: phan ung mén cam voi nhiéu biéu hién lam sang khac nhau, tham chi soc phan v€ khi sir dung cac

quinolon, bao gom ca levofloxacin da dugc théng bao. Can ngimg thude ngay khi ¢ cée ddu hiéu dau tién cua phan (mg mén

cam va ap dung céc bién phap xur tri thich hop.

Viém dai trang mang gia do Clostridium difficile: phan img bat igi nay da dugce thong bao véi nhiéu loai khang sinh trong do c6

levofloxacin, c6 thé xay ra & tt ca cdc mirc d¢ tir nhe dén de doa tinh mang. Can luu y chdn do4n chinh xdc cac trudmg hop ia

chay xay ra trong théi gian ngudi bénh dang sir dung khang sinh dé c6 bién phap xr tri thich hop.

Mén cam véi 4nh sang mirc do tir trung binh dén nang da duge théng bao véi nhiéu khang sinh nhom fluoroquinolon, trong dé

c6 levofloxacin (mic du dén nay, ti 1& gap phan img. bat loi nay khi sir dung levofloxacin rat thip < 0,1%). Ngudi bénh cén

tranh tiép xtc tryc tlép v6i dnh sang trong thoi gian diéu trj va 48 gi&r sau khi diéu In

Téc dung trén chuyén hod: ciing nhur cac quinolon khéc, levofloxacin co thé gdy ra roi loan chuyén hod dudng, bao gbm tang va

ha dudng huyét thuémg xay ra & céc ngudi bénh ticu dudng dang sir dung levofloxacin dong thori vi mot thude uong ha duong

huyét hoac véi insulin; do do cin giam sat dudng huyét trén ngudi bénh nay. Néu xay ra ha duomg huyét, cin ngimg

Jevofloxacin v tién hanh cac bién phap xir tri thich nop. . )

Kéo dai khoang QT trén dién tam d: sir dung céc quinolon c6 thé gy kéo dai khoang QT trén dién tam do & mot s6 ngudi

bénh va mét sé hiém ca loan nhip, do dé can tranh sir dung trén cdc ngudi bénh san ¢o khoang QT kéo dai, ngudi bénh ha kali

mau, ngudi bénh dang sir dung cac thude chdng loan nhip nhém IA (quinidin, procainamid...) hogc nhém III (amiodaron,
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sotalol....): thén trong khi sir dung levofloxacin cho cdc ngudi bénh dang trong cdc tinh trang tién loan nhip nhur nhip cham va
thiéu mau co tim cép. )

SU DUNG CHO PHU NU CO THAI VA CHO CON BU

- Khong dimg levofloxacin cho phy nir c6 thai.

- Chua do dugc nong do levofloxacin trong sira me, nhung cén cir vao kha nang phén b6 vao sira cua ofloxacin, ¢ thé dy doan
rang levofloxacin ciing dugc phan bé vao sita me. Vi thude c6 nhéu nguy co ton thurong sun khép trén tré nho, khang cho con
ba khi dung levofloxacin.

TAC DUNG POI VOI KHA NANG LAI XE VA VAN HANH MAY MOC

Thube ¢6 thé gay tac dung phu chéng mit, budn ngt, dong kinh (hiém giip) nén cin thin trong khi diing cho ngudi i xe hodc

vén hanh may moéc.

TUONG TAC CUA THUOC

Levofloxacin khong tre ché va khong bi chuyen hoa boi h¢ enzym CYP. nén khong xay ra tuong tic duge dong hoc voi cac thube

chuyén héa bai hé enzym CYP. Tuy nhién c6 thé xay ra trong tac vé duge luc hoc lam tang tac dung phu kéo dai khoang QT.

- Céc Antacid (chira nhom hodc magne), dung dich chira sit, vitamin va thudc b, sucralfat: lam giam ha.p thu levofloxacin khi
ding dwong ubng. Nén ding levofloxacin cach it nhét 2 gidr trude hogc sau khi sir dung antacid, céc thube ¢6 chia sit, keém,
canxi, magne, sucralfat.

- Thude diéu trj tiéu dutmg (nhur insulin, glyburid): da cé bdo céo ca 2 trudng hop tang dudng huyét va ha dudmg huyét. Cén

giam sat dudng huyét chat ché; ngung sir dung levofloxacin néu xay ra ha duémg huy et.

Corticosteroid: lam tang nguy co viém gén va dirt gan, dic biét & bénh nhén trén 60 tudi.

- Cyclosporine, tacrolimus: levofloxacin 1am ting AUC of cyclosporine va tacrolimus, thoi gian ban thai cua ciclosporin tang

33% khi ding chung véi levofloxacin. Nén ding levofloxacin cach it nhat 2 gi¢r truée hojc sau khi sir dung buffered

didanosine (dung dich ubng da pha véi antacid diing cho tré em).

Theophilline, fenbuten va cac thudc khéng viém non — steroid (NSAIDs) khéc: khong c6 tuong tac vé duge dong hoc cia

levofloxacin voi theophilline trong nghién ciru ldm sang. Tuy nhién nguéng co giat o ndo giam rd rét khi sir dung ddng thoi cée

quinolone v&i theophilline, cac NSAID hodic cac thude gdy ha ngudng co gidt khac. Néng do levofloxacin cao hon 13% khi sit
dung ddng thoi vai fenbuten.

Probenecid va cimetidine anh hudng dén sir dao thai levofloxacin c¢é ¥ nghia thong ké. Do thanh thai ¢ thén cua levofloxacin

giam 24% bai cimetidine va 34% bai probenecid. Do ca 2 thube déu c¢6 kha nang nga.n chan sy bai tiét levofloxacin & ong than.

Tuy nhién, & lidu thir nghiém trong nghién ctru, sir khac bigt co ¥ nghia thong ke vé mat dong hoc dudng nhu khong khong co

sir lién quan 14m sang, Cén thén trong khi sir dung dong thoi levofloxacin véi cac thude c6 anh huang dén sir bai tiét & ong than

nhu probenecid va cimetidine, déc biét 1a & bénh nhén suy than.

- Céc nghién clru duge 1dm sang cho thay duge dong hoc clia levofloxacin khong bi anh huémg vé mit lam sang khi sir dung

levofloxacin dong thoi véi calcium carbonate, digoxin, glibenclamide, ranitidine.

Cac thude khang vitamin K: lam tang cac chi sb xét nghiem dong mau (PT/INR) va/hodc gay chay mau, c6 thé & mire dd ning,

da duge béo cdo & bénh nhan diéu tri véi levofloxacin ¢é phdi hop véi cac thude khang vitamin K (nhu wafarin). Cén gidm sét

PT. INR va céc test dong mau thich hop va giam sét sy chay méau & bénh nhén ¢6 sir dung céc thude khang vitamin K.

- Céc thude giy kéo dai khoang QT levofloxacin, ciing nhur cdc floroquinolone khac nén duge sir dung thén trong ¢ b¢nh nhén
cd st dung céc thude lam kéo dai khoang QT (nhu thube chéng loan nhip nhom IA (quinidine, procainamide), nhém 11
(amiodarone. sotalol), thube chfmg tram cam 3 vong. khang sinh nhém macrolid, thude Lhong loan thén.

- Trong cdc nghién ciru trong ve tac dugc dong hoc. levofloxacin khong gy anh huong vé mit duge dong hoc cia theophilline
(chét chuén hoa bai men CYP1A2), cho thiy levofloxacin khong tre ché CYP1A2.

TAC DUNG KHONG MONG MUON

Thuong gap: ADR 1t gdp 1/100 > ADR Hiém gap, ADR < 1/1000 Chiea rd tan sudt b\y

= 1/100 = 1/1000 '

— Tiéu hod: Budbn —Nhiém ndm bao -Giam tiéu cdu, giam bach cdu —Giam toan thé huyét cdu, mét bach cau hat,
non, noén, tiéu gdm nhiém  trung tinh thiéu méu tan huy él
chay Candida. Dé khang —Qua mén, phii mach —Sbc phan vé va soc dang phan vé (co thé

— Gan: Tang  thuoc. . —Ha dudng huyét & bénh nhén dii  xay ra ngay sau liéu ding dau tién)
enzym gan —Giam bach cau, thao duong ~Tang dudng huyét, hon mé do ha duong
(ALT/AST, giam bach cau wa —Loan thin (40 gidc, roi loan nhan  huyét
alkaline acid cach Paranoia). kich dong, trim —Céc réi loan tim thin v6i hanh vi ty gay
phosphatase, —Chén an cam, nhimg gizic mo bit thudmg, nguy hiém cho ban than (bao gom v dinh
CGT) ~ —Hoa mat, chéng dcmong. ty tir hodc cb gang tir tir)

— Thén kinh: Mdt mat, cang thang, —Co giat. di cam. —Bénh thin kinh cam giic ngoai vi, bénh
ngy, dau ddu, kichdong loling  —Réi loan thi gide (nhu nhin nhoe)  than cam gide van dong ngogi vi, rdi loan
chong mit —~R&i loan vi gide, —1 tai khtru gide gdm mét khiru gidc, réi loan vén

- Da: Kich i.'mg run, ngu gﬁ‘l _Nh;p tim nhanh, [rémg nguc d(:ll'lg, rdi loan ngoai '[hép, ngﬁt, tang ap lire
noi tiém -Tieu hod: Pau —Hg huyét dp ndi so lanh tinh

- Mach méu:  bung, day hoi, kh6 _Cic réi loan vé gan bao gdm —Matthi gidc tam thoi
Viém tinh mach  tiéu, non, téo bon viém gin (gan Achile). yéu co —Giam thinh lyc, mat tinh gidc

—Kho tho (dic biét & bénh nhan bj bénh —Nhip nhanh thit. ¢6 thé dan dén ngung

—Ga,ns Tang bilirubin  phuge co) tim, loan nhip tam that, xofn dinh (dugc
huyét —Suy than cap (do viém than ké) bao cdo trén phén lén bénh nhan c6 cac

—Tiét niéu, sinh duc: _gét yéu to nguy co lam kéo dai khoang QT),
Viém  am  dao, _Tim mach: Tang hodc ha huyét kéo dai khoang QT trén di@? tam do
nhiém nam candida ap, loan nhip —Co that phé quan, viém phdi di g

sinh duc ~Tiéu hod: Viém dai trang mang — Tiéu chay, 1a déu higu cia viém rudt

_— N
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—Da: Ngira, phat ban,  gia, kho mi¢ng, viém da day, phu  (trong céc truong hop rét hiém), gbm viém

may day, ting tiét  ludi dai trang gia mac. Viém tuy
mb hoi —Co xuong-khop: Pau khép, véu —Vang da va ton thuong gan ning, gom
—bau khap, dau co ca, dau co, viém tuy xuong, viém  tridmg hop suy gan cdp gay tir vong, chu
~Téng creatinin mau  gén Achille _ ~ yéu vdi cac bénh ngng tiém an, Viém gan
—Suy nhuge —Thin kinh{ Co giat, g_iﬁc mo bat —Hoai tr thugng bi ‘nhiém doc, hoi chimg
thuong, tram cam, roi loan tim  Stevens-Johnson, hong ban da dang, phan
thén ting nhay cam vo&i anh sang, viém mach

- Dj @ng: Phii Quinck, choang phan  méu qud mén (leukocytoclastic vasculitis),
v&, hoi chitng Stevens-Johnson va  sung migng
Lyelle —Tiéu co van, dirt gan (dit gdn Achile), dirt
day chang, dirt co. viem khap
—Pau (gébm dau lung. ngue, chi.

—Céac phan img cua da va niém mac doi khi xuft hién ch_i sau lan sir dung thude dau tién
—Céc tac dung khong mong muon khac co lién quan dén nhém floroquinolone gom: gdy cac con porphyria 0 bénh nhan méc
porphyria

% Hudng dan cach xur tri ADR:

- Cin ngimg levofloxacin trong cac trurdong hop: bit déu co cac biéu hién ban da hoac bat ky du hi¢u nao ciia phan (mg mén cam
hay cta phan (g bét lgi trén lhan kinh trung wong. Can giam sat ngudi bénh dé phat hién viém dai tring mang gia va cé céc
bién phép xtr tri thich hop khi xuét hl¢n ia chdy trong khi dang dung levofloxacin.

- Khi xuét hi¢n déu hiéu viém gan can ngimg ngay thude, dé gan got nghi vai cac dung cu cd dinh thich hop hodc nep gét chan
va hoi chdn chuyén khoa.

QUA LIEU VA CACH XU TRI

Vi khong c6 thube giai doc dac hiéu, xir tri qué lidu bang cach loai thude ngay khoi da day, bu dich ddy du cho ngudi bénh. Tham

tach méu va thdm phén phiic mac lién tuc khong c6 hiéu qua loai levofloxacin ra khéi co thé. Theo dai dién tim db vi khoang

cach QT kéo dai.

CAC DAU HIEU CAN LUU Y VA KHUYEN CAO

- Chi dugce st dung mét 14n, bo di phén dung dich thira néu chura sir dung hét.

- Khong duge s dung khi dune dich bi van duc, ddi mau, chira cic phan tir tap chét ¢6 thé nhin thdy bing mit thudmg, hodce thi
dich bi thung, nip nhya va niéng nhom khéng con nguyén ven,

DIEU KIEN BAO QUAN, HAN DUNG CUA THUOC /Wj‘/

Han ding: 24 thang (ké tir ngay san xuat).

Piéu kién bio qudin: noi kho mét, nhiét dé dudi 30°C, tréanh 4nh sang

CONG TY CO PHAN DUQC PHAM AM VI (AMVIPHARM)

L6 B14-3,4 Budng N13, KCN Dong Nam, X Hoa Phi, Huyén Cu Chi, TP.HCM
Ngay xem xét sira doi, cip nhit lai ndi dung huéng din sir dung thude:
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TO HUONG DAN SU DUNG THUOC
(Danh cho nguoi bénh)

ASASEA 500mg/100ml

Doc ky hwdng dén sir dung trieéc khi ding
Dé xa tim tay tré em
Théng bdo ngay cho bdc sy hodc diwgc sy nhirng tic dung khong mong muén gip phii khi sit dung thudc
Thuéc nay chi diong theo don cua bdc sy

Thanh phén, ham lwgng cia thude
Cho 1 tii 100 ml dung dich truyén tinh mach:

0TS T U 500 mg
(Du6i dang Levofloxacin hemihydrate................. P R R e 512,5 mg)
Ta dugc (Natri clorid, Acid hydrocloric, nudc cat pha tiém)...........cceeceveeceveeveenns vira da 100 ml

M3 ta san phim: Dung dich tiém truyén tinh mach

Quy cdch déng goéi: Hop 1 ti 100 ml, kém t& hudng dan str dung

Thude dang cho bénh gi?

Dung dich tiém truyén tinh mach AVICEMOR chira hoat chat levofloxacin, 1a khang sinh thudc

nhém floroquinolon. Thude ¢6 tic dung diét cac vi khudn gy ra céc nhi®m tring, néu céc vi

khuédn nay nhay cam véi levofloxacin.

Dung dich tiém truyén tinh mach AVICEMOR duoc str dung dé diéu tri cac truong hop nhiém

khuén sau:

- Nhiém khuéan ph01 0 nguoi c6 van dé vé ho hap trong thoi gian dai hodc viém phdi

- Nhiém khuédn da va cac t6 chirc dudi da (md mém)

- Nhiém khuan dudng tlet niéu, bao gdm ca than va bang quang 1%

- Nhiém khuén tuyén tién liét man tinh ] y &

- Du phong sau khi phoi nhiém va diéu trj triét dé bénh than

Nén dang thuéc nay nhw thé nao va liéu hrong?

Thude nay duwoe ding theo chi dinh cia bdc sy va hiedng ddn cia nhan vién y té ¢6 chuyén mon.

- AVICEMOR la duoc ding bing duong tiém truyén tinh mach

- Liéq dung cua thudce phu thude vao loai nhiém khudn va mtc do nghiém trong ctia nhiém
khuan.

- Liéu dung cho nguoi truong thanh va nguoi cao tu01 ¢6 chire nang than binh thudng 1a 250 mg
— 500 mg, 1 hodc 2 lan/ngay Néu ban gip bat ky vén dé nao lién quan dén than, can théng bao
cho biéc st diéu tri dé diéu chinh liéu ding pht hop.

- Khoang thoi gian diéu tri duoc xac dinh dya trén tinh trang 1am sang va dap ung diéu tri cua
ban. Ciing nhu cdc thube khang sinh khac, AVICEMOR nén dugc t:ep tuc sir dung it nhat 2-3
ngay sau khi nhiét d6 co thé trd vé binh thuong va cac tridu chimg da giam. ‘

- Khi tinh trang cua ban da duoc cai thién, c6 thé thay ddi phuong phap diéu tri tir duong truyén
tinh mach sang dudng udng véi cing lidu dung.

Khi nao khong nén dung thudc nay?

Khong nén dung thude néu gap 1 trong céc truomg hop sau:

- Dj (g v&i levofoxacin hodc cac khang sinh nhém quinolon khéc, hodc bat ky thanh phan nao
khéc cua thude

- Phu nir dang mang thai, ¢6 du dinh mang thai hodc dang cho con bu

- Nguoi mac bénh dong kinh hay ngudi ¢6 nguy co b co giat cao

- Ngudi ¢6 tién sir méc cac van dé vé gan (nhu viém gan) lién quan dén viéc diéu tri bang céc
khéng sinh nhom quinolon

- Nguoi dudi 18 tuoi (do thude gy hai sun & céac xuong dang phat trlen)

Théng bdo cho bdc st diéu tri khi gdp phai mot trong bat ky cdc vin dé néu trén.
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T4c dung khong mong muén?

* Khi diéu tri véi AVICEMOR néu gap tdc dung khong mong muén sau: (hiém hodc rat hiém
8ap)

Cac phan (g di tmg co6 thé xay ra (rit hiém) sau lan str dung thudc dau tién hogc sau khi da
ngimg diéu tri. D4u hiéu cta cac phan ung di ing:

- Nhip tim nhanh, ha huyét ap, st, cac van dé vé hé hép, sbc

- Sung mat, ludi, hong, cac phan ting ¢ da nhu sung, do, cac van dé vé mau, loét miéng, mat
rudt va co quan sinh duc

- Mot so trrong hgp phat tr1en cac van d& nghiém trong & gan. Dau hidu cia cac van dé & gan
bao gom vang da, nuéce tiéu sam mau, dau bung, chan an.

- Dau co khong rd nguyén nhan, yéu co, chudt rut.

- Tiéu chay ¢6 mau, sot, dau bung tir nhe dén trung binh (triéu chimg cua viém dai trang gia mac)

- Dt gan (nhur gén achilles), xay ra trong 48 gio sau khi bat dau diéu tri,

* Thuoc 6 thé la giam so luong bach cau va sit dé khdng vOi nhiém khuan ctia ban cé thé giam
sit. Néu ban ¢6 nhi®m khuén v6i cdc tridu chimg nhu st va tinh trang cla ban tr& nén nang
hon, hodc sot vGi cac triéu chimg viém cuc b nhu dau hong, hau, miéng hodc céc van dé &
nudce tiéu Lan thong bao ngay cho bac si diéu tri. Tién hanh xét nghiém mau dé kiém tra su

giam bach cau (mat bach cau hat) c6 thé xdy ra.

* Cdc tdc dung khong mong muon khac bao gom }} /
Thuong gdp It gap Hiém gdp Rit hiémgap
Buon nén, | Ngira, phat ban | Cac phan tmg di ing thong | Tut huyét ap dot ngdt, nga quy
tiéu chay Chan an, kho | thuong (phan vé/cac phan (s6c), cac phan umg da nhe,
Tang men |tiu, non, dau | ung phan vé)(doi khi c6 | lam da tang nhay cam v6i anh
gan mau bung thé xay ra sau heu dung | sang mat troi va tia UV.

Pau dau, chéng | dau tién va c6 thé tién trién | Giam duong huyét dén murc rét
mat, ngu ga, cac | nhanh trong vai phut dén | thap (ha duong huyét) day la
van dé vé gidc | vai gio sir dung) véi cac | didu dic biét quan trong & bénh
ngu tri¢u chimg nhu may day, | nhan didu tri tiéu duong, gay |
Ting hodc giam | co that phe quan, c6 van | cac con porphyria & bénh nhén
bach ciu dé ho hap nghiém trong c6 | méic porphyria (mdt bénh rdi
Mét can bang hé the xdy ra, cac truong hop | loan chuyen hoa rat hiém gap).
vi sinh vét trong rat hiém c6 thé giy sung R&i loan tdm nhin va thinh
co thé, c¢6 thé | tiy da, mang nhdy (mit. | gidc, rdi loan vi gidc, khiu
lam ting s6 | hong) gidc, t&, roi loan van dong bao
lugng vi | eCam gidc ngira nhu kién | gom di lai kho khan.
khudn/nam ! bo, run, céc con co giat | Ao gidc, thay dbi y kién va suy

[ khac, & mdt ,S(;J E elo au, tram cam, y kién nghi (phéﬂ ung tam thﬁl’l) Vo1l

' truong hop hiém | va suy nghi dé thay déi | nguy co xuat hién y dinh hogc

gap can phai (phan tmg tdm than), | hanh vi w tu.
duoc diéu tri. bdn chdn (kich dong) Tryuy tuan hoan.
eNhip tim nhanh bat | Giam tram trong bach cau (mat
thuong, ha huyét ap bat | bach cdu hat) dan dén sét tai
thuong din hoic dai déng, dau hong,
eDau gin, viém gan, dau | ¢6 cam gidc bénh nhiéu hon.
khép, dau co Viém gan, r6i loan chic nang
«Giam tidu cdu din dén  than, suy than do cac phan {mg | ,
d& tham tim, d& chay | di img thén (viém than ke). ;
i ' | Sét, viém di ung cac mach mau
| nhd, phan ung di tmg phoi.

Cdc trwong hoyp cd biét:

- Cac phan tmg phéng gidp & da va mang nhay (hdi ching Stevens Johnson), hoai tir thugng

nhiém doc (hoi chirng Lyell)

|
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- Cdc phan img co voi t6n thuong thuong té bao co (tiéu co van), giam hong cau (thiéu mau) do
t& bao mau bi ton thuong, giam tit ca cac loai té bao mau

Chua ro tqn sudt: ' )
Céc van de trén tim: Nhip tim nhanh bat thuong, nhip tim bat thuong de doa tinh mang, thay
doi nhip tim (kéo dai khoang QT trén dién tdm do)

Nén trdanh ding nhimg thudc hodc thye pham gi khi dang sir dung thudc nay?

* Nén heu y khi dimg chung véi cdc thube khdc:

- Phai théng bao cho bac si didu tri néu ban dang sir dung céc thudc khac gy thay dbi trén nhip
tim: cac thubc chéng loan nhip tim (nhu quinidine, hydroquinidine, aminodarone,
disopyramide, sotalol, dofetilide, ibutilide), cac thude chong trdm cam 3 vong, mot vai khang
sinh (nhém macrolid), mdt vai thube chong rdi loan than.

- Phai théng béo cho bac si diéu tri, dugc si néu ban c6 sir dung gan déy, hodc dang ding cc
thude khac, bao gdm céc thudce dung khong ké don, thude thao dugc.

- Mot sb thube gdy can tro vide diéu tri, hodc hoac thay d6i nong do trong mau cua cac thude
ban dang st dung. Do d6 nén kiém tra c4n than véi bac si hodc dugc si trude khi suir dung bat
ky mét thudc nao khac du cé hay khong cé chi dinh cua bac si. Dac biét, can thong bdo cho
bac si didu tri néu ban dang sir dung mot thude bét ky nao sau day:

e Cac thubc khang vitamin K nhu warfarin (c6 tic dung chéng dong mau) khi pho1 hop véi
AVICEMOR c6 thé din dén lam téng sy chay mau. Néu ban dang dung cac thude chong
dong duong udng (warfarin), can phai thong bdo cho bac si dé kiém soat thoi gian dong
mau. .

e Theophillin (diéu tri hen suy&n): tang nguy co co giét v/

¢ Probenecid (ngédn nglra bénh gut) va cimetidin (dleu tri loét da day): 1am giam kha ning dao
thai levofloxacin ctia thdn, khong gdy anh hudéng vé mét 1dm sang.

e Cicloporin (diéu tri vy nén, viém da, viém khop dang thap); tac dung ciia cicloporin c6 thé
kéo dai khi dung phdi hop véi AVICEMOR.

e Corticosteroid (c6 tac dung khang viém) c6 nguy co gay viém gan, dit gan.

e Cac thudc khang viém khong steroid (NSAID) c6 tac dung giam dau va khang viém nhu:
aspirin, ibuprofen, fenbufen, ketoprofen, indomethacin cé nguy co géy co giat.

*Tdc dung cua AVICEMOR khéng bi anh hueong boi thikc an.

Cén 1am gi khi mdt 1dn quén khong diung thudc?

Néu ban quén sir dung thudc hiy théng bédo ngay cho béc s¥ diéu tri. Khong duge ty ¥ ting gap

dbi liéu ding dé bu lai liéu da quén sir dung.

Cin bio quan thudc nay nhw thé nao?

Bao quan thude noi kho mét, trénh anh sang, nhiét do dudi 30°C

Cin phai lam gi khi ding thudc qua liéu khuyén cdo?

Céc triéu chimg khi dung qué lidu AVICEMOR: 1t 14n, chéng mat, suy giam y thirc, cic con co

giat, cac roi loan trén tim, ¢6 thé din dén nhip tim bat thuong.

Théng bdo ngay cho bdc sy diéu tri vi/hodc dén ngay co sé diéu tri dé dwoc hwéng dan, xie Iy

kip thoi.

Nhitng diéu cin than trong khi dang thude nay?

- Thoi gian tiém truyén phu thudc liéu dung: t6i thidu 1a 30 phut voi 11eu 250 mg, 60 phut vai
liu 500 mg, 90 phit véi lidu 750 mg. Trong qud trinh tiém truyén, can phai kiém tra can than
do ¢6 the xuat hién nhip tim nhanh va ha huyét 4p tam thoi. Trong truong hop hiém gdp céc
van dé vé Iuan hoan ¢6 thé xay ra do hdu qua cua tut huyét 4p.

- Néu ban c6 tién sir bi co giat hodc ton thuong néo (nhu dot quy hodc bi thuong nang ¢ néo),
thong bao cho bac st dleu tri bénh sir ctia ban dé c6 duoc 101 khuyén cén thiét.

- Tranh ‘uep Xac tryc tlep v6i 4nh sdng mit troi va tia cue tim. Khong nén & dudi troi ning gt
trong thoi gian dai néu khong can thiét do da ban tré nén nhay cam hon véi anh sang khi sur
dung thude.



https://trungtamthuoc.com/

- Néu ban bi dau va viém gén, dic biét néu 1a ngudi cao tudi, nguoi dang sir sir dung thude khang
viém nhom corticosteroid (nhu cortisone, hay cac thubc khang viém tuong tu ding trong didu
tri hen suyen di tmg, viém khép). Néu ban bi dau gan trong khi hoic mét thdi gian ngin sau
khi diing thude, ngay lap tirc hoi y kién bac si hodc duge sT va nghi ngoi, khong van dong manh
& noi bi dau dé tranh 1am tdn thuong gan. Khong duoc tiép tuc ding thude néu khong duge su
cho phép cua bac si.

- Néu ban bj tiéu chdy néng, dai ding va/hodic ¢6 mau trong hodc sau qué trinh diéu tri v6i thude
ndy, day c6 thé 1a dau hneu cua viém rudt ndng (viém dai trang gia mac) co thé xay ra khi diéu
tri bang cac khang sinh. Thong béo ngay cho bac si diéu tri, néu can thiét c6 thé ngung ding
thube va t1en hanh diéu tri chuyén biét.

- Néu ¢6 tién sir gia dinh hodc ban bi méc bénh thiéu hut glucose-6-phosphate dehydrogenase
(G6PD) (mdt bénh di truyén hiém gip), c6 thé gdy pha hiy hong cau khi didu tri voi cac khang
sinh nhém quinolone.

- Néq ban ¢6 cac vin d& vé than, nhu suy giam chiic ning than, c6 thé cdn giam liéu sir dung
thuoc.

- Néu ban dang sir dung thuoc chéng dong méu (nhu warfarin).

- Néu ban ¢6 cac van dé vé strc khoe tdm than, Thong bao ngay cho bac st néu ban c6 thay ddi
bat thuong trong suy nghi, y nghi (phan tmg tam than).

- Néu ¢6 cac vén dé vé tim. ’ . /tl’\/

- Néu ban bi bénh t1éu dudng va dang st dung thudc ha duong huyét dang udng.

- Néu ban ¢6 cac van dé vé gan. Nén ngung diéu tri va thong bdo ngay cho bac s néu cac tri¢u
chirng ctia bénh gan phat trién nhu chan in, vang da, vang mit, nudc tiéu sAm mau, ngia, rdi
loan tiéu hoa.

- Néu ban bi di tmg v6i thube. Trong trudong hop nay ngay ldp tirc ngung sir thudc va thong bao
ngay cho béc si dé duoc xir 1y kip thoi

- Luu y: Thén trong khi sir dung thudc néu ban hodc lich sir gia dinh ban c6 khoang QT kéo dai
(xem trén dién tdm df)), mét can bing dién giai trong mau (ha kali hogc magnesi mau), nhip tim
cham, suy tim, ¢d tién st con dau tim (nhdi mau co tim), phu nit, ngudi cao tudi, ngudi dang
dung céc thude gdy thay ddi bat thuong dién tam do.

- Khong dung thudc khi dang mang thai va cho con bt, do thude co thé gay ton hai cho thai nhi
va tré dang bu me.

- Khéng l4i xe, van hanh cac may méc nguy hiém hoc cac hoat dong tuong tu néu cam thdy kha
nang tdp trung va phan xa cua ban suy giam. Do thudc gy mot vai tdc dung phu nhu chéng
maét, ngu ga, roi loan thi gidc nén c6 thé gay giam kha nang tap trung va phan xa cua ban.

Khi nao cin tham vén bdc sy, dwge s§? Néu can thém thong tin xin hoi y kién bac sy hodc

duoc sy.

Han ding cia thude: 24 thang (ké tir ngay san xuat)

CONG TY CO PHAN DUQC PHAM AM VI (AMVIPHARM)

L6 B14-3,4 Buong N13, KCN D6éng Nam, Xd Hoa Pha, Huyén Ca Chi, TP.HCM

Ngay xem xét sira dbi, cap nhit lai ndi dung hwéng din siv dung thude:




