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TG HUONG DAN SUP DUNG THUOC

RX - THUOC BAN THEO BON f P . Y
PE XA TAM TAY TRE EM Jef o
POC KY HWONG DAN SU DUNG TRUOC KHI DUNG (] S AR
NEU CAN THEM THONG TIN, XIN HOI'Y KIEN BAC SI. \5\[-P HO CHI MINH

AMLEVO 750

Thanh phan
Céng thire cho 1 vién nén bao phim:
- Hoat chét chinh: Levofloxacin hemihydrat twong duwong levofloxacin 750 mg

- Ta dwoc: Copovidon VAB4, low-substituted hydroxypropy! cellulose, microcrystalline
cellulose 101, natri croscarmellose, magnesi stearat, tale, colloidal anhydrous silica,
opadry Il white vira da 1 vién.

Quy cach dong goi
Vi 5 vién nén bao phim. Hop 2 vi.

Chi dinh

Levofloxacin dwoc chi dinh trong diéu tri nhiém trung do cac chding vi khuan nhay cam du’o'c' -

liét ké trong phan Liéu dung va Cach dung duwéi day.

Liéu dung - cach ding _ -
Liéu dung levofloxacin dwoc ghi trong bang dwéi day. Uong levofloxacin chi 1 1an moi 24 gio,
c6 thé udng bat clr lic ndo trong ngay ma khong can quan tam dén cac bira an. l/]

Hwong din lidu ding levofloxacin & ngwdi lén ¢6 chire nang than binh thwong [
(CrCl > 50 ml/ phut)

Nhiém tring Lidu hang ngay | Thei gian diéu trj
Viém phdi méc phai trong bénh vién 750 mg 7-14 ngay
Viém phdi cong déng 500-750 mg 7-14 ngay
Nhi&m trung da va té chirc dwéi da co bién chirng 750 mg 7-14 ngay
E:fnrg trung da va té chirc dudi da khéng bién 500 mg 714 ngdy
Viém tién liét tuyén nhiém khuan man tinh 500 mg 28 ngay
Nhi&m triing dwong tiét niéu phire tap 250 mg 10 ngay
Viém phéi do bénh than 500 mg 60 ngay
R?éimb;;t;nguaitg?ng tiét niéu khéng phtrc tap 250 mg T
Dot nhidm khuan cp cla viém phé quan man 500 mg 7 ngay
Viém xoang cap 500 mg 10-14 ngay
[

Amlevo 750 duwoc st dung nhu mot diéu tri thay thé cho cac thubc khang sinh théng thuwéng
khac dbi véi nhibng nhiém khuan sau day:



- Nhiém khuan dwéng tiét niéu khdng phtrc tap:
Do khang sinh fluoroguinolon, trong d6 cé Amlevo 750 lién quan dén phan trng co hai
nghiém trong (xem muc Canh bao va than trong) va nhiém khuan dwdng tiét niéu khéng
phirc tap & mét s6 bénh nhan cé thé tw khoi, chi nén s dung Amlevo 750 cho nhirng bénh
nhan khéng c6 lwa chon diéu tri khac thay thé.

- Dot nhi@m khuén cap cla viém phé quan man tinh:
Do khang sinh fluoroguinolon, trong dé c6 Amlevo 750 lién quan dén phan trng co hai
nghiém trong (xem muc Canh bao va than trong) va dot nhiém khuan cép cla viém phé
quan man tinh & mét sé bénh nhan cé thé tw khdi, chi nén st dung Amlevo 750 cho nhirng
bénh nhan khong co lwa chon diéu tri khac thay thé.

- Viém xoang cap tinh do vi khuan:
Do khang sinh fluoroquinolon, trong d6 cé Amlevo 750 lién quan dén phan tng cd hai
nghiém trong (xem muc Céanh bao va than trong) va viém xoang cap tinh do vi khuan & mét
sd bénh nhan cé thé tw khdi, chi nén s dung Amlevo 750 cho nhitng bénh nhan khéng cé
lwa chon diéu tri khac thay thé.

Liéu dang cho ngwoi bénh suy than:

Liéu ban dau khang thay déi khi dung cho nguwoi bénh suy than, liéu tiép theo nén dwoc diéu
chinh dwa trén do thanh thai creatinin (CrCl):

Liéu levofloxacin cho nguwdi lén suy than khuyén cao nhw sau:

Liéu théng thwong véi
chirc nang than binh
thworng (CrCl 250 ml/phat)

CrCl (ml/phat)

Liéu khi suy than

20 - 49 Khéng can diéu chinh liéu
Viém duong tiét niéu khéng bién chirng:
250 mg 10-19 khéng can diéu ghinh lieu. Cac nhiém khuan
khac: 250 mg moi 24 gi&
Than phan tao hodc Chuwa c6 thdng tin
loc mang bung
Lidéu dau: 500 mg; sau d6 250 mg cach nhau
20 -49 .
24 gio/lan
Liéu dau: 500 mg; sau dé 250 mg cach nhau
500 mg Laabeg 48 gioflan
. . | Liéu dau: 500 mg: sau dé 250 mg cach nhau
Thgn BRARTRE Hoge! | g gid/lan. Khéng can liéu bé sung sau tham
loc mang bung &
phan.
Liéu dau: 750 mg; sau d6 750 mg cach nhau
20 - 49 o %
48 gid/lan
Liéu dau: 750 mg; sau d6 500 mg cach nhau
750 mg -1 48 gio/lan A /
Liéu dau: 750 mg; sau d6 500 mg au

Than nhan tao hoac
loc mang bung

48 gid/lan. Khong can liéu bd sung sa thém
phan. |

Suy gan: khéng can diéu chinh liéu.

Chéng chi dinh

Bénh nhan qua man cam vai bat ky thanh phan nao cla thubc hodc ngudi co tién s& qua

man cam vé&i mét khang sinh thuéc nhém quinolon.

Pang kinh, thiéu hut GEPD, tién st bénh & gan co do fluoroquinolon gay ra.
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Canh bao va Than trong:

- Cac phan &ng c6 hai nghiém trong cé kha nang khoéng héi phuc va gay tan tat, bao gém
viém gan, dit gan, bénh Iy than kinh ngoai bién, va cac tac dung bét lgi trén than kinh trung
wong.

- Cac khang sinh nhém fluoroquinolon cé lién quan dén cac phan (ng cd hai nghiém trong
c6 kha nang gay tan tat va khéng hdi phuc trén cac hé co quan khac nhau cla co thé. Cac
phan (rng nay cé thé xuét hién déng théi trén clng bénh nhan. Cac phan (ng cé hai thwéong
dwoc ghi nhan gém viém gan, dit gan, dau khdp, dau co, bénh Iy than kinh ngoai vi, va cac
tac dung bat loi trén hé théng than kinh trung wong (3o giac, lo au, trAm cam, mét ngu, dau
dau nang va It 1an). Cac phan (rng nay co thé xay ra trong vong vai gid dén vai tuan sau khi
st dung thudc. Bénh nhan & bét ky Ira tudi nao hoac khéng cé yéu td nguy co ton tai tir
triedre déu co thé gap nhirng phan trng cé hai trén.

- Ngirng st dung thudc ngay khi cé dau hiéu hoac triéu chirng dau tién cha bat ky phan (ng
c6 hai nghiém trong nao. Thém vao doé tranh str dung cac khang sinh fluoroquinolon cho céac
bénh nhan da tirng gap cac phan (ng nghiém trong lién quan dén fluoroquinolon.

- Céc trwedng hop viém gan déi khi dwoc ghi nhan khi dung thuée fluoroquinolon cé thé dan
toi it gan, hay xay ra tai gan gét chan (gan Achille). Bién chirng nay co thé xuat hién & 48
gi& dau tién, sau khi bat dau dung thuéc va cé thé bi ca hai bén. Viém gan xay ra chi yéu &
cac dbi twong cé nguy co: ngudi trén 65 tudi, dang ding corticoid (k& ca dwong phun hit).
Hai yéu t6 nay lam tang nguy co viém gan.

- Cac fluoroquinolon dworc biét cé thé gay thoai hoa sun & khép chiu trong Iwe trén nhiéu
dong vat non thi nghiém; do dé khéng nén dung thudc cho tré duéi 18 tudi, trir khi loi ich
vurot tréi nguy cor.

- Nhwoc co: can than trong & ngwoi bi bénh nhwoc co vi cac biéu hién co thé nang lén.

- Dung than trong levofloxacin cho nguwéi nghi ngd hodc da dwoc chan doan co bénh Iy than
Kinh trung wong hodc céc yéu té nguy co cé kha nang gay ra cac con d{nng Kinh.

- Qua mén cam tram trong doi khi co thé gay tcr vong da duoc biét dén & mot sb it bénh
nhan udng qumolon Can ngung thudc khi xuat hién ndi man & da hoac cac dau hiéu qua
man khac clia thuéc.

- Viém dai trang gid mac do Clostridium difficile: phan (rng bét loi nay da dwoc ghi nhan vai
nhiéu loai khang sinh trong dé cé fluoroquinolon, cé thé xay ra & tat cd mirc dé tir nhe dén
de doa tinh mang. Can can nhéc chan doan ddi v&i cac ngudi bénh co tiéu chay xay ra trong
hoac sau thi gian st dung fluoroquinolon dé cé bién phap xt tri thich hop.

- Ma&n cam v&i anh sang mirc dd tir trung binh dén nang da dwoc ghi nhan vai hhiéu kha
sinh nhém fluoroquinolon, trong d6 co levofloxacin mac du dén nay ty 1& gap phén)rng nay
khi st dung levofloxacin rat thdp <0,1%. Ngudi bénh can tranh tiép xdc triec tiép véi anh
sang mat troi hodc cac tia t&r ngoai trong thdi gian diéu tri va 48 gi& sau khi diéu tri véi
levofloxacin.

- Tac dung trén chuyén héa dwédng: ciling nhuw cac quinolon khac, levofloxacin cé thé gay ra
réi loan chuyén héa dwdng, bao gébm ting hodc ha dwdng huyét, thwong xay ra & nhirng
nguoi bénh dai thao dwéng dang st dung levofloxacin ddng théi véi mét thube ubng ha
dub’ng huyét hodc vé&i insulin; do d6 can giam sat dwong huyét trén nguoi bénh nay. Néu
xay ra ha dwéng huyét, can ngirng levofloxacin va tién hanh cac bién phap xu tri thich hop.

- Kéo dai khoang QT trén dién tam dd: mét sb fluoroquinolon cé thé gay kéo dai khoang QT
trén dién tdm d6, do d6 can tranh sk dung trén nhirng nguwoi bénh cé cac yéu té6 nguy co
lam kéo dai khodng QT nhw ngudi cé khodng QT kéo dai bam sinh, nguwei ha kali huyét,
ngwdi trong tinh trang tién loan nhip (cham nhip tim, thiéu mau co tim), hodc nguoi bénh
dang s dung cac thubc chéng loan nhip nhém IA (quinidin, procainamid...) hodc nhém Il
(amiodaron, sotalol...). Ngoai ra, than trong khi st dung fluoroquinolon déng th&i véi nhirng
thubc duoc biét cé thé gay ra tac dong nay.
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Phu ni¥ ¢é thai va nuédi con bang sira me:

Khong dwoc ding thudc nay trén

- Phu ni¥ ¢é thai hoac nghi ngé c¢é thai.

- Phu nir nudi con béng s(ta me hoac dw dinh nudi con béng sira me.

Héi y kién bac si hodc dugc T truée khi dung bat cir loai thubc ndo khi ban cé thai hodc
dang nudi con bang sta me.

Anh hwéng trén kha ning lai xe va diéu khién may moc:

Sau khi dung thubc nay bénh nhan cé thé co mot s tac dung khéng mong muén bao gém
choang vang, chéng mat, buén ngu, hoac réi loan thi giac. Nhirng tac dung khéng mong
mubdn nay cé thé gay anh hwcrng dén kha nang tap trung va phan trng nhanh nhen khi lai xe.
Néu céc tac dung phu nay xay ra, khéng duoc 14i xe hodc van hanh may méc hodc lam bét
clr céng viéc nao doi héi mire d6 chu y cao.

Twong tac thude

Céc thubc khang acid, sucralfat, cation kim loai, multivitamin: khi st dung déng thoi co thé
lam giam hép thu Ievofloxacm qua duong tiéu hod. Nén ubng céac thudc nay 2 gid trwde
hoac sau khi uong levofloxacin.

Theophylm do nong do theophylin trong huyet twong thwong bi tang khi stk dung dong thoi
v@&i cac quinolon khac, can giam sat chat nong dé theophylin va hiéu chinh liéu néu can.
Warfarin: do da co bao cao warfarin tang tac dung khi dung cung lic véi levofloxacin, can
giam sat cac chi sb vé dong mau khi str dung déng thoi hai thude nay.

Dung dong thei cac thube khang viém khéng steroid v&i cac thudc nhém quinolon bao gém
levofloxacin cé thé lam ting nguy co kich thich hé than kinh trung wong va gay ra co giat.
Cac thuéc diéu tri dai thao duong uéng cung quinolon co thé gay réi loan dwéng huyét gdm
ca tang hodc giam dudng huyét do dé can theo déi can than dwong huyét trén nhirng bénh
nhan nay.

Levofloxacin c6 thé cho két qua dwong tinh gid khi lam xét nghiém nhanh thd thude phién
trong nwéc tiéu.

Levofloxacin lam gidm tac dung clia vacxin BCG, mycophenolat, sulfonyluré, vacxin thwong
han.

Tac dung khéng mong muén (ADR)
-Thuwong gap, ADR >1/100
« Tiéu héa: budn nén, nén, tiéu chdy, dau bung, tao bon, kho tidu.
« Gan: tdng enzym gan.
« Than kinh: méat ngd, dau dau.
« Da: ngtra, néi ban & da.
-t gap, 1/1000 < ADR <1/100
«  Théan kinh: hoa mat, cang thang, kich déng, lo Iang.
+ Tiéu héa: day hoi. f
+  Gan: tang bilirubin huyét.
«  Tiét niéu sinh duc: tang sé lvong vi khuan hoac vi ndm, cé khi can phai dléu tri
« Da: phat ban.
—Hzem gép, ADR <1/1000
Tim mach: tang hoac ha huyet ap, loan nhip.
+ Tiéu hoa: viém dai trang gia mac, khd miéng, viém da day, phu ludi.
« Co xwong khdp: dau khop, yeu co, dau co, viém tly xwong, viem gan gét chan.
«  Than kinh: co giat, gidc mo bat thuwdng, trdam cam, rdi loan tam than.
« Di&rng: phu Quinck, choang phan vé, hdi chirng Stevens Johnson va Lyelle.

Théng bao cho béc si nhirng tac dung khéng mong muén gap phai khi str dung thuée.
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Dweoe lwe hoc

Levofloxacin la mét khang sinh téng hop nhém fluoroquinolon. Ciing nhw cac fluoroquinolon,
levofloxacin ngan chan sy téng hop DNA cla vi khudn bang cach (rc ché enzym
topoisomerase Il (DNA-gyrase) va’/hodc topoisomerase IV. Levofloxacin cé hoat tinh diét
khuan manh in vitro. Levofloxacin |a mot khang sinh phé réng co tac dung trén nhiéu chung
vi kpuén gram am va gram dwong.

Phé tac dung:

-Vi khu&n nhay cam in vitro va nhiém khuan trong l1am sang:

« Vi khuadn wa khi Gram am: Enterobacter cloacae, Escherichia coli, Haemophilus
influenzae, Haemophilus parainfluenzae, Klebsiella pneumoniae, Legionella
pneumophila, Moraxella catarrhalis, Proteus mirabilis, Pseudomonas aeruginosa.

« Vi khuan wa khi Gram dwong: Bacillus anthracis, Staphylococcus aureus (chung
nhay cam methicillin), Staphylococcus coagulase am tinh nhay cam methicilin,
Streptococcus pneumoniae.

« Vi khuan ky khi: Fusobacterium, Peptostreptococcus, Propionibacterium.

Vi khuan khac: Chlamydophila pneumoniae, Mycoplasma pneumoniae

-Cac loai vi khuan nhay cdm trung gian in vitro:
« Vi khuén wa khi gram dwong: Enterococcus faecalis.
« Vi khuan ky khi: Bacteroides fragilis, Prevotella

-Céc loai vi khuan khang levofloxacin:

Vi khuan wa khi Gram dwong: Enterococcus faecium, Staphylococcus aureus (ching
khang methicilin), Staphylococcus coagulase am tinh khang methicilin.

-Khang chéo: In vitro, cdé khang chéo gilra levofloxacin va cac fluoroguinolon khac. Do co
ché tac dung, thwdng khéng cé khang chéo gitra levofloxacin va cac ho khang sinh khac.

Dwoc dong hoc

Levofloxacin dwoc hap thu nhanh va hoan toan sau khi uéng. Néng dé dinh trong huyét
twong dat dwoc tir 1-2 gior sau udng thuéc; sinh kha dung tuyét déi 1a 99%. Thirc an it anh
hwdng dén hép thu thubc khi ubng. V&i liéu ubng 500 mg hay 750 mg méi ngay, ndng do
thudc giai doan 6n dinh sé& dat dwoc sau 48 gio.

Thé tich phan bé trung binh cla levofloxacin sau udng liéu 500 mg hay 750 mg thay dbi ti
74 — 112 lit cho thay thudc duwoc phan bé rong trong co thé. Thudc phan bd nhiéu dén cac
mé co thé bao gém niém mac phé quan va phdi, nhwng lai tham nhap twong dbi it vao dich
nao tdy. Ty lé gan protein huyét twong la 30 — 40%.

Levofloxacin it dwgec chuyén hoa va duoc thai trir chd yéu qua nuéc tiéu & dang con nguyén
hoat tinh, chi dwéi 5% liéu sl dung dwoc tim thay trong nuwéc tiéu dwdi dang chat chuyén
héa desmethyl va N-oxid, cac chat chuyén héa nay cé rat it hoat tinh sinh hoc. Thoi gian ban
thai cla levofloxacin tir 6 — 8 gir, kéo dai & nguwdi bénh suy than. Thube khong loai bé duwoc
bang thdm phan mau hoac loc mang bung.

Qua liéu va cach xt tri

Khéng co thudc gidi ddc dac hiéu. Trong trweng hop qua liéu thude cap tinh qu
udng, can loai bé thubc ngay bang rira da day, va bl dich day du cho ng
Levofloxacin khéng thé loai trir khéi co thé bang thdm phan mau hay loc mang bung. Phai
theo déi can than ngwdi bénh bao gdm theo déi dién tam dd va ap dung cac bién phap diéu
tri triéu chieng.

Bao quan

Han dung: 36 thang ké tir ngay san xuét.

San xuét béi:

CONG TY CPDP AMPHARCO U.S.A

Khu CN Nhon Trach 3, xa Hiép Phuwdéc, huyén Nhon Trach, tlnﬁ%&ﬁgiﬂal Viet Nam. )
FUQ.CUC TRUGONG
P.TRL ‘(;\U PHUT‘(
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