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LOVIZA 500

Levofloxacin 500mg/100ml
Truyén tinh mach
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Each bottle contains:

Levolloxacin . .. 500 mg
Excipients: Sodlum ehloﬂue

Water for injections ............q.s. 100 ml.
Indications: e
Dosage and Read
administration: leaflet

Contra - indication: | insert

Storage: Dry place, below 30°C, proted! from ight.

Specification: Manufacturars

KEEP OUT OF THE REACH OF CHILDREN
READ THE LEAFLET CAREFULLY
BEFORE USE
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HUONG DAN SU DUNG
Thudéc tiém truyén LOVIZA 500, LOVIZA 750

Thanh phan
Moéi lo thuoc tiém truyén Loviza 500 chua:

IS0 L0, 163 ¢ LU USROS P Pt 500 mg

T4 dugce: Natri clorid.

INHIE G DI U < cvivcivssinmmmmnvinmsss e Vira du 100 ml.
Méi lo thuéc tiém truyén Loviza 750 chita:

LeVOTORBOIN vv.vaserssnsens mmessansserssassssnsonsssnsnsrssnnssnsensanssses 750 mg

Ta duoc: Natri clorid.

NG CAL BBR GBI oonisuminanninnamnvvivassie Vira da 150 ml.
Trinh bay: Hop 1 lo 100 ml (Loviza 500), 150 ml (Loviza 750).
Chi dinh
Diéu tri céc truong hop nhiém khuén do cdc vi khudn nhay cam véi levofloxacin, nhu:
Viém xoang cp do S. pneumoniae, H. influenza va M. catarrhalis.
Dot kich phét cip cta viem phé quan man do S. aureus, S. pneumoniae, H. influenza, H.
parainfluenza va M. catarrhalis.
Viem phdéi mac phai tai cong dong do S. aureus, S. pneumoniae, H. influenza, H.
parainfluenza, K. pneumoniae, M. catarrhalis, C. pneumoniae, L. pneumophila va M.
pneumoniae.
Viém phéi bénh vién do S. aureus, P. aeruginosa, E. coli, K. Pneumoniae, H. influenza, S.
pneumoniae.
Nhiém khudn dudng tiét niéu c6 bién ching, k€ ca viém than - bé than do E. faecalis, E.
cloacae, E. coli, K. pneumoniae, P. mirabilis va P. aeruginosa.
Nhiém khudn & da va phan mém do E. faecalis, S. aureus, S. pyogenes, E. cloacae, E. col,
K. pneumoniae, P. mirabilis va P. aeruginosa.
Liéu dung va cach sir dung
Cach dung - Puong dung
Thuéc chi ding dé truyén tinh mach cham, méi ngady mot hoac hai 1an. Thoi glan tiém
truyén it nhat 60 phit mbi chai doi véi Loviza 500 va 90 phut moi chm doéi voi Loviza 750.
Thu6c phai si dung ngay (trong vong 3 gio) sau khi choc thing nap cao su dé dé phong
nhiém vi khudn. Khong cin tranh 4nh sing trong khi dang tiém truyén.
Liéu dung: Theo huéng din clia bac si.
*Lidu diung cho nguoi cé chitc nang thdn binh thuong: (d6 thanh thai creatinin > 80 ml/phut)
Nhiém khudn duong hé hap
- Dot cip cla viem phé quan man tinh: 500 mg/lan x 1 lan/ngay x 7 ngay.
- Viém phdi mac phai tai cong dong: 500 mg/lan x 1-2 1an/ngay x 7-14 ngay

hodc 750 mg/lan x 1 lan/ngay x 5 ngay.

- Viém phdi bénh vién: 750 mg/lan x 1 14n/ngay x 7-14 ngay.
- Viém xoang ham trén cép tinh: 500 mg/lan x 1 lan/ngay x 10-14 ngay.
Nhiém khudn da va 16 chirc dudi da
- C6 bién chitng: 750 mg/lan x 1 lan/ngay x 7-14 ngay.
- Khong c6 bién chiing: 500 mg/lan x 1 1an/ngay x 7-10 ngay.
Nhiém khudn duong tiét niéu
- C6 bién ching: 250 mg/lan x 1 lan/ngay x 10 ngay.
- Khong c6 bién chimg: 250 mg/lan x 1 lan/ngay x 3 ngay.
- Viém thén - bé than cap: 250 mg/lan x 1 lan/ngay x 10 ngay.
 Liéu dung cho ngudi bénh suy thdn: (46 thanh thai creatinin < 80 ml/phiit)
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Do thanh thai creatinin |  Liéu ban dau Liéu duy tri
(ml/phit)
Nhiém khudn ducmg tiét niéu cé bién chimg, viém thdn - bé than cdp
> 20 250 mg 250 mg moi 24 gio
10 - 19 250 mg 250 mg moi 48 gio
Cdc chi dinh khac
50 — 80 Khong can hiéu chinh liéu
20 — 49 500 mg 250 mg m@% 24 gi(‘y
750 mg 750 mg moi 48 gio
10-19 500 mg 125 mg moi 24 gio
(bao gébm tham tich mdu va - .
thdm lg;han phuc mac lién tuc) s 500 mg mo1 48 gi0

* Nhiing doi tuong ddc biét:

Khong can chinh liéu d6i v6i bénh nhan suy chitc nang gan.

* Tuong ky | Tuong thich:

Khong duoc tron chung dung dich tiém truyén levofloxacin véi heparin hoac cac dung dich
kiém (vi du natri hydrogen carbonat).

Dung dich tiém truyén levofloxacin tuong thich v6i cac dung dich fiém truyén sau day: dung
dich natri clorid 0,9%, dextrose 5%, dung dich dextrose 2,5% trong Ringer hoac phoi hop
céc dung dich dinh dudng tiém truyén (acid amin, carbohydrat, chat dién giai).

Chong chi dinh

Bénh nhan c6 tién sit quia min véi levofloxacin, cdc quinolon khdc hoac véi bét ci thanh
phan nao cua thudc.

Bénh nhan dong kinh, thi€u hut G6PD hoc c6 tién sit bénh & gan co do mot fluoroquinolon.

Tré em nho hon 18 tudi.

Than trong

Viém dai trang mang gid do Clostridium difficile: C6 thé xay ra ¢ tit ca cdc mic do tir nhe
dén de doa tinh mang khi ding nhiéu loai khéng sinh trong d6 c6 levofloxacin. Can luu y
chdn doan chinh xac cac truong hop ia chay xay ra trong thdi gian nguoi bénh dang sl dung
khang sinh dé c6 bién phap xir tri thich hop.

Viém gan: Han hitu duoc nhan thdy véi quinolon, doi khi c6 thé din dén dit gan, dac biét la
gan g6t (gan Achilles). Tdc dung khong mong mudn nay xay ra trong vong 48 gi0 sau khi
bit diu diéu tri va c6 thé xay ra ca hai bén. Nguy co dut gan c6 thé gia tang khi ding chung
v6i corticosteroid. Néu nghi viém gan, phai 1ap tic ngung diéu tri levofloxacin va phai dé
cho gan dang t6n thuong dugc nghi ngoi.

Anh huong trén hé co xuong: Levofloxacin, ciing nhu cdc quinolon khéc, ¢6 thé gay thodi
hod sun & khép chiu trong luc trén nhiéu loai dong vat non. Do d6 khong nén dung
levofloxacin cho tré em dudi 18 tudi.

Tdc dung trén chuyén hod: Cing nhu cic quinolon khic, levofloxacin ¢6 thé gay ra r6i loan
chuyén hod dudng, bao gém tang va ha dudng huyét thuong xay ra ¢ cac ngudi bénh dai
théo dudng dang sir dung levofloxacin déng thoi véi mot thuée uéng ha dudng huyeét hoac
v6i insulin. Cin gidm sat duong huyét trén ngudi bénh nay. Néu xay ra ha dudng huyét, can
ngimg levofloxacin va tién hanh céc bién phdp xir tri thich hop.

Téc dung trén thdn kinh trung wong: Da c6 thong bdo vé phan dng bat loi nhu roi loan tam
than, tang ap luc noi so, kich thich than kinh trung wong khi sit dung khéng sinh nhom
quinolon. Néu xay ra nhitng phan tng bit loi nay trong khi sir dung levofloxacin, can dirng
thude va ¢6 cdc bién phap xir tri triéu ching thich hop. Than trong khi sir dung cho nguoi
bénh c¢6 cac bénh 1y trén than kinh trung wong nhu dong Kinh, X0 cing mach ndo...vi ¢6 thé
tang nguy co co giat.
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Kéo dai khodng QT trén dién tam dé: C6 thé gap 6 mot s6 nguoi bénh va mot s6 hiém ca
loan nhip khi str dung céc quinolon. Do d6 can tranh sir dung trén ngudi bénh san c6 khoang
QT kéo dai, nguoi bénh ha kali mau, ngudi bénh dang st dung cac thudce chong loan nhip.
Nhuoc co: Can than trong & ngudi bi bénh nhuoc co vi cdc biéu hién c6 thé nang lén.

Nhay cam voi anh sang: Tuy rdt hi€ém gap voi levofloxacin, nhung bénh nhén khong nén
phoi nhiém mot cach khong can thiét v6i dnh nang chéi hoac tia cuc tim nhén tao.

Phdn itng mdan cdm: V6i nhiéu biéu hién lam sang khac nhau, tham chi s6c phan vé khi sur
dung céc quinolon, bao gém cé levofloxacin da dugc thong bao. Can nging thudc ngay khi
¢6 cac dau hiéu diu tién cua phan \ing min cam va ap dung cac bién phdp xur tri thich hop.
Su dung cho phu nit ¢é thai va cho con bu:

Phu nit ¢6 thai: Khong dung levofloxacin cho phu nif ¢ thai.

Phu nit dang cho con bui: Levofloxacin chua dugc bi€t c6 bai ti€t qua sita me hay khong.
Dua trén nhitng nghién citu ctia ofloxacin thi c6 thé levofloxacin s& dugc bai tiét qua sira me.
Vi nguy co gay ra cac cac phan ing c6 hai trén tré so sinh, can nging cho con bu hoac
ngung su dung thudc.

Tdc dong cua thudc khi ldi xe va vdn hanh mdy méc:

Levofloxacin c6 thé gay nhiing tic dung khong mong mudn nhu u tai, chéng mat, buén ngu
va roi loan thi gidc, c¢6 thé tré thanh mot nguy co trong nhimg truong hop nhu 1di xe hoac
van hanh may.

Tuong tac thuéc

Antacid, sucralfat, ion kim loai, multivitamin: Khi sit dung dong thoi c6 thé lam giam hap
thu levofloxacin. Can uéng céac thuéc nay cach xa levofloxacin it nhat 2 gio.

Thuéc chong viém khong steroid: C6 kha nang 1am tang nguy co kich thich than Kinh trung
uong va co giat khi ding dong thoi véi levofloxacin.

Theophylin: Mot s6 nghién ciu cho thdy khong c¢6 tuong tac véi levofloxacin. Tuy nhién do
nong do trong huyét twong va AUC cua theophylin thudng bi tang khi sir dung dong thdi véi
cic quinolon khac, vin cin gidm sét chat ché néng do theophylin va hiéu chinh li€u néu cén
khi phéi hop véi levofloxacin.

Warfarin: Da c6 thong bdo warfarin tang tdc dung khi dung cing vdi levofloxacin. Can
giam sat cdc chi s6 vé dong mau khi sir dung dong thoi hai thudc nay.

Cyclosporin, digoxin: Tuong tac khong c6 ¥ nghia lam sang, do d6 khong can hiéu chinh
liéu cac thude nay khi dung déng thoi véi levofloxacin.

Thudc ha duong huyét: Dung dong thoi véi levofloxacin ¢6 thé lam tang nguy co réi loan
dudng huyét, can giam sat chat che.

Tac dung khong mong muon (ADR)

Thuong gap: ADR > 1/100

Tiéu ho4: Buén non, ia chay.

Gan: Tang enzym gan.

Than kinh: M4t ngu, dau dau.

Da: Kich ing noi tiém.

It gap 1/100 > ADR > 1/1000

Than kinh: Hoa mat, cang thing, kich dong, lo lang.

Tiéu hod: Pau bung, day hoi, kho tiéu, non, tdo bon.

Gan: Tang bilirubin huyét.

Tiét niéu, sinh duc: Viém am dao, nhiém nam Candida sinh duc.

Da: Ngita, phét ban.

Hiém gdp, ADR < 1/1000

Tim mach: Tang hoac ha huyét ap, loan nhip.

Tiéu hod: Viém dai trang mang gia, kho miéng, viém da day, phu ludi.
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Co xuong - khdp: Dau khdp, yéu co, dau co, viém tuy xuong, viem gan Achille.
Than kinh: Co giat, gidc mo bat thudng, tram cam, r6i loan tam than.
Di tng: Phu Quinck, choang phan vé, hoi ching Stevens - Johnson va Lyelle.

Théng bao cho bdc si cac tac dung khong mong muén gdap phai khi sut dung thuéc.
Cac dac tinh duogc dong hoc, dugc luc hoc
Duoc luc hoc
Levofloxacin 12 mot tdc nhan khdang khudn nhom fluoroquinolon. Levofloxacin tc ché su
tong hop ADN vi khuan bang cach tac dong trén phic hop gyrase va topoisomerase IV
ADN. Levofloxacin c6 tinh diét khuin in vitro cao. Phé tac dung bao gom nhiéu vi khuan
Gram duong va Gram am nhu tu cdu khudn, lién cau khuén, ké ca phé cau khuén, vi khuin
dudng ruot, Haemophilus influenza, vi khudn Gram am khong 1én men va cac vi khuédn
khong dién hinh. Thuong khong c6 dé khang chéo giita levofloxacin va céc loai thuéc khang
khuan khac.
Duoc dong hoc
Khoang 30 - 40% levofloxacin gan véi protein huyét thanh. Thuéc tham nhap tét vao mo
xuong, dich not phong va moé phoi, nhung kém vao dich nio tuy.
Levofloxacin rat it bi chuyén ho4 trong co thé va thai trir gin nhu hoan toan qua nudc tiéu &
dang con nguyén hoat tinh. Chi du6i 5% liéu diéu tri duoc tim thdy trong nudc tiéu dudi
dang chat chuyén hod desmethyl va N-oxid, cac chit chuyén hoa nay c6 rdt it hoat tinh sinh
hoc. Thoi gian ban thai cla levofloxacin tir 6 - 8 gid, kéo dai & ngudi bénh suy than.
Qua liéu va cach xur tri
Khong c6 thudc giai doc dac hiéu. Diéu tri triéu ching va hé trg. Thdm tach méu va tham
phan phiic mac lién tuc khong c6 hiéu qua loai levofloxacin ra khoi co thé. Theo doi dién
tam do6 vi khoang ciach QT kéo dai.
Bao quan: Noi kho, duéi 30°C, tranh dnh séng.
Han dung: 24 thing ké tir ngay san xuat.

Poc ki huong dan sir dung trude khi dung.
Pé xa tam tay cua tré em. Thuoc nay chi sit dung theo don cua thay thuoc.
Néu can thém thong tin, xin hoi y kién cua thay thudc.
Khong dung khi thuéc da hét han sir dung, vién thuéc bi vo, bién mau...
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