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Thuoc nay clﬁ d,untr theo don thube
[5/ ¢t PUANHUIONG DAN SU" DUNG THUOC
1. Tén thmeUINVONIICf

2. Cac dan hi(;u lu'u y va ldluyen cao khi ding thude:
Dé xa tAm tay tré em
Doc k¥ hudng din sir dung trudc khi ding
Khéng dung thude da bién mau, hét han st dung...
3. Thanh phén ¢éng thite thude: .
Thanh phin dwoc chit: LevofloXacin.......cooerivrvoemereeioneeereeeninns 500 mg.
Thanh phin t4 dwge:  Natri clorid, nudc cit pha tiém vira di 100 ml.
4. Dang bao ché: Dung dich tiém truyén
Dung dich trong sudt déng trong chai thuy tinh trung tinh khéng mau, dung tich 100ml, déy kin
bang nut cao su, boc ngoai béng nhom.
5. Chi dinh:
Diéu tri cac trudng hop nhiém khuan do cée vi Kkhuén nhay cam vdi levofloxacin, nhu:
Viém phdi cong dong.
Viém tuyén tién liét.
Nhiém khuin dudng tiét niéu c6 bién ching
Nhifm khuén da va td chitc dudi da c6 bién chimg hodc khong.
Du phong sau khi phoi nhiém va diéu tri triét dé bénh than.
Nhiém khuén dwong tiét niéu khong phirc tap: Do khang sinh fluoroquinolon, trong dé c6
Quinvonic lién quan dén phan (mg c6 hai nghiém trong (xem muc canh bdo va thén trong) va 5
nhidm khudn dudng tiét niéu khong phirc tap & mot sb bénh nhan c6 thé ty khoi, chi nén sir dung e
Quinvonic cho nhitng bénh nhén khéng co lua chon diéu tri khac thay thé. )
Dot nhiém khudn cdp ciia viém phé qudn mgn tinh: Do khang sinh fluoroquinolon, trong dé c6
Quinvonic lién quan dén phan ung c6 hai nghiém trong (xem muc canh bao va thén trong) va dot
nhiém khuén cép cia viém phé quan man tinh & mot s& bénh nhan c6 thé tu khoi, chi nén si dung
Quinvonic cho nhitg bénh nhan khéng c6 lua chon didu tri khac thay thé.
Viém xoang cip tinh do vi khudn: Do khang sinh fluoroquinolon, trong d6 ¢ Quinvonic lién quan
dén phan tg c6 hai nghiém trong (xem muc canh bdo va than trong) va viém xoang cap tinh do vi
khufn & mot s6 bénh nhan c6 thé t khoi, chi nén sit dung Quinvonic cho nhitng bénh nhan khéng
c6 lya chon didu tri khéc thay thé.
6. Cach dung, lidu diing:
Cich ding - Dwong ding
Thube chi ding d& truyén tinh mach cham, truyén nhanh s& din dén nguy co ha huyét ap. Thoi gian
tiém truyén it nhit 60 phut véi méi lo.
Thudc phai sir dyng ngay (trong vong 3 git) sau khi choc thiing nip cao su dé d& phong nhiém vi
khudn. Khéng cén tranh 4nh sang trong khi dang tiém truyén.
Trong trudng hop cin phai didu tri bude dau véi levofloxacin bing dang truyén tinh mach, sau vai
ngay c6 thé chuyén sang dang ubng véi cling 1idu luong thy theo tinh trang ciia bénh nhén.
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*Liéu dimg cho nguoi co chirc néng thdn binh thwdng: (d6 thanh thaj creatinin > 50 ml/phut)

Nhiém khudn dieong hé hdp

- Viém phdi mic phai tai cdng ddng: 500 mg/lan x 1-2 1in/ngdy x 7-14 ngay

Nhiém khudn da va 16 chire dwdi da

- C6 bién chimg: 750 mg/lan x 1 1an/ngay x 7-14 ngiy.

- Khéng c6 bién chimg: 500 mg/lan x 1 lan/ngay x 7-10 ngay.

Nhiém khudn dwong tiét niéu

- C6 bién chirng: 250 mg/lan x 1 lin/ngay x 10 ngay.

- Viém thén - bé than cip: 250 mg/lan x 1 1in/ngay x 10 ngay.

Viem tuyén tién liét man: 500 mg/lan x 1 lén/ngéy x 28 ngay.

Bénh than:

- Diéu tri du phong sau khi phoi nhiém véi truc khuén than: 500 mg/l4n x 1 1dn/ngdy x 8 tuin.

- Didu tri bénh than: 500 mg/14n x 1 lAn/ngay x 8 tudn.

Nhiém khudn dwong hé hdp

- Pot cp ciia viém phé quan man tinh: 500 mg/lan x 1 ldn/ngay x 7 ngay.

- Viém xoang ham trén cip tinh: 500 mg/lan x 1 lin/ngay x 10-14 ngay.

Nhiem khudn duong tiét niéu

- Khéng c6 bién chimg: 250 mg/lan x 1 lan/ngay x 3 ngay.

* Liéu dimg cho nguwdi bénh suy than: (46 thanh thai creatinin < 50 ml/phut)

Liéu théng thwong
Chirc ning than

bink thirthig Cler (ml/phiit) Liéu khi suy thin

250 mg 20 - 49 Khong can diéu chinh liéu
Nhiém khuén dudng tict niéu khong bién chimg:

250 mg 10-19 Khong cén dicu chinh liéu
Céc nhiém khuén khéc: 250mg mdi 24 gid

250 mg Thfm nh‘an a0 hoge Chua c6 thong tin

oc mang bung

500 mg 20 - 49 L_l‘elu}dau: 500mg sau d6 250mg cach nhau 24
gid/lan.

500 mg 10-19 L}‘f:u}dau: 500mg sau d6 250mg cach nhau 48
gid/lan.

500 m Théan nhén tao hodc | Lieu dau: 500mg sau do 250mg cach nhau 48

& loc mang bung gio/lan. Khéng céan liéu bo sung sau tham phén.

750 mg 20 - 49 L}‘f:'uidau: 750mg sau do6 750mg céch nhau 48
gid/lan.

750 mg 10-19 L}?uxdau: 750mg sau d6 500mg cach nhau 48
gio/lan.

750 mg Thén nhén tao hodc | Liéu dau: 750mg sau d6 500mg ciach nhau 48

Ioc méng bung

gid/lan. Khong cén liéu bo sung sau tham phén.

*Suy gan: Khéng cn diéu chinh liéu.
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7. Chbng chi dinh:

Qué min véi levofloxacin, cic quinolon khéac ho#ic véi bat cir thanh phan nao cia thude.
Poéng kinh, thiéu hut G6PD, tién sir bénh ¢ gén co do fluoroquinolon gy ra.
Phu nii ¢6 thai va phu ni cho con b.

8. Canh bao va thin trong khi dung thude:

Céc phan ung co hai nghiém trong c¢6 kha néng khéng héi phuc va gay tan tt, bao gdm viém gan,
dirt gan, bénh 1y thin kinh ngoai bién va céc tac dung bt 1o trén than kinh trung wong.

Céac khang sinh nhém fluoroquinolon cé lién quan dén cdc phan tng co hai nghidm trong 6 kha
ning gay tan tit va khong hdi phuc trén céc hé co quan khac nhau ctia co thé. Cac phan (ing nay co
thé xuat hién ddng thoi trén cing bénh nhan. Cac phan iing co hai thuong dugc ghi nhan gém viém
gén, dut gan, dau co, bénh ly than kinh ngoai vi va cac tac dung bat loi trén hé thong than kinh
trung wong (4o gidc, lo 4u, trdm cam mét ngi dau dau néng va 14 14n). Cac phan u’ng nay co thé
xdy ra trong vong vai gio dén vai tudn sau khi sir dung thudc. Bénh nhan ¢ bat ky tudi nao hodc
khéng c6 yéu t6 nguy co ton tai tir trude déu cé thé gip nhitng phan uing c6 hai trén.

Ngumng sir dung thudc ngay khi c¢6 ddu hiéu hojc tridu ching dau tién cia bt ky phan tng cé hai
nghiém trong nao. Thém vao do, tranh sir dung céc khang sinh nhém fluoroquinolon cho cac bénh
nhan da tirng gip cdc phan tmg nghiém trong lién quan dén fluoroquinolon.

Staphylococcus aureus khang methicilin (MRSA) rét ¢6 kha nang dono khéng ﬂuoroqumolon bao
gom levofloxacin. Vi vay levofloxacin khéng duge khuyén cdo dé diéu trj cac bénh nhidm tring
duoc biét hodic nghi ngd do Staphylococcus aureus khang methicilin trir khi két qua xét nghi¢m xac
nhén tinh nhay cam véi levofloxacin (va viée chi dinh c4c thube khang khuén théng thudng dé diéu
tri cac bénh nhiém triung do Staphylococcus aureus khang methicilin duge coi 1a khéng phit hop).

Su khang fluoroquinolon ciia E. Coli - tc nhan gdy bénh thudng gip nhét lién quan dén nhiém
tring duong tiét niéu. Viée ké don nén dua vao ty 1 khang fluoroquinolon cia E.Coli.

Bénh than do hit: Sit dung trén ngudi dua trén dir liéu do nhay cam in vitro cia Bacillus anthracis
va trén dir liéu thuc nghiém trén dong vat dong thoi véi dir liéu gidi han trén ngudi. Béac sy dieu tri
nén tham khao cédc vin ban dong thuén quéc gia va/hodc qudc té lién quan diéu tri bénh than.

Thoi gian truyén:

Thoi glan truyén dugc chi dinh 13 it nhat 30 phut cho 250mg hodc 60 phiit cho 500mg levofloxacin.
Ciing glong nhu Ofloxacin, trong sudt qué trinh truyén c6 the xay ra tinh trang nhlp tim nhanh hofic
ha huyet ap tam thoi. Trudng hop hiém gip, su giam manh v& huyét 4 ap c6 thé din dén viéc suy tudn .l
hoan. Néu ha huyet 4p xdy ra trong qud trinh truyén levofloxacin (déng phan 1 ctia ofloxacin) thi
phai dimg truyén ngay lap tirc.

Thuoc cé chira natri:

Thube chira 15,4 mmol (354mg) natri trong 100ml dung dich, vi vay cén theo dai chit chd & nhiing
bénh nhan kiém soét viéc an kiéng natri.

Viem gdn va dirt gan:

Viém gén hiém khi xay ra. N6 xay ra phd bién nhit 13 gan g6t chén (Achile), co thé dan toi dit gan.
Viém gén va dit gan doi khi ca hai c6 thé xay ra & 48 gid dau tién, sau khi bit dau ding thubc
levofloxacin va c6 truong hop béo cdo xay ra vai thang sau khi da dirng dung thubc. Viém gan va
dut gan xay ra chi yéu & cac ddi twong c6 nguy co: bénh nhén trén 60 tudi, bénh nhan ding lidu
hang ngay lén den 1000 mg, bénh nhén dang dimg corticoid. Cin d1eu chinh lidu hang ngay &
ngudi bénh cao tudi dya vao hé so thanh thai. Nén glam sat chit ché néu ké don levofloxacin cho
nhiing ddi tuong nguy co nay. T4t ca céc bénh nhin nen tham vén v kién bac s§ néu cé céc triéu

chting cta viém gan. Néu ¢ nghi ngd bi viém gan, cén dirng didu tri bang levofloxacin ngay lap
tlrc, va 4p dung céc didu tri thich hop dbi véi cac gan bi anh huéng (vi du khdng cir dong).
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Bénh lién quan dén Clostridium difficile:

Bénh tiéu chay, dic biét neu nghiém trong, dai ding va / hodic c6 méu, trong hodc sau khi didu tri
v6i levofloxacin, (bao gdm ca mot vai tuan sau khi didu tri) c6 thé Ia triéu ching cia bénh lién
quan dén Clostridium difficile (CDAD). CDAD c6 thé dao dong trong mirc dg tir nhe dén de doa
tinh mang, nghlem trong nhét trong sb dé 1 viém dai tring gia mac. Pidu nay rat quan trong khi
xem xét chan dodn & nhitng bénh nhén bi tiéu chay ndng trong hodc sau khi diéu tri véi
levofloxacin. Néu bénh lién quan dén Clostridium difficile d3 duoc nghi ngd hodc xac dinh, nén
dimg levofloxacin va didu tri thich hop ngay lap tirc. Céc thubc chéng nhu dong chdng chi dinh
trong tinh hubng I4m sing nay.

Dé lIén com co gidt:

Céc thubc quinolon c6 thé lam ha thip ngudng co gidt v gdy co gift. Levofloxacin dugc chong chi
dinh & nhitng bénh nhén cé tién sir bénh dong kinh va gidng nhu cac quinolon khac, nén hét stic
thdn trong khi sir dung & nhirng bénh nhan dé 1én con co giat, hodc diéu tri dong thoi véi cac hoat
chét ha thap ngudng co giat & néo, vi du nhu theophyllin. Trong trudng hop xuét hién céc con dong
kinh co gi4t, ngimg ngay didu trj v6i levofloxacin.

Thiéu hut G-6- phosphate dehydrogenase:

Bénh nhén c6 khuyét tat tiém 4n hozc hién tai trong hoat dong dehydrogenase glucose-6-phosphat
c6 thd d& bi phan ung huyét tan khi didu tri bang thube khang khuén quinolon. Do d6, néu
levofloxacin ¢6 duge st dung & nhitng bénh nhan nay, sy xuét hién kha ning huyét tan cin duoc
theo dai.

Suy thdn:

Vi levofloxacin dugc bai tiét chu yéu qua than, lidu ding cia thube nén duge diéu chinh & bénh
nhan suy thén.

Phan vmg quad man:

Levofloxacin co thé gy ra cac phan ting qua mén cam nghiém trong, c6 nguy co tir vong (vi du
phu mach den sbc phan vé), déi khi sau lidu ban ddu. Bénh nhén cdn ngig ding Levofloxacin va
diéu tri y té thich hop.

Phan g bong nirde ndng:

Céc truong hop phan tmg da béng nudc nghiém trong, chrfmg han nhu hdi ching Stevens-Johnson
ho#ic hoai tir biéu bi nhiém ddc da dugce bdo céo khi st dung Levofloxacin. Bénh nhin nén tham
khdo y kién ngay 1ap tirc trude khi tiép tuc diéu tri néu cac phan img da va / hodc niém mac xay ra.

R6i loan dwong huyét: -

Nhu v6i tit ca cac quinolon, rdi loan dudng huyét, bao gbm ca ha dudng huyet va ting dudng
huyet da dugc bao cdo, thuong o nhiing bénh nhén tiéu duong duoc didu tri ddng thoi véi mét
thudc ha dudng huyét dang udng (vi du, glibenclamid) hodc vdi insulin. Cac truong hop hon mé do
ha dudng huyet d3 duge bao céo. O nhitng bénh nhén tidu dudng cin theo ddi cin than lwong
dudng huyét.

Nhay cam voi anh sang:

Nhay cam véi dnh sang da duoc bao cdo khi sir dung levofloxacin. Bénh nhén duge khuyén cdo
tranh tiép xic véi énh sing manh hodc véi tia cuc tim nhéan tao (UV) (vi du dén sunray, phong tim
néng), trong khi didu tri va trong 48 gid sau khi ngling didu tri, dé ngin chin phan tmg nhay cam
véi anh sang.

Bénh nhan dwge diéu tri bang thudc khdang vitamin K.

Do kha ning lam téng xét nghiém déng mau (PT / INR) va / hodc chdy mau & nhiing bénh nhéan
duoc diéu tr1 ddng thoi véi Ievoﬂoxacm va mot khang vitamin K (vi du warfarin), nén xét nghiém
ddng mau can dugc theo dai khi cac thube nay duge ding dong thoi.

R&i loan tém than:
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R&i loan tam than d3 dirgc béo cdo & nhiing bénh nhin st dung qumolon ké ca levofloxacin. Cic
truong hop rat hiém gip nhu 6 ¥ dinh tu sat va hanh vi tu giy nguy hiém - d6i khi chi sau mot heu
duy nhét levofloxacin. Néu xay ra nhiing phan Gng bét loi nay trong khi sir dung levofloxacin, cén
dirng thude va ¢ céc bién phéap xir tri triéu chimg thich hop. Cén than trong khi st dung cho nhiing
bénh nhan tam than hodc nhiing bénh nhén c6 tién st bénh tAm than.

Kéo dai khoang QT trén dién tdm do:

Thén trong khi st dung cac fluoroquinolon, bao gdm levofloxacin, & nhiing bénh nhan c6 yéu t
nguy co kéo dai khoang QT nhu:

+ Héi chang QT kéo dai bam sinh

+ Sir dung dong thdi céc thude du’oc biét 1a kéo dai khoang QT (vi du thube cxong loan nhip
nhém IA va 111, thude chdng trdm cam ba vong, macrolid, thudc chéng loan than)

+ MAt can bing dién giai (vi du ha kali m4u, ha magne mau)

+ Bénh tim mach (vi du suy tim, nhdi méu co tim, nhip tim cham)

+ Bénh nhan cao tudi va phu nir ¢6 thé nhay cam hon véi cac thude kéo dai khoang QT. Do vy,
can than trong khi sir dung fluoroquinolon, bao gbm ciprofloxacin, trén céc dbi tugng nay.

Bénh Iy than kinh ngogi bién:

Bénh thin kinh cam gidc ngoai bién va bénh than kinh cam gidc va vén dong ngoal bién di dugc
bdo c4o & nhitng bénh nhan dung fluoroquinolon, bao gom c4 levofloxacin, ¢6 thé nhanh chong
khoi phat. Bénh nhan nén ngimg su dung Levofloxacin néu trai qua cdc triéu chiing ciia bénh thin
kinh dé ngén chin su phat trién tinh trang khong thé hdi phuc.

Réi loan gan mdt:

Céc truong hop gan hoai tir Ién den suy gan gfly tr vong di dugc bdo céo voi levofloxacin, chi yéu
& nhitng bénh nhén c6 bénh tiém 4n nghiém trong, vi du nhi€m tring huyét. Bénh nhin nén ngung
d1eu tri v6i levofloxacin va lién hé v6i béc sinéu co cic du hiéu va tri¢u ching cua bénh gan phat
trién nhu chén n, vang da, nudc tiéu sdm mau, ngira hodc dich b bung.

Sy lam tram trong hon bénh nhiroc co:

Fluoroquinolon bao gdm levofloxacin, c6 hoat déng chin thin kinh co va co thé lam trdm trong
thém tinh trang yeu co & bénh nhén ¢6 bénh nhugc co. Cic phan (mg c6 hai nghiém trong thu dugc i
khi Iuu hanh thudc, bao gdm céc trudng hop tit vong va ap dung céc bién phap hd trg hd hép, c6
lién quan dén sir dung fluoroquinolon & bénh nhan c6 bénh nhugc co. Levofloxacin khong duogc \
khuyén céo & nhitng bénh nhén cé tién st cua bénh nhuoc co.

Réi loan thi gide:

Néu thi gidc bi suy gidm hoic ¢6 bét ky anh huéng nao trén miét, cdn tr vin chuyén gia nhan khoa
ngay 1dp tue.

Bgi nhiém:

Viée sir dung cua levofloxacin, ddc biét 1a néu kéo dai, c6 thé din dén phat trién qua mic clia cdc

sinh vét khdng nhay cam. Néu c6 bdi nhiém trong khi didu tri, céc bién phap thich hop cin duge
thuc hién.

Anh hieong t6i cde xét nghiém:
& nhitng bénh nhan dugc diéu tri v6i levofloxacin, xac dinh thuoc phién trong nude tiéu c6 thé cho
két qua duong tinh gia. D4 x4c nhan sy ¢6 mit cia thude phién cén st dung phuong phép cu thé hon.

Levofloxacin ¢6 thé e ché sw ting truéng cia vi khuén lao va, do dé, c6 thé cho két qua 4m tinh
gia trong chén do4n vi khuan lao.
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9. Sir dung cho phu nit c6 thai va cho con bi:
Phuy nit co thai:

Khong dung levofloxacin cho phu nir c6 thai.
Phu nit cho con bu:

Chua do dugc ndng do levofloxacin trong sita me, nhung cin cit vao kha ning phan b6 vao sita cia
ofloxacin, ¢6 thé dy doan ring levofloxacin ciing dugc phan bé vao stra me. Vi thube ¢6 nhéu nguy
co ton thuong sun khép trén tré nhé, khéng cho con bu khi ding levofloxacin.

10. TAc dgng cita thude khi l4i xe va vin hanh may mée:

Levofloxacin c6 thé giy nhiing tic dung khong mong mudn nhu 1 tai, chéng mit, budn ngi va rdi
loan thi gidc, ¢6 thé trd thanh mdt nguy co trong nhitng trudng hop nhu 14i xe hodc van hanh méy
11. Twong tdc, twong ky ciia thude:

Anh hwéng ciia cdc thubc khic dén levofloxacin:

Theophylin, fenbufen hodc thuéc chéng viém khong steroid:

Khéng c6 twong tac duge dong hoc cia levofloxacin véi theophylin duge tim thdy trong mot
nghién ctru [dm sang. Tuy nhién ¢6 mét bdo cdo vé ha thdp ngudng co gidt & ndo cb thé xay ra khi
c4c quinolon dugc ding ddng thoi vai theophylin, thude khéng steroid chéng viém, hodc cac thude
gdy ha thip ngudng co giat khac.

Néng d6 Levofloxacin ting khodng 13% so véi khi ding don ddc néu c¢6 mit cia fenbufen.
Probenecid va cimetidin:

Probenecid va cimetidin c6 mot dnh hudng dang ké vé mit théng ké vé su thai trir levofloxacin. Do
thanh thai thén ctia levofloxacin giam do cimetidin (24%) va probenecid (34%). Piéu nay 12 do ca
hai loai thudc ¢6 kha ning ngin chin sy bai tiét & 6ng than cua levofloxacin.

Cn thén trong khi levofloxacin dugc ding chung véi céc thude anh hudng sy bai tiét than dng than
nhu probenecid va cimetidin, dic biét 12 ¢ nhitng bénh nhén suy thén.

Cdc thdng tin lién quan khdc:

Nghién citu duge ly [dm sang cho thiy duge dong hoe ciia levofloxacin khong bi anh huéng vé mit
lam sang khi levofloxacin dugc dung cuing véi cac thubc sau: canxi cacbonat, digoxin,
glibenclamid, ranitidin.

Anh hiwéng ciia levofloxacin dén cic th ubc khdc:

Cyclosporin: Thoi gian bdn thai ciia cyclosporin tang 33% khi dimg phoi hop véi levofloxacin.
Thudéc khdng vitamin K:

Lam ting xét nghiém dong mau (PT / INR) va / hodc chdy méu co thé rat ning da duoc bo céo &
nhitng bénh nhan duoc didu tri ddng thoi véi levofloxacin va mét khang vitamin K (vi du warfarin).
Vi vay c4c xét nghidm déng mau cin dwoc theo ddi & cac bénh nhan duge didu tri véi thude khang
vitamin K.

Céc thuéc kéo dai khodng OT:

Levofloxacin cling nhu cdc fluoroquinolon khac nén ding thén trong trén nhiing bénh nhén dang
ding cac thude duge biét co gay kéo dai khoang QT (vi du: thudc chéng loan nhip nhém IA va III,
thude chdng trAm cam ba vong, cic macrolid, thube chéng loan thén).

Cdc thong tin lién quan khac:

Trong nghién ctu tuong tac duge ddng hoc, levofloxacin khong anh hudng dén duoc dong hoc
cia theophylin ( 12 mét co chét thim do cho CYP1A2), chi ra ring levofloxacin khéng phai 12 mét
chit tic ché CYP1A2.

Twong ky: Vi c6 rét it cic thong tin vé tuong ky cuia levofloxacin, khéng thém bét ky mot thube
nao khac vao dung dich truyén levofloxacin hodc vao cling mgt duong truyén.
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12. Tac dung khéng mong mudn:

Thieong gdp: ADR > 1/100

Tiéu hod: Budn ndn, nén, ia chay, dau bung, tdo bon, khé tiéu.

Gan: Tang enzym gan. |

Thén kinh: Mat ngti, dau dau. ‘

Da: Kich g noi tiém, ngta, ban da. ‘

It giip 1/100 > ADR > 1/1000

Than kinh: Hoa mét, cing thing, kich dong, lo ling.

Tiéu hod: Pau bung, dﬁy hoi, kho tiéu, ndn, tdo bdn.

Gan: Tang bilirubin huyét.

Tiét niéu, sinh duc: Viém 4m dao, nhiém ndm Candida sinh duc.

Da: Ngtra, phat ban. |

Hiém géip, ADR < 1/1000

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

Tiéu hod: Viém dai trang mang gia, khé miéng, viém da day, phu ludi.

Co xuong - khép: Dau khdp, yéu co, dau co, viém tuy xwong, viém gin Achille.

Thén kinh: Co gidt, gific mo bét thudng, trAm cam, rdi loan tAm than.

Di tmg: Phu Quinck, chodng phan vé, hoi chimg Stevens - Johnson va Lyelle.

Huwdng din cdch xir tri ADR

Cén ngimg levofloxacin trong céc trudng hop: Bt du c6 cic biéu hién ban da hodc bit ky ddu

hiéu nao cvia phan ting mén cam hay ADR trén TKTW. Cin gi4m st ngudi bénh dé phét hién viém

dai trang mang gia va c6 céac bién phap xur tri thich hop khi xudt hién ia chay trong khi dang ding

levofloxacin.

Khi xuét hién diu hiéu viém gan cén ngimg ngay thude, dé hai gdn gbt nghi voi cac dung cu ch

dinh thich hop hoéc nep gét chan va hoi chén chuyén khoa. |
Théng bdo ngay cho bdc sy hodc dwgc sy nhitng phdn ieng cd hai gdp phdi khi sie dung thuic

13. Qua lidu va cich xi tri:

* Triéu chimg: Theo cac nghién cliu doc tinh & dong véat hodc cdc nghién ciru duge ly 14m sang

duoc thuc hién véi lidu didu tri, cac ddu hiéu quan trong nhét sau khi ding qua lidu levofloxacin 1a

cée triéu chirng cua hé théng than kinh trung wong nhu nhim 14n, chéng mit, suy gidm y thirc va co

giat, kéo dai khoang QT.

* Xir trf: Khéng c6 thube giai doc ddc hidu. Didu tri triéu chiing va hd trg. Thim tach mau va thim

phan phic mac lién tuc khong c6 hidu qua loai levofloxacin ra khoi co thé. Theo doi dién tam do vi

thube gy kéo dai khoang QT

14. Pac tinh dwge lye hoc:

ATC: JOIMAI2.

Nhém duge ly: Khang sinh nhém fluoroquinolone

Levofloxacin 13 mot khéng sinh téng hop c6 phé rong thude nhém fluoroquinolon. Ciing nhu céc
fluoroquinolon khéc, levofloxacin cé tac dung diét khudn do tic ché enzym topoisomerase II (DNA-
gyrase) va/ hodc topoisomerase IV 13 nhiing enzym thiét yéu cia vi khuin tham gia xdc tic trong
qua trinh sao chép, phién mi va tu sira DNA cua vi khuén. Levofloxacin c¢6 tic dung trén nhiéu
ching vi khuén Gram am va Gram duong, trong dé tdc dung trén vi khudn Gram duong va vi
khudn ky khi t&t hon so v6i céc fluoroquinolon khac. Tuy nhién levofloxacin lai ¢é téc dung in
vitro trén Pseudomonas aeruginosa yéu hon so véi ciprofloxacin.
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Phé tic dung:
- Vi khuén nthay cam in vifro va nhiém khuén trong I1am sang:

+ Vi khudn wa khi Gram am: Enterobacter cloacae, E. coli, H.influenza, H. parainfluenza,
Klebsiella pneumonie, Legionalla pneumophila, Moraxella catarralis, Proteus mirabilis,
Pseudomonas aeruginosa.

+ Vi khuén khéc: Chlamydia pneumoniae, Mycopasma pneumoniae.

+ Vi khuén wa khi Gram duong: Bacillus anthracis, Staphylococcus aureus nhay cam methicilin
(meti -S), Staphylococcus coagulase am tinh nhay cam methicilin, Staphylococcus pneuminiae.

+ Vi khuén ky khi: Fusobacterium, Peptostreptococcus, Propionibacterium.

- Céc loai vi khuan nhay cam trung gian in vifro:
+ Vi khudn ua khi Gram duong: Enterococcus faecalis.
+ Vi khuén ky khi: Bacteroides fragilis, Prevotella.

- Céc loai vi khudn khang levofloxacin:

+ Vi khuén wa khi Gram duong: Enterococcus faecium, Staphylococcus meti-R, Staphylococcus

coagulase am tinh meti-R.
Co ché dé khing:
Khéng véi levofloxacin dat dugc théng qua mot qué trinh timg bude dot bién vi tri muc tiéu trong
ca hai loai enzym topoisomerase tuyp II, DNA gyrase va topisomerase [V. Cic co ché khéng khc,
nhu hang rao thim théu (thuong gip & Pseudomonas aeruginosa) va co ché thdm thdu ngugc ciling
¢6 thé anh hudng dén tinh nhay cam véi levofloxacin.
In vitro, c6 khang chéo gifia levofloxacin va céc flouroquinolon khac. Do co ché tac dung thudng
khéng c6 khéng chéo gifia levofloxacin va cac ho khéng sinh khac.
15. Pic tinh dwge dfng hoc:
Ty 16 gén protein huyét twong 14 30-40%. Thé tich phan phdi trung binh ca levofloxacin Ia khoang
100 1it sau lidu don 500mg va l3p di lap lai. Levofloxacin dugc phan b réng rdi trong co thé: niém
mac phé quan, chét long 16t bidu mé, cac dai thuc bao phé nang, mé phdi, da (chét long chd phéng
da), mo tuyén tién liét va nudc tiéu. Tuy nhién, levofloxacin c6 thdm nhép kém vao dich néo tuy.
Levofloxacin dugc chuyén héa mét luong rdt nho thanh cac chit chuyén héa 13 desmethyl-
levofloxacin va levofloxacin N-oxide. Chét chuyén héa chi chiém dudi 5% liéu ding va dugc bai
tiét trong nude tiéu.
Sau khi ubng va tiém tinh mach, levofloxacin duge thai trir twong d6i cham tir huyét tuong (thoi
gian ban thaitlr 6-8 h) va bai tiét chu yéu qua thén (> 85% liéu ding).
D6 thanh thai toan than trung binh biéu kién cta levofloxacin sau mét lidu duy nhat 500mg 13 175
+/- 29,2 ml / pht.
Khong cé sy khac biét 16n vé duge ddng hoc cua levofloxacin khi ding dudng tiém tinh mach va
dudng udng, nén dudng udng va dudng tiém tinh mach cé thé ho4n d6i cho nhau.
Duoc ddng hoc cua levofloxacin bj anh hudng béi suy thén. Véi chic ning than giam d6 thanh thai
than va hé s thanh thai giam, thoi gian ban thai ting.
Khong cé su khac biét dang ké trong déng hoc ciia levofloxacin giita céc dbi tugng 14 thanh nién va
ngudi cao tudi, ngoai trir nhiing ngudi cé khac biét vé d6 thanh thai creatinin.
Phan tich riéng biét & ddi tuong nam va nit cho thiy su khéc biét gidi tinh anh hudng rét nho dén
duoce dong hoc cia levofloxacin. Khong ¢6 bing chirng cho thiy nhimg khac biét v& gi6i trong 1am sang.
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16. Quy cédch déng goi: Hop 1 lo 100 ml, kém t& hudng dan sir dung
17. Piéu kién bio quan, han diing, tiéu chufin chét lirgng thude:
Béo quan: Noi khd, duéi 30°C, trdnh 4nh sdng
Han dung: 24 thang ké tir ngdy san xuét.
Tiéu chudn: TCCS
18. Tén, dia chi ciia co s& sdn xudt thube:
| CONG TY CO PHAN DUGC PHAM TRUNG UONG I - PHARBACO
$6 160 Ton e Théng — Hang Bét — Déng Da— Ha Noi
o Dién thoai: 024 - 38454561; 024 - 38454562 Fax: 024 — 38237460

PHARBACO , . s aras
Séan xuét tai: Thanh Xuéan - S6¢ Son - Ha Néi.
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