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Rx

LYPOPHYL 750

DE XA TAM TAY CUA TRE EM .
BQC KY HUONG DAN SU'DUNG TRUOC KHI DUNG
THUOC NAY CHI DUNG THEO PON THUOC

1, Thanh phﬁn cong thire thube:
M3di 150 ml dung d]ch tiém truyén LYPOPHYL 750 chira:
Thanh phén hoat chit; Levofloxacin 750 mg
(Dudi dang levofloxacin hemihydrat)
Thanh phén ta duge: Glucose monohydrat, Natri hyroxyd hay Acid hydrocloric, Nudc dé pha thubc tigm.
2. Dang bao ché:
Dung dich tiém truyen
Dung dich trong, mau vang nhat.
3. Chi djnh:
Dung dich tiém lruyén LYPOPHYL 750 dugc chi dinh cho ngudi 1ém trong cée trwdmg hop nhidm khudn sau ddy:

e Viém phdi méc phai cong dong

o Nhi&m khuin da va mé mém phirc tap.

Dbi véi cac nhidm khudn & teén, chi nén sirdung LYPOPHYL 750 khi céc khang sinh khéc dugc coi 1a khong phi hop dé diéu tri ban dAu
cho céc nhiém khudn nay.

e Viém bang quang— bé than va nhiém khudn dudng tiét ni¢u phrc tap.

o Viém tuyén tién ligt man tinh.

] ° Hit phai bénh than: dy phéng sau phai nhiém va diéu tri bénh than,
o Nhiém khuéin duang tiét nidu khéng phirc tap: Do khang sinh flucroquinolon, trong dé ¢c6 LYPOPHYL 750 lign quan dén phan
{mg c6 hai nghiém trong (xem muc Then trong) va nhidm khudn dutmg tiét niéu khong phire fap & mdt s6 bénh nhén c6 thé ur
khéi, chinén sir dung LYPOPHYL 750 cho nhimg bénh nhan khang c6 diu tri khac thay thé.

o Dot nhiém khudin cép ciia viém phé quan man tinh: Do khang sinh ﬂuaroqumolun frong dé ¢6 LYPOPHYL 750 lten quan dén
phfm img c6 hai nghwm trong (xem muc Thén trong) va dot nhi&m khudn cap ctia viém phe quén man tinh & mjt s6 bénh nhéin co
thé tu khoi, chI nén sirdung LYPOPHYL 750 cho nhimg bénh nhan khéng 6 diéu tri khéc thay thé.

e Viémxoang cdp tinh do vi khudn: Do khang sinh ﬂuoroqumolon trong d6 co [,YPOPHYL, 750 lién quan dén phan tmg ¢6 hai
nghiém trong (xem mye Thgn frong) va viém xoang cap tinh do vi khudn & mét s6 bénh nhan cd thé tw khoi, chi nén sir dung
LYPOPHYL 750 cho nhimg bénh nhan khang c6 didu tri khde thay thé.

4, Litu lwgng va cich dimg:
Levofloxacin lle lruyen tinh mach chim, ligu thuémg ding khoéng 250-750 mg, 1 hoiic 2 lan mdi ngay phy thudc vao mirc do néng nhe va
thc nhdn gy bénh. Liéu ding cho bénh nhén cé chirc niing thin binh thudémg (d4 thanh thai creatinin > 50 ml/phat)

Chi dinh Li¢u ding hang ngiy Tdng thoi gian didu trj (ngay)*
Viém phdi cong ddng 500 mg 1-2 lin 7-14
Viém bang quang - bé thin 500 mg 1 lan 7-10
Viém tuyén tién ligt man tinh 500 mg 1 lan 28
Nhiém khudn da vi mé mém phirc tap 500 mg 1-2 lin 7-14
Hit phai bénh than 500 mg 1 l&n 56 (8 tudn)
Nhiém khuan dudng tiét nigu phirc tap 500 mg' 1 lan 7-14
Nhiém khuéin dudng tiét niéu khéng phirc tap 250 mg 1 lan 3
Dat nhim khudn clp cia viém phé quan man tinh 500 mg 1 lan 7

500 mg 1 lin 1014
) Viém xoang cdp tinh do vi khudn hogc
750 mg 1 lin 5

TThai gian digu tri bao gdm ca dudng tinh mach va dudmg udng, thai gian chuyén tir dudng tinh mach sang duting ubng tiy thude vio tinh
rang bénh nhan, thong thudng tir 2-4 ngay.
Liéu diing cho bénh nhan suy thin (dd thanh thai creatinin < 50 mi/phitt)

—y

) - Iy A .
L;;:gdg;‘ngh"‘;‘l‘:;r:;’:]‘g}"z‘;“ P thanh thi creatinin 2049 | D) thanh (i creatinin 10-19 | Thim phan méu va thim
T ml/phut mb/phit phén phiic mac

. Liu ban dau 750 mg, sau dé Liéu ban diu 750 mg, sau do

mg 750 mg mii 45 gio 500 mg mebi 48 it 500 mg m3i 48 st
500 mg Li¢u ban dau 500 mg, sau do Liéu ban dau 500 mg, sau dé Liu ban diu 500 mg, sau d6

250 mg moi 24 gib‘ 250 mg moi 48 giy 250 mg moi 48 gitr

250 mg Khong cin chinh lidu 250 mg mdi 48 gidr Chura c6 thong tin

Ngudi chire nﬁng gan suy giam: khéng can higu chinh liéu & bénh nhan suy giam chirc ning gan vi levofloxacin khéng chuyén héa qua gan
v ddo thai chi yéu qua lhqm

Nguai g:a khéng cén higu chinh lidu & bénh nhin eao tudi ngoai trir céc trtrémg hop lién quan dén suy gidm chirc niing thén.

Tré em va tré vi thanh nién: levofloxacin chong chi dinh str dung cho tré em va tré vj thanh nién.

Cich dimg: levoﬂoxacm chi duge tiém truyén tinh mach chidm, !ruyen nhanh s& din den nguy co ha huyét ap, thasi gian truyén phuy thuge
vao lidu str dung (lidu 250 mg hoiic 500 mg thuémg truyén trong 60 phit, liéu 750 mg truyén trong 90 phat).

Chay:

Sén pham thube nay chi su dung mét ln, Khong cdn bdo v§ khéi anh séng trong khi tiém truyén.

Loai bo tit ca dung dich néu diing khong hét.

Dung dich phai dugc kiém tra bing mit thuémg trude khi sir dung. N6 chi duge sir dung néu dung dich trong sudt, dung dich mau vang nhat,
khong ¢6 céc hat.

Khong lam dcmg lanh dung dich thude.

D3i véi tit ca cc loai thug bét ky san phim thude ndo khdng st dung phai duge xir Iy pha hap va tuin thi cée quy dinh vé méi trudng,
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- LYPOPHYL 750 tuong thich véi cac dung dich sau diy dé tidm truyén: 53”"36—3_} f:;‘t\\
(tinh 6n dinh héa hoc va vét 1y khi sir dung di duge chimg minh trong 72 gitr & 25°C):; a"’\ﬁ-./ja"' >
* Dung dich natri clorid 0,9%. /.—;ﬁ-’ s
e Dung djch dextrose 5%. / r@/ CONG T
e Dung dich dextrose 5% va dung dich Ringer lactat. f = a\(’;{ PH f‘f i
. Dung dich dextrose 2,5% va dung dich Ringer. f. l bl o
(tinh én dinh héa hoc va vit ly khi sir dyng dé duge chimg minh trong 24 gito & 2-8°C): TL A J.\\/'

e Cac dung dich két hgp dé tiém dinh dudng qua dudmg tinh mach (acid amin, carbohydrate, chit dign gidi). \" \
5, Chéng chi dinh: i

LYPOPHYL chdng chi dinh trong céc truémg hop sau déy: \"ir‘/ T P".:é
Bénh nhén qua min véi levofloxacin, cac quinolon khic hay bat ctr thanh phén ndo cla thude, e
Bénh nhén dgng kinh.

Bénh nhén ¢6 tién sir bénh gin co do fluoroquinolon gay ra.
Tré em vé tré vi thanh nién (< 18 tudi).

Phy nir ¢6 thai va cho con bil.

6. Canh bdo va thin trong khi diing thubc:

Cac phan {mg c6 hai nghiém trong cd kha ning khéng hdi phuc va gay tan tit, bao gbm viém gan, dit gan, bénh Iy thAn kinh ngoai bién va
céc tac dung bét lgi trén thin kinh trung ueng,

Céc khang sinh nhom ﬂuoroqumolon c6 lién quan dén cac phén img c6 hai nghlem trong c6 kha ning gay tan tat va khong hdi phuc trén céc
hq: co quan khéc nhau ciia co thé. Cdc phan img ndy c6 thé xudt hién dang thoi trén cung bénh nhén. Céc phén img c6 hai thlwng duge ghl nhén
gom viém gan, dut gén, dau khép, dau co, bénh 1y thin kmh ngoai vi va cdc téc dung bﬂt lgi tren thén kinh trung uang (4o gisc, lo Au, tram cam
mét nga, dau diu niing va 1a 1dn). Cz’ic phén {mg né¥ co thé xay ra trong vong vai gitr dén vai tuln sau khi sir dung thudc. Bénh nhan & bit ky tudi
nio hogic khong ¢6 yéu t6 nguy co tén tal tir trudre deu b thé gap nhimg phén lmg ¢d hai trén.

Ngimg sir dung thude khi cé ddu hidu hodic triéu chimg ddu tién cia bit ky phén img cé hai nghiém trong ndo. Thém vao d6, tranh sir dung
céc khang sinh nhém ﬂuoroqumolon cho céc bénh nhﬁn da timg giip cac phan U mg nghlem trong lién quan den fluoroquinolon.

Sraph_}'lacaccus aurens dé khang methicillin rat ¢d kha niing dé khang véi ﬂuoroqmnolones bao gom ca levofloxacin, Vi thé, khéng nén
ding levofloxacin dé diéu trj nhi&m khufin MRSA ngoal trir xét nghlem dd xdc nhin tinh nhay cam cua vi khudn déi véi levoﬂuxacm

Vlcm gin dic bl¢t 14 gan gét chin achill, ¢6 thé din dén dtrt gin, Bién chimg nay ¢6 thé xuit hign trong 48 gitr ddu tién, sau khi bit ddu
dung thude. Nguy co viém gén sé gia ting & bénh nhan trén 60 tudi, bénh nhan diing lidu 1000 mg mdi ngdy va bénh nhén ding corticosteroid.
Liéu sir dung nén duge diéu chinh & bénh nhin cao tudi dya trén dd thanh thai creatinin.

Anh huéng 1én hé co xuong; levofloxacin, ciing nhu phén lén céc quinolon khéc ¢6 thé gy thoai hoa sun & khép chiu lyc trén nhidu loai
dong vat non, do d6 khong nén sir dung levofloxacin cho tré dudi 18 tudi trir khi lO‘l ich vugt ri nguy co.

Nhuge co: ¢dn thin trong & bénh nhén bi nhuge co do céc bidu hl¢l1 c6 thé mng 1&n.

Tac dung 1én than kinh lrung uong: di 6 thong bdo vé phan img bét lgi nhur rdi loan tam than, tang 4p e ndi sg, kich thich than kinh trung
wong din dén co gidt, dau ddu, mét ngu trdm cam, I 1An, do gide, 4c mong, ¢6 y dinh hodc hanh déng tu sét (hiém gap) khi sir dung khang sinh
nhém quinolon, thim chi ngay & lidu dau tién. Néu xay ra cdc phan {mg bét lgi ndy khi sir dung levofloxacin cAn ngimg thude va ¢6 bign phép xir
tef thich hop. Cin thdn trong khi sir dung cho ngudi ¢6 bénh Iy thin kinh trung vong nhu déng kinh, xo cimg mach nio... vi c6 thé ting nguy co co

gidt.

Phan tmg mén cam: véi nhiéu biéu hign lam sang khéc nhau, lham chi séc phan vé khi str dung cc quinolon bao gbm cé levofloxacin.

Cén ngung thude khi ¢6 c4c biéu hién dau tién ctia phan tmg méin cam vad dp dung cée bign phdp xir tri thich hop.

: Mén cdm véi anh sédng mirc d6 vira dén niing, bénh nhan cin tranh tiép xtic véi dnh sdng mdt trdri trong thoi gian diéu tri va 48 gid sau khi
dieu tri.

Viém dai trang mang gia do Clostridium dj _ﬂrcrle phan {mg bit loi ndy co thé xay ra mirc do nhe dén de doa tinh mang, cdn Iuu y chin dodn
chinh xdc céc trudmg hop tiéu chay xay ra trong thoi glan ngu(‘n b¢nh dang sir dung khang sinh dé co bign phap xir tri thich hp.

Téc dung trén chuyén héa: levofloxacin cé thé gay ra cdc rdi loan chuvcn hua dudng, bao gom tang duimg huyét va ha dutmg huyét xay ra &
bénh nhén dai thao duémg dang str dung levoﬂoxacm dong thoi véi mot lhuoc udng ha dudng huyét hofic insulin. Do dé cin gidm sat duong huyét
& bénh nhin nay, néu ¢6 ha duimg huyét xéy ra cAn ngung levofloxacin va tién hanh cdc bién phap xir tri thich hop.

Kéo dai khoang QT trén dlen tAm do: sir dung quinolon ¢6 thé gdy kéo dai khodng QT trén dién tdm db ciia mot su ngudi bénh va mjt sd
h:em 1rucmg hgp loan nhip, do dé cin tranh sir dyng trén ngudi bénh sin c6 khoang QT kéo dai, ngudi bénh ha kali huyet ngudi dang sir dung
thude chong loan nhip nhém 1A (qumtdln procalnamld ) hoac nhém 11T (amiodaron, sotalol...), thin trong khi sir dung cho nguti bénh dang co
tinh trang ticn loan nh|p nhu nhip chém va thiéu mau co tim cap

Bénh nhan c6 tién sir gia dinh hofic sy thiéu hut glucose-6-phosphate dehydrogenase thue té d& bj phan img tan méu khi didu trj bing
quinolon. Do dé, nén str dung levofloxacin thin trong & nhimg bénh nhén nay.

7. Sirdung thuéc cho phu nir ¢d thai vz‘t cho con ba:

Phy m'i' c6 thai: c6 rat it tai lidu v& viée sir dung levofloxacin & phu nir ¢6 thai. Cac nghlen clru trén dong vat khéng chi ra cac tac dgng c6
hai trye hcp hodic gian tiép dbi vdi tde dung c6 hai dbi véi kha ning sinh san. Vi thude cé nhidu nguy co gy ton thuong syn khép trén tré nho
nén khong diing levofloxacin cho phy nit ¢6 thai.

Phu nir cho con bii: Levofloxacin 13 chéng chi dinh & phy nit cho con bi. Khdng co du thong tin vé viée bai tiét levofloxacin trong sita me.
Tuy nhién cc fluoroquinolone khéc dugc bii tiét trong sira me. Vi thude cé nhidu nguy co gdy tdn thuong sun khép trén tré nho nén khang ding
levofloxacin cho phu nir cho con bu.

8. Anh hu'fmg ciia thude 1&n kha niing Iél xe va van hanh nlsiy moe:

Mt s tic dung khong mong mudn nhu chéng mit, budn nga, rdi loan thi gidc ¢ thé xdy ra, do do thin trong khi lai xe va vin hianh may
mdc.

9. Twong tie, trong ky, ciia thube:

Antacid, sucrafat, ion kim logi, multivitamin: khi sir dung ddng thoi ¢ thé lam gidm hdp thu levofloxacin, cin udng thude nay it nhét cach
xa 2 gidr.

Theophylin: mét nghién ciru trén ngudi tinh nguyén khée manh khong cho lhay co twong tac. Tuy nhién do ndng db trong huvét tuong va
AUC 1hec|phylm 1huo‘ng b1 tang khi sir dung ddng théi véi cac quinolon khac nén van cn quan st chit cha nong dd theophylin va hi¢u chinh
lidu néu can khi sir dyng dong thoi véi levofloxacin.

Warfarin: do dd c6 théng bdo warfarin ting téc dung khi ding chung voi levofloxacin, cin quan sit céc chi s6 v& dong mau khi sir dung
dbng thi 2 logi thude nay.

Cy!osporm dlgoxm turong téc khdng 6 ¥ nghia lam sang do do khong can hiéu chinh lidu cc thude nay khi sir dung dong théi.

Céc thude khéng viém khong steroad ¢6 kha ning lam ting nguy co kich thich than kinh va co giat k!u su dung déng thai vai levofloxacin.

Céc thude ha dutmng huyét: ding dong thoi levofloxacin cé thé lam ting nguy co réi loan dudmg huyct cin gidm sat chiit ché.

Levofloxacin lam gidm tac dung ciia BCG, mycophenolat, sulfonylurea va viic xin thuang han.

Twang ky:
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Thudc ndy khdng dugc lron 13n vai dung dich heparin hoiic ki#m (nhur natri hydrocacbonat), e \75(’ 3 ? 7 1 ;
10, Tse dung khéng mong munn clia thuoc b 2L \
Cic tac dung khong mong muén cua ihuoc {ADRY) dua trén tit ¢ cdc nghidn ciru ldm sémg trén hon 8.300 bénh nhén. .i/ 9 NG TY 2
Trong mdi nhém phén logi theo tén sudt, cdc tic dung khong mong mugn duoe sip xép theo thir tir mire dd nghiém troi ‘glam n, Cgc lj\l m p] n
loai tAn sut duge dinh nghfa nhur sau: d= c0 PHAM T
Thuémg gip (1/100 < ADR <1/10). if\ i K nensana: 118
it gip (1/1.000 < ADR <1/100). N 3.2 M /&
Hiém gip (1/10.000 < ADR <1/1.000). b “AE
‘Nhémhécoquan | Thudnggip Bl gﬁp = o Hikmagy . N V
Nhiém khudn va nhiém ky Nhiém ndm bao gom nh[em Candlda \‘{‘W
sinh triing S—
Céc roi loan méu va hé bach Gidm bach ciu Giam tiéu ciu
huyét Tang bach ciu ua eosin Giam bach cdu trung tinh

Cic roi loan ve hé mién dich

Qua min cdm

Cac rdi loan chuyén héa va Biéng in Ha dudmg huyét diic biét & bénh
dinh dudng nhin dai thdo duimg
Céc roi loan v tim thin Mt ngii Lo du Réi loan tam thiin (3o giac, hoang

Trang théi 3n tudmg)

Trang thai kich dong TrAm cam

Kich dong
cmdng
Céc rdi logn v& h¢ than kinh Pau diu Ngu ga Co gidt
Chodng vang Rung
Loan vj gidc

Céic roi loan vé mit

Cic rbi loan thi gidc nhu m& mat

Céc roi loan vé tai va mé dao

Chdng mit

U tai

Céc roi loan vé hé tim mach

Nhip tim nhanh

Céc rdi loan vé mach miu

Chi ding duéng
tinh mach: viém

Ha huyét ép

truyén thude (dau,

dé)

tinh mach
Céc 10i loan vé hé hd hép, Khé thés
long nguc vi trung thét
Céc roi loan vé tiéu hoa Tiéu hba Pau byng
Non Khé tiéu
Budn ndn Diy hoi
Téo boén
Cée roi loan vé gan-mat Ting men gan Ting bilirubin
(ALT / AST,
alkaline
phosphatase,
CGT)
Cic roi loan vé da va md dudi Phét ban
da* Ngira
May da
Tang tiét md hoi
Céc phan img vé hé co xuong Dau khép Céc r6i loan vé gén gdm viém gin
va md lién két Pauco (gan achill)
Yéu co
Céc rdi loan vé than va tidt T#ng creatinin méau Suy thn cip tinh (do viém thén k&)
niéu
Céc rbi loan chung va cac Chi ding duding Suy nhuge Sot
phin {mg xdy ra tai vi trf dimg | tinh mach: phan
thudc {mg tai vj tri

Huéng diin cdch xir tri ADR:

chan chuyén khoa.
11. Qui lidu va cdch xir tri;
khodng QT.

12, Céc diic tinh dwge lye hoe:
Ma ATC: JOIMA12

(*)Céc roi loan trén niém mac da d6i khi co thé xay rangay ca sau khi diing lidu dau tién.
Cic téc dung khdng mong mudn khic lién quan dén vide sir dung céc fluoroquinolon bao gdm: R&i loan chuyén héa porphyrin.

Cén ngumg levofloxacin trong cdc lrumlg pr bét ddu c6 biéu hign ban da hofic bt ky ddu higu ndo cia phan img qua man hay ADR trén
than kinh trung uong. Cén gidm st ngudi bénh dé phat hién viém dai trang mang gia va co bién phap xir tri thich hep khi xuét hign tiéu chay
trong khi dang diing levofloxacin,

Khi xudt hién cdc ddu higu viém gan cin ngumg thudc ngay, dé hai gin got nghi véi cac dung cu ¢b dinh thich hop hodc nep got chan va hji

THONG BAO NGAY CHO BAC ST NHUNG TAC DUNG KHONG MONG MUON GAP PHAI KHI SU' DUNG THUOC.
Khi truyén qud lidu LYPOPHYL xuét hign cdc trigu chimg trén than kinh trung wong nhw nhdm I&n, chng mit, suy gidm ¥ thirc, co giat, ting
Khéng c6 thude gidi déc déic higu. Trong truémg hop diing qua lidu, cén thyuc hign diéu trj triéu chimg, theo doi dién tdm dd vi thubc kéo dai

khoing QT. ThAm phén mau va thim phan phiic mac khang hi¢u qua trong viée loai bé levofloxacin khoi co thé.

Levofloxacin lhuqc nhém khang sinh qumolnn phén nhém flouroquinelon,
Levoﬂoxacm la ddng phan S-isomer ciia ofloxacin, né cé tac dung diét khun manh gdp 8-128 1dn so vai déng phan D-isomer va tic dung
manh gép 2 lan so vdi ofloxacin racemic.
Co ché tic dung: levofloxacin €6 tée dung diét khudn do (rc ché topoisomerase 11 (DNA-gyrase) va topoisomerase IV I nhimg enzym thiét
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=

— %4
yéu ciia vi khudn tham gia xiic thc trong qué trinh sao chép, phién ma va tu sira DNA ciia vi khudn, Levofloxacin cjf ésh'\) cac ﬂuuﬁu{,
14 khang sinh phé réng c6 tic dung trén nhiéu vi khudn Gram am va Gram duong. Levofloxacin ¢ tic dung trén i kh an Gran duang vihid kiudn
ky khi tét hon céc fluorequinolon khéc. o ’

Co ché dé khing thude cta vi khudn: khang lai levofloxacin 1a qué trinh timg bude dot bién trén dich t
topoisomerase 11 (DNA-gyrase) va topoisomerase 1V. Mot co ché dé khing khac I3 ngiin khéng cho thu
Pseudomonas aeruginosa), va bom thude ra khéi té bao. Sy dé khéng chéo gitra levofloxacin vdi céc fluoroqui
co ché téc dang, khdng cé sy dé khang chéo giira levofloxacin véi cac nhém khang sinh khée. "%',\

Cic vi khufin nhay cim véi levofloxacin: ’Y,\‘,‘\____ﬂ,,r;'

Vi khudn hiéu khi Gram duong: Baciflus anthracis, Staphylococcus aureus nhay cam methicillin, Staphylococciis: '@mw
nhém Cva G, Streptococcus agalaciiae, Sireplococcus pneumoniae, Sireplococcus pyogenes. R

Vi khuan hiéu khi Gram am: Eikenella corrodens, Haemophilus influenza, Haemophilus para-influenza, Klebsiella oxytoca, Moraxella
catarrhalis, Pasteurella multocida, Proteus vulgaris, Providencia retigeri,

Vi khudn ky khi: Pepfostreptococcus.

Vi khudn khdc: Chlamydophila preumoniae, Chlamydophila psittaci, Chlamydia trachomatis, Legionella pneumophila, Mycoplasma
preumoniae, Mycoplasma hominis, Ureaplasma urealyticum.

CAc vi khufin nhay cam trung gian in vitro:

Vi khuén hiéu khi Gram dwong: Enterococcus faecalis, Staphylococcus aurens dé khang methicillin, Coagulase am tinh Staphylococcus spp.

Vi khudn hiéu khi Gram am: Acinetobacter bawmannii, Citrobacter Jreundii, Enterobacter aerogenes, Enterbacter agglomerans,
Enterobacter cloacae, Escherichia coli, Morganella morganii, Proteus mirablis, Providencia stuartii, Pseudomonas aeruginosa, Serratia.
marcescens

Vi khuén ky khi: Bacteroides fragilis.

Cic loai vi khufin khdng levofloxacin:

Vi khuan hiéu khi Gram duong: Enterococcus faecium, Staphylococcus aureus dé khéng methicilin rit c6 thé s& ¢é kha ning d& khang véi
levofloxacin.

] 13. Céc diic tinh duge dfng hoc:
Khoiing 30-40% levofloxacin gin véi protein huyét tuong. Levofloxacin phan bd réng rai vao cdc md trong co thé nhw niém mac phé quén,
phé nang, md phdi, da, tuyén tién ligt va nuée tidu. Tuy nhién, levofloxacin rét it thim vao dich nio tiy.

Levofloxacin rat it bj chuyén héa trong co thé (< 5% lidu ding), chit chuyén héa cia levofloxacin Ia desmethyl-levofloxacin va levofloxacin
N-oxid, chét chuyén héa ndy rét it hoat tinh sinh hoe.

Levofloxacin duge thii trir tueng déi chim (thdi gian ban thai 6-8 gid), chit yéu dao thai qua thin ( > 87% lidu ding). Chc thdng s6 duge
déng hoc ciia levofloxacin khi diing dudmg udng va dudmg (inh mach véi lidu twong duong 14 gin nhwr nhau, do dé wu tién diing duong udng va chi
diing dudmg tiém khi khdng udng duge.

Nguoi suy chire ning thin:

Dugc dong hoc ciia levofloxacin bj anh hudng bi suy thin, O ngudi suy chirc nang thn, levofloxacin bj gidm dao thai va tang thoi gian ban
thai nhu bang sau:

Dugc déng hoc cita levofloxacin sau khi udng lidu 500 mg

] mang &
Rt

P thanh thai Creatinin

ml/phit) <20 20-49 50-80
Toc dd thai trir (ml/phut) 13 26 57
Thoi gian bén thai (gids) 35 27 9

Ngudi cao tudi: Kh(‘m% c6 sy khac biét vé duge déng hoe ctia ngudi tré tudi va ngudri 16n tudi khi ding levofloxacin, ngoai trir nhimg ngudi
lién quan dén sy khic biét vé dd thanh thai creatinin.
14, Quy cdch déng goi:
Hdp 1 chai, chai 150 ml.
15. Ditu kign bio quin, han ding, tiéu chudn chét lrgng ciia thude:
Ditu ki¢n bio quan: Bao quin noi khd rdo, nhiét do khéng qué 30°C, tranh 4nh sang.
Han diing: 24 thang ké tir ngdy san xufit.
Sir dung ngay Ip tire (trong vong 3 gitr) sau mé niit cao su dé trinh nhiém khudn, Néu khang duoc sir dung ngay Iap i (trong vong 3 gid),
thoi gian va diéu kién bdo quin trude khi sir dung I tréch nhiém ciia ngudi ding vé théng thudng s& khdng 1au hon 24 gits & 2-8°C, trir khi viée
) pha lofing da dugc kiém sodt va diéu kign vd tring da duoe x4c nhan.
Sin pham thude chi sir dung mét 1dn, loai bo khi khéng sir dung hét,
Tigu chufin chit lrgng: TCCS
16. Tén va dja chi ciia co' s& san xuft thude:

CONG TY CO PHAN S.P.M (8.P.M CORPORATION)
ﬁ WWW.Spm.Ccom.vin
: ¢ L6 51, Khu Céng Nghiép Tén Tao, Puong s6 2, Phwdng Tan Tao A, Quan Binh Tan,

& 2 VA Thanh phd H& Chi Minh
PT: (08) 37507496 Fax: (08) 38771010
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