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TO HUONG DAN SU DUNG THUOC -
Vién nén bao phim LEVOFLOXACIN SPM 5
®MH‘IMM &

Vién nén bao phim LEVOFLOXACIN SPM 500

1. Thanh phén:
Mdi vién nén bao phim chira:
TROE VR i e e I vién.

(Avicel M101, aerosil, primellose, magnesi stearat, tale, HPMC 615, HPMC 606, PEG 6000, titan dioxyd, miu ving sunset
yellow, mau do Ponceau 4R, kollicoat protect).

2. Ciic diic tinh duye Iy:
Degre liee hpe:

MA ATC: JOIMAI2

Nhém duge Iy: nhdm khing sinh quinolon (phiin nhém fluoroquinelon)

Levofloxacin li mt khing sinh thudc nhém fluoroquinolon c6 phd khing khudin rdng. Levofloxacin 6 tac dyng (e ché tiéu
don vj A clia ADN gyrase (topoisomerase), 1 mdt enzym cdin thiét cho sy sao chép ADN cia vi khudn.

Co ché tic ddng cia cde khing sinh thudc nhém fluoroquinolon, ké ¢ levofloxacin, khéc véi céc khing sinh nhom penicilin,
cephalosporin, aminoglycosid, macrolid, vi tetracyclin. Do d6, céic ching vi khudn dé khéng véi cic nhom khéng sinh ndy ¢6 thé
nhay cim vdi levofloxacin va clic quinolon khéc.

Levofloxacin ¢6 phd khang khudn rong gdm cdc vi khudn Gram 4m vi Gram duong ca in vitro v trén 14m sing:

Vi khuéin Gram &m hiéu khi: Escherichia coli, Klebsiella pneumoniae, Proteus mirabilis, Pseudomonas aeruginosa,
Haemophilus influenzae, Haemophilus parainfluenzae, Moraxella catarrhalis, Legionella pneumophila, Enterobacter cloacael.

Vi khudn Gram duong hiéu khi: Staph. aureus nhay cim methicilin, Streprococcus preumoniae, Streptococcus pyogenes,
Streptococcus hemolyticus.

Céic vi khudn khic: Chlamydia pneumoniae, Mycoplasma pneumoniae.

C6 sy dé khing chéo giira levofloxacin vi cic fluoroquinolon khic, mot sb vi khudin a& khéing véi cic fluoroquinolon khic c6
thé nhay cam véi levofloxacin.

Diege hoc:

Hdp thu: levofloxacin duge hip thu nhanh vi gin nhu hoiin todn qua duimg tiéu hoa, sinh kh dyng tuyét ddi xdp xi 99%. Cic
thdng sd duge ddng hoc cia levofloxacin sau khi ding dudmg tinh mach vii dutmg ubng vdi liéu tvong duong 14 gin nhy nhay, do
46 ¢6 thé sir dung hai dudmg ndy thay thé cho nhau.

Cic didu ki¢n dn dinh dat duge trong 48 gidr sau ding lidu 500 mg mdt 1in hodic hai lin mot ngay.

Phdn bd: thube duge phin bb vio trong cie mo co thé ké i niém mac phé quin va phdi, nhung kha tham nhjp vio
trong dich ndo tiy twong ddi kém. Ndng dd thubc trong md phdi théng thuimg cao hom glp 2 - 5 1n so vdi ndng 80 trong huyé
twong. Levofloxacin lién két khodng 30 - 40% vdi protein huyét nromg. Thé tich phiin b0 trung binh cia levofloxacin thudng trong
khodng tir 74 - 112 lit sau khi ding lidu don vi cic lidu 15p lai 500 mg.
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Durge hoc:
H%ﬂmlcmﬂomindmhﬂpﬂmnhnhﬂghnhtrholnloinqnaduﬁngli!uhde.sinhkhidmgmyﬂdﬁidpni%ﬁ.c-ic
thong sO duge ddng hoe cia levofloxacin sau khi ding duimg tinh mach va dudmg ubng véi lidu tuong duong 14 gin nhu nhau, do
6 cb thé sir dung hai dudmg nay thay thé cho nhau.

Cic didu kién dn djnh dat duge trong 48 gidr sau ding liéu 500 mg mdt 1n hojc hai lin mdt ngay.

Phdn bé: thubc duge phin bd vio trong cic md co thé ké ci niém mpe phé quan va phdi, nhumg kha nang thim nhgp vio
trong dich ndo tily twong ddi kém. Néng d0 thubc trong md phdi thdng thurimg cao hon glip 2 - 5 liin so véi ndng df trong huyét
twong. Levofloxacin lién két khodng 30 - 40% véi protein huyét twong. Thé tich phéin bd trung binh cia levofloxacin thudmg trong
khoang tir 74 - 112 lit sau khi ding lidu don v céc lidu 1gp lai 500 mg.

Chuyén héa: Thii gian bén thi cia levofloxacin tir 6 - 8 gidy v kéo di hon & ngudi suy thin. Levofloxacin it bj chuyén héa
& ngudi va duge thai trir chi yéu dudi dang thube khong ddi trong nude tiéu trong vong 48 gid, khi chi dudi 4% cia lidu
dﬁngllmlaidwcmngplﬂnu::ingiq.l)wiS%Cﬁawlihs}dungtlmlgiduwlrmnuﬁctj dudi dang céc chéit chuyén
héa desmethyl vi N-oxyd. Céic chiit chuyén hda ndy it ¢6 hoat tinh duge Iy. )

Tha trir: levofloxacin duge bai tit nhidu dudi dang khong ddi, chi yéu trong nudc tidu. Thude khong bi logi bo bang phuang
phép thim téch méu hay thim tich mang bung.

3. Chi djnh:
Levofloxacin SPM 500 duge chi dinh & ngudi 1n dé didu tri cde nhidm khuiin sau:

. Viém phdi cing

.Nhi&nln‘::gndnvi chirc dudi da khong bién chimg.

. Nhiém khudin dutmg mét.

. Viém tién li¢t tuyén man tinh.

. Dy phong sau phoi nhiém va didu trj bénh than. )

. Dot cp ciia viém phé quin mgn tinh: do khang sinh fluoroquinolon, trong d6 ¢6 levofloxacin lién quan dén phin img c6 hai
nghiém trong (xem myc Thin trong) vi dot nhidm khudn cdp ciia viém phé quin man tinh & mt s6 bénh nhiin ¢6 thé ty khoi, chi
nén sir dyng levofloxacin cho nhimg bénh nhén khdng ¢6 diéu trj khic thay thé. .

.\ﬁémxoangdpl{nhdovikhuﬁl:doklﬁngsﬁ'ihﬂuuoquimlon.uongdécﬁlmﬂominlienqunnqénqhﬁmn_gcbhp
nghiém trong (xem myc Thin trong) va viém xoang cfip tinh do vi khudn & mdt sb bénh nhin c6 thé ty khoi, chi nén sir dyng
levofloxacin cho nhimg bénh nhdn khdng 6 didu trj khic thay thé.

4. Lidu lugng va cich ding:
Liku diing cua thuc phy thude vio logi vi mirc 49 nghiém trong cia nhidm khudn va d9 nhay cim véi tic nhin giy binh.
. Viém phdi méc phai cong ddng: 500 mg, 1 -2 y trong 7 - 14 ngy

. Nhiém tring da va 18 chirc dudi da khong bién chimg: 500 mg, | - 2 lin/nghy, trong 7 - 10 ngdy \/
.Nhiémkhuz'l dudmg mjt: 500 mg, 1 Kin/n
. Viém tuyén tién 1i¢t man tinh: 500 mg, | trong 28 ngdy

. Dy phong sau khi phoi nhidm tryc khudn than: 500 mg, 1 lin/ngiy trong 8 tuldn
.gvihtﬁb;:m;myhﬂnhmachmﬁuﬁngm khi tinh trang ngudsi bénh cho phép, 500 mg, 1 lin/ngdy trong 8 tuln.
. Dot cip cia viém phé quan man tinh: 500 mg, | Hn/ngdy, trong 7 ngiy.
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. Viém xoang cfip tinh: 500 mg, 1 lin/ngdy trong 10 - 14 ngdy
Liéu diing cho bénh nhdn suy thin:
Liéu ban ddu khong thay d6i khi diing cho bénh nhin suy thin, liéu tiép theo nén dugc didu chinh dyaften
creatinin (Cl):
. Clg, tir 20 = 49 ml/phit: Liéu ban ddu 500 mg, sau d6 250 mg céch nhau 24 gitvldn
. Cl,, tir 10 — 19 mU/phat: Liéu ban ddu 500 mg, sau d6 250 mg cich nhau 48 gitv/lin
. B¢nh nhin chay thiin nhéin 3o hofic loc ming bung: Liéu ban diu 500 mg, sau d6 250 mg céch rlhau4
sung liéu sau thdm phan.
Suy gan: Khong ciin diéu chinh liéu & bénh nhin suy gan do thudc khong chuyén héa qua gan vi pAds
dao thai ra nude tidu dudi dang khong déi. :
Nguwwi cao tuéi: Khong cn diéu chinh lidu & ngudi cao tudi, nhung phii xem xét chirc niing thin.
Tré em: Levofloxacin duge chdng chi dinh & tré em va tré vj thanh nién dang Iém.
Cich ding:
Vién nén bao phim levofloxacin nén nudt véi lugng nurée dit. Thube c6 thé duge udng trong bira in hofic gira céc bira an.
Khéng duge ding cée antacid ¢6 chira nhom va magnesi, ché phim c6 chira kim logi niing nhu sit vi k&m, sucralfat, didanosin (c6
dang bao ché chira nhdm hofic magnesi) trong vong 2 gits tnedie va sau khi ubng levofloxacin.

5. Ching chi dinh:
Qua mén vdi levofloxacin va céc quinolon khac hofic véi bét ky thanh phin ndo cia thube,

Pjng kinh, thiéu hpl G6PD, tién sir bénh & gin co.
Tré em dudi 18 tudi, phy nir ¢6 thai, phu nir dang cho con bd.
6. Thin trong:

Céc phan img c6 hai nghiém trong c6 kha ning khong hdi phuc va gy tn tit, bao gdm viém gin, dit gn, bénh 1y thin kinh
ngogi bién va céc tic dung bét lgi trén thiln kinh trung uong.

Ciic khing sinh nhém fluoroquinolon ¢6 lién quan dén céic phin img c6 hai nghiém trong c6 kha niing gy tin tjit va khong
hdi phyc trén céc h¢ co quan khéc nhau ciia co thé. Céc phan img nay c6 thé xudt hi¢gn ddng thdi trén ciing bénh nhdn. Céc phan
img c6 hai thudmg duge ghi nhin gdm viém gén, dit gin, dau khép, dau co, bénh 1y thin kinh ngogi vi va céc tic dung bit lgi
trén thiin kinh trung womg (do gidc, lo fu, trdm cam, médt ng, dau déu niing va 1a 1&n). Céc phan img ndy c6 thé xdiy ra trong vong
vili gitr dén vai tudn sau khi sir dyng thudc. Bénh nhéin & bt ky tudi ndo hofic khong c6 yéu té nguy co tdn tai tir trude déu c6 thé
gdp nhimg phan {mg ¢ hai trén.

Ngimg sir dung thubc khi ¢6 ddu hiéu hojic tri¢u chimg ddu tién cia bit ky phan img c6 hai nghiém trong ndo. Thém vio d6,
tréanh sir dung cdc khang sinh nhém fluoroquinolon cho cdc bénh nhin da timg gdp céc phan img nghiém trong lién quan dén
fluoroquinolon,

] Jung tnuog
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Bénh nhan viém gfin, diic biét la gin got chin (Achille) c6 thé din dén dirnt gin. Bién chimg nay c6 thé xudt hign & 48 gidr diu
tién, sau khi bt ddu ding thudc va c6 thé bj ca hai bén. Viém gin chi yéu xdy ra & cic dbi tugng c6 nguy co: ngudi trén 65 tudi,
dang diing corticoid (ké ca dudmg phun hit). Hai yéu 18 ndy lam tang nguy co viém gin, D& phong, cin chinh Iigu lugng thube
hang ngay & bénh nhan Ién tudi theo mirc loc cu thin.

h hudmg trén hé co, xuong: levofloxacin, ciing nhu phin Ién céc quinolon khic, ¢6 thé gdy thodi héa sun & khép chiju
trong lye trén nhiéu logi ddng vit non, do d6 khong nén ding levofloxacin cho tré em dudi 18 tudi.

Nhuge co: ciin thin trong & bénh nhin bj bénh nhuge co vi cde biéu hién ¢o thé nang 1én.

Téc dyng trén hé thiin kinh trung vong: da c6 cac thong bao vé phan img bét Igi nhur rdi logn tdm thin, tang 4p lye ndi so,
kich thich thin kinh trung wong din dén co gigt, run rly, bon chdn, dau ddu, mit ngd, trdm cam, 10 1in, do gidc, dc mdng, co ¥
dinh hay hanh dong ty tir (hiém giip) khi sir dung céic khdng sinh nhém quinolon, thim chi ngay khi sir dung & liéu ddu tién. Néu
xdy ra nhimg phan img bét l¢i ndy khi ding levofloxacin, cdn dimg thube va ¢6 cdc bién phdp xir tri tri¢u chimg thich hgp. Cin
thiin trong khi sir dyung cho ngudi bénh ¢6 cic bénh 1y trén thin kinh trung wong nhu ddng kinh, xo clmg mach nio... vi ¢ thé
ting nguy ca co gifit.

Phan (mg min cam: phin img min cam v&i nhidu bidu hi¢n lam sing khéc nhau, thim chi sbe phan v¢ khi sir dyng quinolon,
bao gdm ci levofloxacin di duge thdng bio. Cin ngimg thude ngay khi c6 cac du hi¢u dAu tién cua phan img min cim va 4p
dyng cdc bi¢n phép xir tri thich hgp.

Thube c6 thé gy viém dgi traing mang gia do Clostridium difficile. Phin im; béit g nay da duge thdng bdo vdi nhiéu logi
khiing sinh trong d6 ¢6 levofloxacin, ¢6 thé xiy ra & tit cd cic mirc d9 tir nhg dén de doa tinh mang. Cin luu ¥ chiin dodn chinh
xiic cic trromg hop tiéu chdy xdy ra trong thir gian ngudi b¢nh dang sir dung khéng sinh d& c6 bi¢n phdp xur tri thich hop.

DA c6 thong bdo ngudi bénh sit dung cic khang sinh nhom fluoroquinolon, trong d6 ¢ levofloxacin xudt hign min cim voi
dnh sang mirc d0 tir trung binh dén niing (miic da dén nay ty 1§ ngudi gap phin img bt lgi nay khi sir dunf levofloxacin rét thip
< 0,1%). Ngudi bénh cdn trinh tiép xic trye tiép voi dnh sing trong thoi gian didu trj va 48 gity sau khi diéu trj.

Téc dyng trén chuyén hoa: cling nhur céic quinolon khéc, levofloxacin ¢6 thé gy r8i logn chuyén hoa dudmg, bao gdm ting
hodic hg duimg huyét thudmg xdy ra & ngudi bénh di thio dutmg dang sir dung levofloxacin ddng thoi véi mot thude udng ha
duimg huyét hofic voi insulin; do d6 cin gidm sit dwimg huyét trén ngudi bénh ndy. Néu xdy ra ha duémg huyét, cin ngimg
levofloxacin va tién hinh cdc bién phép xir tri thich hop. .

Kéo dai khoang QT trén dién tim dd: sir dung quinolon c6 thé gdy kéo dai khodng QT trén di¢n tim dd & mit b ngudi bénh
v mot sb hiém ca loan nhip, do d6 cin trénh sir dung trén ngudi bénh sin ¢6 khodng QT kéo dai, ngudi binh ha kali méu, ngudi
bénh dang sit dung céc thude chdng logn nhip nhém IA (quinidin, procainamid...) hodic nhom 111 (amiodaron, sotalol...); thin
trong khi sir dung levofloxacin cho cée ngudi bénh dang trong céc tinh trang tién logn nhip nhi nhip chim vi thi¢u méu co tim

p. - -
Canh bdo 1 dwge: thube ndy ¢6 chira th duge miu ving sunset yellow vi mau d6 ponceau 4R c6 thé giy cic phan img dj
img.
Sir dyng cho phy nir ¢6 thai va cho con bii: )
Pl nit mang thai: Do cic fluoroquinolon gy thodi héa cdc khdp & ddng vit chra trudng thanh, levofloxacin khong duge
ding cho phy nir mang thai,
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Phy it cho con bii: Do cic fluoroquinolon giy thodi héa cdc khdp & ddng viit chura trudmg thanh, levofloxacin khdng duge

ding cho phy nir cho con bi. 2y
Téc djng cia thube khi I4i xe vi viin hianh miy mée:

Levofloxacin c6 thé giy chong mat, hoa mit, nén xéc dinh sy nhay cam ndy trude khi ding trong

mdy moc.

7. Tuong téc thube:

lev i \
Cde mugf sdt, cde muﬂf kém, :ng khdng acid chita magnesi hodic nhém, cdc thude ¢ tdc dung teoRGIN

cua levofloxacin b giam déng ké khi cée mudi sit, hodic céic thube khing acid chira magnesi hofic nhom, R Joch
didanosin (chi cic thanh phiin didanosin véi cic ché phdm dém chira nhdm hojic magnesi) duge ding ddng M D
fluoroquinolon véi multi-vitamin chira kém 1am gidm sy hép thu biing dwomg udng. Khuyén céo ring, céc ché phi
cation héa trj hai hojic héa trj ba nhw céc mudi sit, cac mudi kém hofic cée thube khéng acid chira magnesi hofic nhdm, cic thubc
c6 téc dyng twong ty AZT (chi cdc thanh phin didanosin véi céc ché phim dém chira nhom hofic magnesi) khong dugc ding
trong 2 gitr trude hoje sau khi ding levofloxacin. Céic mudi calci c6 tac dyung lim giam sy hilp thu bing duimg u&ng cla
levofloxacin.

Sucralfat: Sinh khi dyng ciia levofloxacin duimg ung bj gidm dang ké khi duge ding cling voi sucralfat. Néu bénh nhin
phii ding ci sucralfat va levofloxacin, t5t nhdt 12 diing sucralfat 2 gids sau khi ding levofloxacin.

Theophyllin, fenbufen hodc cdc thude khdng viém khéng steroid neomg ne: Khong cb trong tic duge dong hoc cia
levofloxacin duge tim thiy vai theophyllin trong mdt nghién ciru 1dm sang. Tuy nhién, sy ha thip ngudmg co gift ndo c6 thé xdy
ra khi céic quinolon duge ding ddng théi véi theophyllin, cdc thube khing viém khong steroid, hojic cac thude khic 1am ha thip
ngudng co gidt. Ndng 49 levofloxacin cao hon khodng 13% khi c6 sy hién dién cua fenbufen hon 14 khi ding riéng ¢,

Probenecid v cimetidine: Probenecid va cimetidin ¢6 tdc dung déng ké vé mat thong ké dén syr thi trir cua levofloxacin. DY
thanh thai thiin cia levofloxacin bj gidm bai cimetidin (24%) va probenecid (34%). Didu ndy 13 do ¢ hai thube ¢6 kha nang chiin
sir bai tiét & ng thin cia levofloxacin. Tuy nhién, & céc lidu duge kiém tra trong nghién ciru, s khic nhau vé dng hoc dang ké
¢6 ¥ nghfa théng k& khong chiic c6 lién quan 14m sing. Nén thin trong khi levofloxacin duge ding ddng thii vai cdc thube anh
huémg dén sy bai tiét & dng thin nhy probenecid va cimetidin, dfic bi¢t & & cdc bénh nhén suy thin.

Théng tin lién quan khdc: Céc nghién ciru duge lim sing cho thiy ring duge ddng hoe ciia levofloxacin khong bj anh huémg
béi bit ky mirc d§ lién quan vé lam siing khi levofloxacin duge ding cling véi cic thude sau: calei carbonat, digoxin,
glibenclamid, ranitidin.

. hao

Ciclosporin: Théi gian bén thai cia ciclosporin tang 33% khi ding déng thi véi levofloxacin.

Cdc thude doi khdng vitamin K: Céc chi sO xét nghi¢m dong méau ting lén (PT/INR) vivhojc chiy mau, ching c6 thé ning,
@3 duge bio cdo & cic bénh nhin duge didu tri bing levofloxacin két hop voi céic thube khang vitamin K (nhu: warfarin). Vi thé,
clic xé nghi¢m dong méu phai duge gidm sit & cée b§nh nhin duge diku tri biing cdc thubc khang vitamin K.
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Cdc thude dwge biét kéo dai khoang QT Levofloxacin, nhur céc fluoroquinolon khac, phai duge ding thin trong & cédc bénh
nhin dang diing cic thudc duge bidt kéo dai khoang QT (nhu céc thube g:gng logn nhip tim nhém 1A va 111, cic thubc chéng
trdm cim 3 vong, cic macrolid, cic thudc an thén.

Cdc thude ha theomg huyér: ding ddng thoi vai levofloxacin c6 thé lam ting nguy co rdi logn dudmg huyét, cln gidm sat chjt
ché,

Théng tin lién quan khdc: Trong m{t nghién ciru twong téc duge ddng hoc, levofloxacin khong anh huémg dén duge dong
hoc ciia theophyllin (chdt nén chi thi cho CYP1A2), cho thily riing levofloxacin khong phai 1 chit (re ché CYP1A2.

8. Téic dyng khong mong mubn:

Thirdmg gdp (1/100 < ADR < 1/10):
Tiéu héa: budn ndn, ndn, tiéu chiy, dau bung, téo bon, kho tidu.
Gan: tAng enzym gan,
Thén kinh: mét ngd, dau diu.
It gdp ( 171000 < ADR <1/100): )
Thin kinh: hoa mit, cing thiing, kich ddng, lo ling.
Tiéu héa: dau bung, ddy hoi, kho tiéu, ndn, tho bon.
Gan: ting bilirubin huyét.
Tiét niu, sinh dyc: viém 4m dgo, nhiém ndm Candida sinh dyc.
Da: ngira, phét ban.
Hiém gdip (1/10.000< ADR < 1/1000):
Tim mach: ting hofc ha huyét dp, logn nhip.
Cor xuong-khap: dau co, dau khap, yéu co, viém tiy xuong, viém gin Achille.
Tiéu héa: viém dgi tring ming gia, khd mi¢ng, viém da day, phi ludi.
Thin kinh: co gift, gidc mo bt thutmg, trdm cam, rbi loan tim thin.
Dj tmg: phil Quinck, choding phin v¢, hdi chimg Stevens-Johnson va Lyelle.
Hudmg diin cfich xir tri ADR
cﬁﬁ ngimg levofloxacin trong chc truémg hgp: bit ddu c6 cdc biéu hign ban da hoje bét ky dfiu higu ndo cia phan img méin cim
hay ciia phin img bét Igi trén thin kinh trung wong. Céin gidm sit ngudi bénh dé phét hign viém dai tring ming gid v cd céc bién
phéip xir tri thich hgp khi xudit hién tiéu chiy trong khi ding levofloxacin. _
Khi xuft hién ddu higu viém gin cin ngimg ngay thubc, dé hai gin got nghi véi cic dung cu cb dinh thich hop hojc nep gét
chén vi hdi chin chuyén khoa. ) )
THONG BAO NGAY CHO BAC ST NHONG TAC DUNG KHONG MONG MUON GAP PHAI KHI SU DUNG THUOC.

9. Quii liéu v cich xir tri:

Triéu chimg: khong c6 dir kign vé qud liu levofloxacin & ngudi. _ , |
Xiz tri: trong trutmg hop qud lidu Jp. 1am rdng da ddy biing cich gly ndn hofic rira dg ddy. Cén theo ddi ngudi bénh va didu trj
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hd trg nhur kiém tra chirc néing thin, cho udng céc ché phim khing acid chira nhdm, magnesi hay calci dé 1am giam hép thu
levofloxacin. Cén duy tri bu di dich cho bénh nhén. Theo ddi ECG phai duge thye hi¢n béi vi kha niing kéo dai khoang QT.

10. Bao quin:
Bdo quin noi kho rio, nhi¢t d khong qué 30°C, trénh dnh sing.
Han ding: 36 thang k& tir ngdy san xudt.

11. Tiéu chufin: TCCS

12. Quy cich dong gbi:

Hjp 1 vix vi 10 vién.
Hp 5 vix vi 10 vién.

PE XA TAM TAY CUA TRE EM

POC KY HUONG DAN SU DUNG TRUGC KHI DUNG

NEU CAN THEM THONG TIN XIN HOI Y KIEN CUA BAC SI
KHONG SU DUNG THUOC QUA HAN DUNG GHI TREN NHAN
THUOC NAY CHi SU DUNG THEO PON BAC Si

(("\ CONG TY CO PHAN S.P.M (S.P.M CORPORATION)
1

WAW, V

SPM Lo 51, Pudng s6 2, KCN Tén Tao, P. Tan Tao A, Q. Binh Tén, TP. Hd Chi Minh.
DT: (028) 37507496 [Fax: (028) 38771010

TP Hé Chi Mmh ng&yﬂ rhéng,ﬂ nam 2044~
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HU'O'NG DAN SU DUNG THU()C CHO BENH NHAN

Vién nén bao phim LEVOLEVOFLOXACIN SP

03646 71

®Mwmm

1. Tén thube: Vién nén bao phim LEVOFLOXACIN SPM 500
2, Cée ciu khuyén cho:

POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.

PE XA TAM TAY TRE EM.

THONG BAO NGAY CHO BAC SI HOAC DUQC SI NHUNG TAC DUNG KHONG MONG MUON G \a
DUNG THUOC.

KHONG SU DUNG THUOC QUA HAN DUNG GHI TREN NHAN
THUOC NAY CHI DUNG THEO BPON CUA BAC SI.
3. Thanh phin, him lugng cia thude:
M&i vién nén bao phim chira:
LevofloXBtin ....ccuceeicecineciericrncssnse 500 mg.
0 € (RS RN SRy © [ o e vira du 1 vién nén bao phim.

(Avicel M101, acrosil, primellose, magnesi stearat, tale, HPMC 615, HPMC 606, PEG 6000, titan dioxyd, miu ving sunset
yellow, miu d6 Ponceau 4R, kollicoat protect).

4. Md ti sin phim:
Vién nén bao phim ding duimg udng.
Vién nén bao phim mau d6 hdng, hinh thudn dai, canh va thinh vién linh I3n.
5. Quy cich ddng goi:
Hop 1 vix vi 10 vién.
Hop 5 vi x vi 10 vién,
6. Thubc ding cho binh gi?
Levofloxacin 1i mdt khéng sinh. Dugc ding dé didu trj bénh nhidm tring:
. Viém phdi cing ddng
. Nhidm triing da va td chirc dudi da khong bidn chimg.
. Nhiém khudn dutmg miit.
. Viém tién liét tuyén man tinh.
. Dy phong sau phoi nhim va didu trj binh than.
. Dot clp cia viém phé quin man tinh
. Viém xoang cfip tinh do vi khudn

TAl I{Hl sUr
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6. Thube diing cho bénh gi?

Levofloxacin 1a mdt khing sinh. Puge ding dé diéu trj bénh nhiém tring:

. Viém phdi cong ddng

. Nhidm tring da va td chirc dudi da khong bién chimg.

, Nhiém khudn dudmg mét.

. Viém tién li¢t tuyén man tinh.

. Dy phong sau phoi nhiém va didu trj bénh than.

. Dot clp cia viém phé quin man tinh

. Viém xoang ¢fip tinh do vi khuin
7.Nén diing thude niy nhr thé nio va liéu lugng?

Lun lun ding thube chinh xdc nhur béc sT hay duge sT da huong diin. Hoi lgi bic sT hofic duge si néu khong chic chiin.
Céich ding thube:

Diing duimg ubng.

Nubt nguyén vién thude véi nudc.

Thubc c6 thé duge ubng trong bira in.
Bado vé da trdnh dnh néng mdt réi:

Trénh dnh nfing mit trosi trye tiép trong khi ding thudc ndy v trong 2 ngdy sau khi ngimg dung thudc. Bai vi da tré nén nhay
cim hom véi &nh nng mt trdsi va c6 thé b bong, ngira hodic bng nude niing néu khdng thye hign céc phong ngira sau:

Pam bio ding kem chéng ning véi tic nhin ching niing cao.

Ludn ludn ddi md va miic trang phyc che tay vi chin.

Trénh phoi ning.
Néu bénh nhdn da dang ding cdc vién sit, ché pham bé sung kém, thubc khdng acid, didanosin hodic sucralfat: khong ding
thube ndy cing thii gian voi levofloxacin, Ding céc thudc ndy it nhét 2 gidr truée hoje sau khi ding levofloxacin.

Liéu dung:
Béc si s& quyét dinh lidu ding cho bénh nhdn.
Lidu tiy thudc vio logi nhiém tring v noi nhiém tring.
Thai gian diéu trj thy thude vao mire 49 nhim tring.
Néu bénh nhdn cim thiy tic dung ciia thubc qua yéu hojc qua manh, khdng thay adi liéu, ma hoi lgi béc si.
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Ngurdi lém va nguoi cao tudi:

. Viém phdi méic phai cfng ddng: 500 mg, 1 - 2 lin/ngdy trong 7 — 14 ngiy

. Nhi&m tring da v 1 chirc duéi da khdng bién chimg: 500 mg, 1 - 2 ldn/ngdy, trong 7 — 10 ngdy

. Nhidm kh:gu dudmg mit: 500 mg, 1 ]B:Vnm

. Viém tuyén tién 1i¢t man tinh: 500 mg, 1 lan/ngay trong 28 ngdy

. Dy phong sau khi phoi nhim tryc khudn than: 500 mg, 1 lin/ngdy trong 8 tudn

. Diéu trj bénh than: truyén tinh mach, sau d6 ubng thug: khi tinh trang ngudi bénh cho phép, 500

. Dot cdip ciia viém phé quan man tinh: 500 mg, 1 ln/ngdy, trong 7 ngay.

. Viém xoang cfip tinh: 500 mg, 1 lin/ngdy trong 10 — 14 ngy
Nguedri lom v ngudi cao tubi cé cdc van dé vé thin: béc si cdn cho lidu thip hon.
Tré em va thanh thiéu nién: khong dung thudc ndy cho tré em va thanh thiéu nién,
Khdng ngimg diing thubc ndy chi bdi vi bénh nhdn cim thdy 1ét hon. Diéu quan trong 14 bénh nhan phai hodn tit ding hét

thubc da duge béc si ké don. Néu ngimg ding thubc sém, nhim tring c6 thé tai phét, tinh trang cia bénh nhin & hon hojc vi
khudn c6 thé trér nén khang thubc.

8. Khi niio khong nén diing thube niy?

Khéng diing levofloxacin néu:

. Bj dj {mg véi levofloxacin, bét cir khding sinh quinolon khéc nhu moxifloxacin, ciprofloxacin hojic ofloxacin hojc bt ky
thanh phin ndo khéc ciia thubc (xem myc thanh phin). Céc du hi¢u cia phin img dj img bao gdm: phit ban, céc viin dé vé nu?;
hodic tha, sung mdi, mt, hong hojic ludi.

. Néu thi gidc bj giam hofic mit dubng nhu bj anh hudmg khéc, di kham chuyén gia vé mét ngay 1ip tirc.

. Timg bj dong kinh.

. Timg ¢6 viin d& d6i véi cde ddy chiing nhu viém ddy chiing lién quan dén viée didu trj bing khéng sinh quinolon. Ddy chiing
l& sgi ndi gitra co vi Xuong.

. La tré em hofic thanh thiéu nién (dudi 19 wdi).

. C6 thai, ¢d gling c6 thai hojic dang cho con b,
9.Tiic dyng khong mong mubn (ADR):

Gibng nhu it ca cac thude, thubc ndy c6 thé gdy céc tic dung phy, di khong phai tit ci déu bi. Cic triu chimg niy thubng
nhe hofic vira va thudmg bién médt sau mt thori gian ngén.

Thidmg gdp, c6 thé anh huimg dén | trong s6 10 ngwdi ding thude:
Tiéu hoa: budn ndn, ndn, tiéu chiy, dau bung, tio bon, kho tidu.
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9.Thc dyng khdng mong mubn (ADR):

Gibng nhu tdt ca cic thubc, thude ndy c6 thé gly cic tic dung phy, dit khong phii tit ci déu bj. Céc tri¢u chimg niy thuimg
nhe hofic vira va thuémg bién méit sau mot thi gian ngin.

Thirdmg gdp, ¢ thé anh lueomg dén 1 trong sé 10 nguedi ding thude:
Tiéu hoa: budn ndn, ndn, tiéu chay, dau byng, tho bon, khé tidu.
Gan: ting enzym gan.
Thin kinh: mét ngi, dau déu.
It gdp. c6 thé anh luecmg dén 1 trong s6 100 ngudi diing thude:
Thin kinh: hoa mét, cang thing, kich ddng, lo ling.
Tiéu héa: dau bung, ddy hoi, khé tiéu, ndn, tdo bon.
Gan: ting bilirubin huyét,.
Tiét ni¢u, sinh dyc: viém 4m dgo, nhiém ndm Candida sinh dyc.
Da: ngira, phit ban.
Hiém gp. ¢6 thé anh hémg dén 1 trong sé 1000 nguoi ding thude:
Tim mach: ting hodic ha huyét dp, loan nhip.
Co xuong - khép: dau co, dau khop, yéu co, viém tiy xuong, viém gin Achille.
Tiéu hoéa: viém dai tring mang gia, khd mi¢ng, viém da day, phi luwdi.
Thin kinh: co git, gidc mo bit thuomg, trim cam, rdi logn tim thin.
Dj img: phd Quinck, chodng phan v§, hi chimg Stevens-Johnson v Lyelle.
THONG BAO CHO BAC ST NHUNG TAC DUNG KHONG MONG MUON GAP PHAI KHI SU DUNG THUOC
10. Nén trinh diing nhirng thude hofic thye phiim gi khi dang sir dyng thube nay?

Thosi diém ubng thubc khang phy thude vio thire &in (6 thé ubng trong hogic xa bira &in). Khong duoc dung cic antacid c6 chira
nhdm va magnesi, ché phim ¢4 chira kim logi nding nhu sit vi kém, sucralfat, didanosin (c6 dang bio ché chira nhom hofic
magnesi) trong vong 2 gidr trude v sau khi ubng levofloxacin (xem thém phéin Thin trong).

Ding thubc véi mdt ly nuéc ddly. Ding thube ndy véi nuée cam c6 thé lam gidm ndng ) ciia quinolon trong huyét trong.
Xem thém phén thin trong
11. Cin 1am gi khi m§t lin quén khong diing thube?

Néu quén ding levofloxacin: Khong ding lidu glp doi dé b cho lidu da quén. Néu quén ding mot lidu, ding thube cing som
cang 16t khi nhé ra. Tuy nhién, néu da dén thdi gian ding lidu ké tiép, bo qua liéu da quén.

12. Ciin biio quin thude nay nhu thé nao?
Béo quin noi kho réo, nhigt 4o khong qué 30°C, trinh dnh sing.
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13. Nhirng ddu higu v trigu chimg khi ding thude qu lidu

Cic ddu higu quan trong nhét dirge ghi nhin sau qui lidu cp levofloxacin I cic tri¢u chimg cia h¢ thia
nhdm Iin, chéng mit, giam ¥ thirc, va co gidt, ting khoding QT cling nhy céc phin (mg do diy-rudt nhif bop
mang nhdy.

14. Cin phii lam gi khi diing thudc qud lidu khuyén cdo

Néu v0 y ding nhiéu levofloxacin hon theo khuyén cdo, thdng béo cho béc st hojc dén bénh vigw b

thudc dang ding. Diéu ndy gitp béc sT biét bénh nhdn dang ding thube gi. \°

Mt sb tic dung sau c6 thé xdy ra: co gigt, nhim 1in, chéng mit, médt y thirc, run vé cdc vén dé ”
thudmg ciing nhi budn nén hofic néng da diy.

15. Nhiing diéu cin thin trgng khi ding thube nay
Théng bdo cho bdc st hodc dige sT trude khi diing Levofloxacin SPM 500 néu:

Lén hon hojic bing 60 tudi,

Bang st dung corticoid (con duge goi 1a steroid).

Timg bj co gift.

Timg bj tdn thuong ndio do dit quy hoje tdn thirong nilo khic.

C6 viin d& vé thin.

Thiéu enzym glucose-6-phosphat dehydrogenase. Bénh nhdn duimg nhr c6 vin d& nghiem trong vé& méu khi ding thube nay.

Timg c6 viin dé vé sirc khoe tam thin.

Tirg ¢6 che viin dé vé tim: cin thin rong khi sir dyng logi thubc ndy, néu dugre sinh ra 6 hojic ¢6 tin s gia dinh vé khoing
QT kéo dii (xem di¢n tim db), c6 méit cdn biing mudi trong méu (dic bi¢t ndng do kali hofc magnesi trong méu thiip), ¢6 nhip
tim rit chim, 6 suy tim, c6 tién sir nhdi mdu co tim, bénh nhan 1 phy nir hofic ngudi cao tudi hodc dang diing céc thubc khic
gy thay ddi di¢n tim dd bét thuimg.

Bj dii théo duimg.

Timg c6 céc viin d& vé gan.

Bj nhuge co kinh nién.

Ciic thiin trong khéc:

Levofloxacin ¢6 thé gdy dau va viém ddy ching (hiém). Cy thé néu bénh nhén 4 ngudi cao tudi hojie dang diing céc thube
steroid (nhu cortison hodic hydrocortison). Néu bénh nhin ¢6 cc vin d& vé ddy chiing trong khi hofic trong thosi gian ngén sau
khi dung levofloxacin, tim 15i khuyén vé y té ngay Idp tirc va thw gian chi bj anh hudng (chan hofic cénh tay). Khong ding liéu
ke tiép cia levofloxacin trir phi duge biic s thdng béo ding. Trong truémg hop ndy, bénh nhan bj sung hodc dau & khu vre diy
chiing bj anh hudng. C6 thé cin phai ngimg diéu tri.




https://trungtamthuoc.com/

Cic thiin trong Khéc:

Levofloxacin c6 thé gly dau va viém ddy chiing (hiém). Cy thé néu bénh nhiin 14 ngudi cao tudi hofic dang diing céc thude
steroid (nhu cortison hofic hydrocortison). Néu bénh nhin ¢6 cdc vin dé vé ddy chiing trong khi hojic trong thdi gian ngin sau
khi diing levofloxacin, tim 10 khuyén vé y 1é ngay Idp tirc va thy gifin chi bj anh hudng (chan hofic cnh tay). Khong diing lidu
ké ticp cua levofloxacin trir phi duge bic si thdng béo ding. Trong trrémg hgp niy, bénh nhin bj sumg hofic dau & khu vyre diy
ching bj anh huémg. C6 thé céin phai ngimg diéu tri.

Néu bit ddu ¢ tiéu chiy ning, dai diing vihojic c6 méu trong sudt hojic sau khi didu trj biing levofloxacin, thdng béo cho bac
sT ngay Iip tirc.didu ndy c6 nghia 14 bénh nhén bj viém rudt ngng (viém rudt két mang gia), doi khi c6 thé xdy ra sau khi didu trj
béing khiing sinh. Bénh nhén cin ngimg diing lovefloxacin va béc si s& cho dung khing sinh khéc.

Trong khi ding levofloxacin, bénh nhin dwge khuyén trdnh dnh niing mit trii mgnh va khong ding dén chiéu dnh sng triing,
Bai vi mt s bénh nhin c6 thé trér nén nhay cam hon véi dnh sng trong khi dang diing thude vi bj phin (mg gidng nhu bj dbt
b énh mit trivi.

Ngimg levofloxacin néu b¢nh nhiin bj céc tri¢u chimg bong, ngira, dau hojc té. Piy c6 thé Ia cic dfu hi¢u cia réi logn hé thin
kinh.

Levofloxacin khdng phai I3 li¢u phap t6i wu dbi véi céc truomg hop nang nhdt cia viém phéi phé cdu.

Nhiém triing méc phai & bénh vién trong qud trinh didu trj do P. aeruginosa c6 thé yéu ciu li¢u phap phéi hgp.

Sin phdm c6 chira mau vang sunset yellow va miu dé ponceau 4R: ¢6 thé gdy céc phan (mg dj img.

Ciic thube khic va levofloxacin:

Thong béo cho béc T hojic duge sT néu bénh nhan dang ding, hign da ding hofic ¢6 thé ding bét ky thude ndo khéc. Diéu nay
1 béi vi levofloxacin c6 thé dnh hudng dén téc dung cia cde thube khac. Céc thudc khéc ciing dnh hudmg dén tic dung cia
levofloxacin.

Cy thé, thong bdo cho bic si néu dang ding céc thube sau. Didu ndy 14 bai vi né ¢6 thé 1am tang kha nang bj céc tic dyng phy,
khi dugc ding vai levofloxacin:

Corticosteroid (duge goi 14 steroid)- diing dé khéing viém. Bénh nhiin durimg nhu d& bj viém hon vivhofic dint ddy chiing.

Warfarin - diing lim tan méu dong. Bénh nhiin duwdmg nhur d& bj chiy méu. Béc sTc6 thé cin thyc hign kiém tra miu déu dfin dé
kiém méu c6 thé ddng nhur thé nao.

Theophyllin - duge diing dé 1am gian phé quan. Bénh nhin dutmg nhu d€ bj co gidt hon néu durge diing vai levofloxacin.

Céc thube khing viém khong steroid - duge ding dé giam vi khéing viém nhur aspirin, ibuprofen, fenbufen, ketoprofen va
indomethacin. Bénh nhiin dudmg nhur d€ bj co gift néu dwge ding vai levofloxacin.

Ciclosporin - duge ding sau ghép tang. Bénh nhén dudmg nhu d€ bj céc téc dung phy ciia ciclosporin.

Céc thubc duge biét anh hudng dén nhip tim. Céc thudc ding dé diéu trj nhip tim bét thuémg (chéng loan nhip nhu quinidin,
hydroquinidin, disopyramid, sotalol, dofetilid, ibutilid vi amiodaron), trj trim cim (cdic thudc chéng trdm cim 3 vong nhy
amitriptilin vA imipramin), tri cde rbi logn tam thin, va tri cée nhiém tring ( khéng sinh macrolid nhu erythromycin,
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azithromycin va clarithromycin),

Probenecid - duge ding 8é didu trj git va cimetidin - ding d& didu trj loét vl ¢ néng. Thyc hidn chim séc &jic bidt khi dang
ding céc thubc ndy véi levofloxacin. Néu bénh nhin c6 cic vin dé vé thin, béc sT c6 thé xem xét gidm lidu.

Khéng ding levofloxacin cing hic vai cdec thuée saw. Bai vi né cé thé anh hueong dén tde dung ciia levoflaxacin: Vién shit (diéu
trj thiéu miu), céc ché phim bd sung kim, cic thube khing acid chira magnesi hojic nhdm (d¢ didu tri ¢ ndng, acid dg diy),
didanosin hojic sucralfat (didu tri loét dg diy ).

Cac xét nghiém mede tiéu vé opiat (thude gdc thude phign): chic x& nghiém nudx tidu o6 thé cho cic két qui duong tinh gid abi
véi cde thude gidm dau manh duoc goi 14 opiat & nhimg ngudi dang diing levofloxacin, Néu bic s7 cin xét nghiém nudc

Céc xét nghi¢m binh lao: thubc ndy c6 thé gly kit qui &m tinh gid a8i voi mdt sb xét nghiém duge ding trong phong thi
nghiém dé tim vi khudn giy bénh lao.

Sir dyng cho phy nir ¢6 thai vi cho con bi:
Khdng duge ding levofloxacin néu c6 thai, ¢ glng c6 thai hojic dang cho con ba.
Sir dyng thube khi 14i xe va viin hinh mdy méc:
B{nhnlmcélhébimblsélicdun;phunukhidhglhu&m.mﬁmmmmnﬂh&mﬁmhyd&iﬂli
gide. Mt sb tic dyng nity c6 thé dnh huomg dén kha niing tp trung vil 16¢ 4 phin img cda bénh nhin, Néu didu ndy xdy ra,
khdng 14i xe hay thyc hidn cdng vide ndo dbdi hoi sy thp trung cao.
16. Khi nio cdn tham viin bic s§, duye sT
Khi thiy céc bidu hign khong binh thuimg sau khi ding thudc.
Néu clin thém théng tin xin hoi ¥ kién cua bic si.
17. Hgn sir dyng cia thube
36 théng ké tir ngy sén xudt
18. Tén, dja chi, bidu twgng cia co s san xudt, chi s hiru gilly phép ding k¥ sin phim
CONG TY CO PHAN S.P.M (S.P.M CORPORATION)
WWW. SPE.COm. Vil
SPiﬂ LA 51, Duimg sb 2, KON Tén Tgo, P. Tin To A, Q. Binh Tén, TP. Hb Chi Minh
DT: (028) 37507496  Fax: (028) 38771010

19.Ngy xem xét sirn ddi, cip nhjt Igi ndi dung hudmg din sir dyng thube:

TP Ho Chi Minh, ngay d:;:cdngum 200~
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