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THONG TIN THUOC DANH CHO CAN BO Y TE

JOYLOXIN Dung dich tiém truyén
Moxifloxacin 400 mg

THANH PHAN

Mai lo (250 mL) chita:

MoxXiflog8eit. o v 400 mg '

Ta diege: Natri clorid, natri hydroxyd, acid hydrocloric, nude cat pha tiém. /
MO TA

Dung dich mau vang trong sudt dung trong lo khong mau.

DUQC LUC HQC

Moxifloxacin 1a mdt khang sinh nhém fluoroquinolon. Gidng nhu tat ca cac fluoroquinolon khéc,
moxifloxacin chira flo tai C-6 vi tri cua nhan quinolon. Ngoai ra, moxifloxacin ¢6 chira nhom thé
8-methoxy va 7-diazabicyclononyl gin véi nhan quinolon lam ting cuong hoat dong chdng lai vi
khuin gram duong va giam su chon loc cac thé dot bién khang thude cta vi khudn gram duong.
Gidng nhu cac fluoroquinolon khac, moxifloxacin ¢6 tac dung diét khuan véi ca vi khuan Gram-
duong va Gram-am béng céch (ic ‘ché' topoisomerase II (DNA gyrase) va/ hodc topoisomerase [V.
Topoisomerase 1a nhitng enzym can thiét cho su sao chép, phién mé va stra chita DNA vi khuan.
Moxifloxacin ¢6 tic dung cain vitro va trén lam sang véi hau hét cac chung Staphylococcus
aureus (chung nhay cam v&i methicilin), Streptococcus  pneumoniae, S. anginosus, S.
constellatus, S. pyvogenes, Haemophilus influenza, H.parainfluenzae, Enterobacter cloacae,
Escherichia coli, Klebsiella pneumonia, Proteus mirabilis, Moraxella catarrhalis,
Chalamydophila peumoniae, Enterococcus faecalis, Bacteroides fragilis, B. thetaiotaomicron,
Clostridium perfringens, Peptostreptococus, va mycoplasma pneumonia.

Moxifloxacin cling ¢6 tac dungin vitro v6i chung S.epidermidis (nhay cam vdi oxacillin),
S.agalactiae, viridians streptococci, Citrobacter freundii, K. oxytoca, legionella pneumophila,
Actinomyces, Bilophila wadsworthia, eubacterium, Fusobacterium species, lactobacillus,
Porphyromonas, va Prevotella. Nhung cho dén nay, hiéu luc va do an toan ctia moxifloxacin ddi
vai cac bénh n‘hiém khudn do cdc vi khuan néu trén gy ra van chua dugce tién hanh thir nghiém
lam sang c6 kiém sodt day du. ' ) ‘ )
Moxifloxacin ¢ tdc dung cain vitro chong lai mot s6 Mycobacteria, bao gom ca vi khuan
Mycobacterium tuberculosis, M. avium complex (MAC), M. kansasii, va M. fortuitum. Mac du
Moxifloxacin c¢6 hoat tinh chéng mot sé chiung M. tuberculosis khang véi isoniazid, rifampicin,
streptomycin, nhung Chung M-tuberculosis khang moxifloxacin da dugc bao cdo va mét so chung
da khang thudc (IEE, chung khing véi rifampin va isoniazid) ciing ¢6 kha ning khang
moxifloxacin hodc fluoroquinolon khac.

Moxifloxacin ¢6 tac dung in vitro tot hon fluoroquinolon khac (vi du, ciprofloxacin, levofloxacin,
ofloxacin) véi Srreptococcus pneumoniae (bao gom ca chung khang penlcnhn) va ¢ tac dung
twong duong dbi véi cac vi khudn Gram - 4m va nhimg vi khudn gdy viém phdi khong dién hinh
(Chlamydia pneumoniae, Mycoplasma pnenmamae Legionella spp.).

Khéng chéo c6 thé xay ra gifra moxifloxacin va fluoroqumolon khac, tuy nhién mét sd vi khuan
Gram duong khang vdi céc fluoroquinolon khac ¢é thé van con nhay cam véi moxifloxacin.

Trang 1/9

i ..:'l':*'l



https://nhathuocngocanh.com/

DUQC DONG HOQC
Khoang 30 dén 50% moxifloxacin gin véi protein huyét twong. Thé tich phan bé dat tir 1,7 - 2,7
lit’kg. Moxifloxacin dugc phan bd rong khip co thé, moxifloxacin dd duoc tim thiy trong nudc
bot, dich tiét & miii, phé quan, niém mac xoang, dich trong nét phdng & da, md dudi da va co
xuong, nong do trong mé thudng trdi hon ca ndng do trong huyét tuong.
Moxifloxacin duoge chuyén hod qua dudng lién hop glucuronid va sulfat, khéng chuyén hoa qua hé
cytocrom Paso.
Thudc c¢6 nira doi thai trir kéo dai (khoang 12 gio), vi vay dung thude 1 1dn/ ngay. Moxifloxacin
duoc bai tiét qua nude tiéu va phan dudi dang khong doi va dang di chuyén hoa, chat chuyén hoa
do lién hop sulfat chi yéu thai trir qua phan con chét chuyén hoéa do lién hop glucoronid thi duoce
thai trir qua nudc tiéu.

. o
CHI PINH
Viém phf‘)i miic phai tai cong dong
Viém phéi méc phai tai cng dong mirc do nhe va vira do cdc vi khudn Streptococcus pneumoniae,
H. influenzae, Chlamydia pneumoniae, Mycoplasma pneumoniae hodc Moraxella catarrhalis.
Nhiém tring da va té chire dwéi da
Moxifloxacin dugc sur dung diéu tri nhiém khuan da va to chic dudi da chua cé bién chimg
do Staphylococcus aureus va Streptococcus pyogenes va didu tri nhiém khuan da va t6 chire dudi
da cé bién chimg do Staphylococcus aureus, Escherichia coli, K. pneumonia, hodc enterbacter
cloacae. Thude ¢6 hiéu qua trong diéu trj cac bénh nhiém khuin da nhu: Ap xe dudi da khong
bién chimg, dinh nhot, chic 16, viém mo6 té bao va cic nhiém trung da khéc.
Nhiém tring trong o bung
Moxifloxacin duge sir dung dé diéu tri cdc bénh nhiém triing trong 6 bung ¢6 bién chimg, bao gom
nhiém da khuin nhu 4p xe gdy ra boi cac vi khuan nhay cam nhu Bacteroides fragilis, B.
thetaiotaomicron, Clostridium perfringens, enterococcus faecalis, E. coli, Proteus mirabilis,
S.anginosus, S.constellatus, hodc Peptostreptococcus.
Pot nhiém khuin cip cia viém phé quan man tinh
Dot cdp cia viém phé quan man tinh giy ra boi Streptococcus pneumoniae, Haemophilus
influenzae, H. parainfluenzae, Klebsiella pneumoniae, Staphylococcus aureus, Moraxella
catarrhalis.
Do khéang sinh fluoroquinolon, trong dé c¢6 moxifloxacin lién quan dén phan (mg c6 hai nghiém
trong (xem muc canh bdo va than trong) va dot nhiém khudn cdp cua viém phé quan man tinh do
vi khudn & mot sd bénh nhan c6 thé tu khoi, chi nén sur dung moxifloxacin cho nhimg bénh nhan
khong cé lya chon diéu tri khac thay thé.
Viém xoang cép tinh do vi khuin
Piéu tri nhiém khudn xoang cdp do cdc vi khudn nhay cam: Streptococcus pneumoniae,
Haemophilus influenzae, Moraxella catarrhalis.
Do khéng sinh fluoroquinolon, trong dé c¢6 moxifloxacin lién quan dén phan (mg c6 hai nghiém
trong (xem muc canh bao va than trong) va viém xoang cép tinh do vi khudn & mot sd bénh nhan
c6 thé tu khoi, chi nén sir dung moxifloxacin cho nhimg bénh nhan khdng c6 Iya chon diéu tri
khac thay thé.
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LIEU LUQNG VA CACH SU DUNG

Nguoi lom

Liéu khuyén ding 13 400 mg 1 lan mdi ngay. Dung dich nén dugc tiém truyén tinh mach trén 60

phut.

Bénh nhdn suy than

Khong can diéu chinh lidu v6i bat ki cip do nao ctia suy than (ké ca d¢ thanh thai creatinin < 30

mL/phut/1,73 m®).

Thoi gian dieu tri

- Viém phéi mic phai tai cong dong (tiém truyén tinh mach truée khi ding dudng udng): 7-14
ngay

- Nhiém khuén da va té chirc duéi da (SSSI) khong bién chimg (tiém truyén tinh mach trude khi
ding dudng udng): 7 ngay

- Nhiém khuén da va t chirc dudi da bién chimg (cSSSI) (tiém truyén tinh mach truée khi ding
duong uéng): 7-21 ngay

- Nhiém tring trong 6 bung bién chimg (tiém truyén tinh mach truée khi ding duong udng): 5-14
ngay

- Pot cap cta viém phé quan man (tiém truyén tinh mach trude khi dung dudng udng): 5 ngay

- Nhiém khuin xoang cép (tiém truyén tinh mach trude khi ding dudng udng): 10 ngay

CHONG CHI PINH

Nguoi ¢6 tién sir qua man véi moxifloxacin, hodc céc quinolon khée, hodc cac thanh phan cua
thude.

Fluoroquinolon, bao gdm ca moxifloxacin giy ra cac bénh vé khop va c6 thé gay thoai hod sun &
khop chiu trong lye & dong vat dang trudng thanh cta céc loai khac nhau. Mi lién quan tac dong
c6 hai nay lén dong vat va lén nguoi chua dugce xac dinh rd. An toan va hiéu qua chua dugc thanh
lap & tré em dudi 18 tudi, do d6 chéng chi dinh cho tré em dudi 18 tudi.

Nguoi ¢ tién sir QT kéo dai, nhimg nguoi ha kali huyét chua duoc diéu tri, va dang sir dung cac
thudc chong loan nhip tim nhém IA (quinidin, procainamid), nhém I1I (amiodaron, sotalol) do con
thiéu kinh nghiém 1am sang trén nhém bénh nhéan nay.

CANH BAO VA THAN TRONG

Cac phan {mg c6 hai nghiém trong c6 kha nang khong hdi phuc va gay tan tat, bao gdm viém gan,
dut gan, bénh ly than kinh ngoai bién va céc tac dung bit loi trén than kinh trung uong.

Cac khang sinh nhom ﬂuoroquino[on ¢6 lién quan dén céc phan (mg c6 hai nghiém trong ¢6 kha
nang gay tan tat va khong hoi phuc trén céc hé co quan khac nhau cta co thé. Cac phan (mg nay
c6 thé xudt hién dong thoi trén cing bénh nhin. Cac phan (mg c¢6 hai thuong duge ghl nhan gom
viém gan dut gan, dau khép, dau co, bénh ly than kinh ngoai vi va céc tac dung bét lgi trén hé
thong than kinh trung wong (do gidc, lo au, tram cam, mét ngu, dau dau nang va la 1an). Cac phan
(mg nay c6 thé xay ra trong vong vai gm dén vai tuan sau khi sir dung thudc. Bénh nhéan & bat ky
tudi nao hodc khong cO yéu to nguy co ton tai tir trude déu 6 thé gdp nhimg phan g c6 hai trén.
Ngtimng str dung thude ngay khi co dau hiéu hodc triéu chimg dau tién cta bat ky phan {mg c6 hai
nghiém trong nao. Thém vao dd, tranh str dung céc khang sinh nhém fluoroquinolon cho céc bénh
nhdn da timg gip cac phan (mg nghiém trong lién quan dén fluoroquinolon.
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Kéo dai khoang QTc va cac diéu kién trén 1dm sang lién quan dén kha nang kéo dai khoang QTc
Moxifloxacin da dugc chimg minh la kéo dai khoang QTc trén dién tam dd & mot s6 bénh nhan.
Mirc d¢ kéo dai khoang QT c6 thé tang Ién khi ndng do thudc trong huyét tuong ting lén do
truyén tinh mach nhanh. Do d6, thoi gian truyén tinh mach khong nén nhanh hon 60 phut va
khong nén vuot qué liéu 400 mg x 1 lan / ngay.

Nén ngung diéu tri bang moxifloxacin khi xuat hién cac dau hiéu hodc triéu chimg lién quan dén
loan nhip tim, ¢6 hodc khong ¢6 cac dau hiéu trén dién tam do.

Moxifloxacin nén dugc sir dung than trong ¢ nhimg bénh nhéan cé tinh trang loan nhip tim tién
trién (vi du nhu thiéu méau co tim cdp tinh) boi vi c6 thé tang nguy co bi ri loan nhip thét (bao
gdm xoin dinh) va ngimg tim.

Moxifloxacin nén duoc sir dung than trong & nhimg bénh nhin dang ding thudc ¢6 thé lam giam
kali.

Moxifloxacin nén duge sir dung than trong & nhimg bénh nhan dang ding thude lién quan dén gy
nhip tim chdm trén lam sang. _

Bénh nhéan nir va ngudi cao tudi cé thé nhay cam hon véi céc tac dung ctia thude kéo dai QTc nhu
moxifloxacin va do dé can phai c6 sy than trong dac biét.

Phan Umg qua m?m / di img

Phan {mg qua man va dj ng da dugc bao cao ¢ cac ﬂuoroqumolon bao gom moxifloxacin sau khi
ding lan dau. Cac phan {(mg phan v¢ c6 thé tién trién dén sc phan vé de doa mang song, ngay ca
khi dung thudc 1an dau. Trong truong hop biéu hién lam sang cta phan img qua man nghiém trong
nén ngung dung moxifloxacin va tién hanh diéu tri phi hop (vi du diéu tri soc).

R&i loan gan nghiém trong

Cac truomg hop viém gan kich phat c6 kha ning dan dén suy gan (bao gdm ca trudong hop tir vong)
da dugce bdo cao véi moxifloxacin. Bénh nhan nén duge khuyén lién h¢ vai béac s truge khi tiép
tuc diéu tri néu dau higu va tri¢u chimg cta bénh gan tién trién nhu chimg suy nhugc nhanh chéng
lién quan dén vang da, nude tiéu sim mau, xu huéng chay méau hodc bénh nio gan.

Xét nghiém chirc nang gan phai duge thuc hién trong trudng hop ¢6 dau hiéu suy giam chic ning
gan.

Phan g bong rop nghiém trong trén da

Cac truong hop phan timg bong rdp trén da nhu hdi chimg Stevens-Johnson hoac hoai tu biéu bi do
nhiém doc dugc bdo cdo vdi moxifloxacin. Bénh nhdn nén duge khuyén lién lac véi bac si ngay
lap tirc trude khi tiép tuc diéu tri néu xuét hién phan (mg & da va / hodc niém mac.

Bénh nhan ¢ tién sir dong kinh

Cac quinolon dugc biét 1a gay ra con dong kinh. Can than trong khi str dung & bénh nhan rdi loan
than kinh trung uong, hodc ¢ céc yéu to nguy co khac ¢6 thé gay dong kinh hogc lam giam
ngudng dong kinh. Trong trudmg hop dong kinh, nén ngung stir dung moxifloxacin va thuc hién
céc bién phap diéu tri thich hop.

Bénh Iy than kinh ngoai bién

Céc bénh than kinh cam giac hodc bénh da day than kinh cam giac din dén tinh trang di cam, giam
xuc giac, roi loan cam giac, hodc yeu co dd duoc bao cdo ¢ nhimg bénh nhian dung quinolon bao
gdm moxifloxacin. Bénh nhan dang diéu tri voi moxifloxacin duge khuyén nén thong bao cho béc
st trude khi tlep tuc diéu tri néu c6 triéu chimg trén than kinh nhu dau, rat, ngia ran, té hodc tinh
trang yéu co dé ngan ngua tinh trang khong phuc héi.

Céc phéan (mg tam thin

Céc phan (mg tim thin c6 thé xay ra ngay ca sau khi dung quinolon lin diu, bao gom ca
moxifloxacin. Hiém gap truomg hop tram cam hodc phan tmg loan thin din dén y nghi tu tir va
hanh vi tu gdy thuong tich cho ban than nhu ¢b ging ty . Trong truong hop bénh nhan ¢ nhimg
triéu chimg nay, nén ngung ding moxifloxacin va thuc hién cac bién phap diéu tri thich hgp. Can
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thin trong néu sir dung moxifloxacin & bénh nhén loan thdn hodic & bénh nhan c6 tién sir mic bénh
tim than. _

Ti€u chay va viém dai trang lién quan dén khang sinh

Tiéu chay lién quan dén khang sinh (AAD) va viém dai trang lién quan dén khing sinh (AAC),
bao gém viem két trang gia mac va tiéu chay lién quan dén Clostridium difficile, dugc bao cao lién
quan dén viéc sir dung khang sinh pho rong bao gdm moxifloxacin va c6 thé gay tiéu chay nhe dén
viém dai trang gay tir vong. Do d6 diéu quan trong la theo ddi nhiing bénh nhén bi tiéu chay nang
trong hodc sau khi sir dung moxifloxacin. Neu nghi ngd hodc khang dinh AAD hodc AAC thi nén
ngung st dung cac thude khang khudn, bao gdm moxifloxacin, va phai tién hanh diéu trj kip thoi.
Hon nira, can phal thuc hi¢n cac bi¢n phap kiém sodt nhiém khuén thich hop dé giam nguy co lay
truyén. Thude giam nhu dong rudt chéng chi dinh & nhimg bénh nhan bj tiéu chay ning.

Nhuoc co

Moxifloxacin nén dugc sir dung than trong ¢ nhitng bénh nhan bi nhugc co vi cac triéu ching c6
thé tram trong hon.

Viém gan, dut gan )

Viém va dut gan (dic biét 1a gan Achilles) c6 thé xay ra khi st dung quinolon bao gdém
moxifloxacin, ngay ca trong vong 48 gi¢ sau khi bat dau diéu tri va dén vai thang sau khi ngimg

diéu tri. Nguy co viém gén va dut gan s¢ tang ¢ bénh nhan cao tudi va & nhitng bénh nhan dugc |

diéu tri dong thoi véi corticosteroid. Dau hidu dau tién 13 dau hodc viém, bénh nhan nén ngimg
diéu tri v6i moxifloxacin, bat dong chi bi anh hudng va bao ngay cho bac si dé duge diéu tri thich
hop (vi du nhu ¢6 dinh).

Bénh nhan suy than

Nhiing bénh nhan cao tudi bi roi loan chirc nang than can than trong khi str dung moxifloxacin vi
mét nude ¢6 thé lam tang nguy co suy than.

Rdi loan thi gidc .

Néu giam thi luc hodc c6 bit ky anh huong nao trén mat, can lién hé véi bac si nhin khoa dé duoc
tu vin ngay.

R6i loan duong huyét

Nhu véi tat ca cac fluoroquinolon, rdi loan dudng huyét, bao gdm ca ha duomg huyét va ting
duong huyét dd duogc bdo cao voi moxitloxacin. O nhimg bénh nhan dugc diéu tri bﬁng
moxifloxacin, réi loan duong huvet xay ra chu yéu & bénh nhan tiéu dudng 16n tudi duoc diéu tri
dono thoi véi thude ha duong hux«et dang uéng (vi du sulfonylurea) hodc véi insulin. O bénh nhén
tiéu dudmg, nén theo ddi chit ché nong do duomg huyét.

Phong ngtra phan ing nhay cam véi anh sang

Quinolon ¢6 thé lam ting phan (mg nhay cam véi anh séng. Tuy nhién, cac nghién ctru da chi ra
rang moxifloxacin ¢o nguy co thdp gdy ra nhay cam véi anh sang. Tuy nhién, bénh nhin nén dugc
khuyén céo dé tranh tiép xtic vdi tia cuc tim hodc 4nh sing mit trdi trong qué trinh diéu tri voi
moxifloxacin.

Bénh nhén thiéu men glucose-6-phosphate dehydrogenase

O bénh nhan c6 tién str gia dinh hodc thuc té thiéu hut men dehydrogenase glucose-6-phosphate dé
bi tan mau khi diéu tri bang quinolon. Do do, moxifloxacin nén dugce sur dung than trong ¢ nhimg
bénh nhan nay.

Viém mé quanh dong mach chu

Moxifloxacin chi nén tiém truyén tinh mach. Cén tranh dung thude trong dong mach vi cac nghién
clru tién lam sang chimg minh chimg viém mé quanh dong mach sau khi truyén bang duong nay.
Bénh nhén nhiém khuén da va t6 chirc dudi da c6 bién chimg

Hi¢u qua lam sang cua moxifloxacin trong diéu trj cac truong hop bi bong nang, viém mo lién két
va nhiém trung ban chin & bénh nhén déi thio dudng, viém xuong tuy chua dugc xéac dinh.
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Bénh nhén c6 ché do an kiéng natri

San phim nay chira 787 mg (khoang 34 mmol) natri mdi liéu. Can can nhdc & bénh nhan c6 ché do
an kiéng natri.

Anh huong két qua xét nghiém sinh hoc

Moxifloxacin ¢ thé gdy can tré cho viéc kiém tra tinh nhay cam 1én Mycobacterium spp. giy ra
céc két qua am tinh gia trong cac mau lay tir nhimg bénh nhan dang dung moxifloxacin.

Bénh nhan nhiém tu cau vang khang methicillin (MRSA)

Khong khuyén cdo sir dung moxifloxacin dé diéu tri nhiém khudn do MRSA. Trong truong hop
nghi ngd hodc da xac dinh nhidm khuan gay ra boi MRSA, nén bét dau diéu tri bing khang sinh
thich hop.

Tré em

Do tac dung khéng mong mudn lén sun & dong vat chua truong thanh, do do chéng chi dinh st
dung moxifloxacin & tré em va thanh thiéu nién dudi 18 tudi.

TAC DUNG KHONG MONG MUON (ADR)

Ngoai budn ndn va tiéu chay, tit ca céc tic dung khong mong mudn duge quan sat déu & tan sé
dudi 3%.

Thieong gap, 1/100 <ADR < 1/10

Nhiém triing va ky sinh tring: Bi nhiém do vi khudn hodc ndm khang thude, vi du: ndm Candida
mi¢ng va am dao.

R6i loan hé than kinh: Pau dau, chong mat.

Réi loan hé tim mach: Kéo dai khoang QT & bénh nhan ha kali mau.

Réi loan hé tiéu héa: Budn non, nén, dau da day va dau bung, tiéu chay.

Réi loan hé gan mat: Tang men transaminase.

Réi loan toan than va tai chd tiém: Phan tmg tai vi tri tiém va truyén thude.

It gap, 1/1.000 <ADR < 1/100

R01 loan vé mau va h¢ bach huyét: Thiéu mdu, giam bach cdu, giam bach cau trung tinh, giam t:eu
cdu, ting tiéu cau nguyén phat, ting bach cau ai toan, kéo dai thoi gian prothrombin/ ting chi sé
INR.

R&i loan hé mién dich: Phan (mg dj tmg.

R&i loan chuyén héa va dinh dudng: Tang lipid mau.

R&i loan vé tam than: Cam giac lo au, tang hoat dong tam than van dong/ kich dong.

R&i loan hé than kinh: Di cam va roi loan cam giac, roi loan vi giac (ké ca mat vi giac nhung rat
hiém khi xay ra), lu 1an va mét phuong hudng, roi loan alac ngu (thuong la mat ngu), run, choéng
mat, ngu ga.

Réi loan vé thi giac: Réi loan thi giac bao gém nhin déi va nhin mo (ddc biét trong giai doan xay
ra cac phan Umg cua hé than kinh trung uong).

R&i loan hé tim mach: Kéo dai khoang QT, danh tréng nguc, nhip tim nhanh, rung tam nhi, dau
thét nguec.

Réi loan mach mau: Gidn mach.

R&i loan hé ho hap, 16ng nguc va trung thit: Kho tho (ké ca tinh trang hen).

Rdi loan hé tiéu hoa: Giam cam giac ngon miéng va an it, tio bon, khé tiéu, day hoi, viém da day,
ting men amylase.

Ri loan hé gan mat: Suy gan (bao gdm ting LDH), tang bilirubin, ting men gamma-glutamyl-
transferase, ting men phosphatase kiém trong mau.

R&i loan vé da va mé dudi da: Ngira, phat ban, may day. kho da.

R6i loan vé hé co xuong va mo lién két: Pau khép, dau co.

R&i loan vé than va tiét niéu: Mat nudc.
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R&i loan toan than va tai chd tiém: Cam giac khong khoe (cha yéu la suy nhuge hodc mét moi),
dau (bao gém dau ¢ lung, nguc, khung chiu va céc chi), ra md héi, viém tinh mach (tic) tai vi tri
truyén thude.

Hiém gap, 1/10.000 < ADR < 1/1.000

R&i loan hé mién dich: Phan tmg phan vé, rit hiém xay ra phan tng soc: phu di img/ phit mach
(bao gdm ca phu thanh quan, ¢6 kha nang de doa tinh mang).

Réi loan chuyen héa va dinh dudng: Tang duong huyét, tang acid uric mau.

R&i loan vé tam than: Cam xuc thit thuong, tram cam (rat hiém xay ra truong hop tu gdy thuong
tich cho ban than nhu tu tir hodc suy nghl ty tr), ao giac.

R01 loan hé than kinh: ~Giam cam gidc, roi loan khiru giac (bao gdm ca mat khiru giac hoan toan),
gidc mo bt thuong, rbi loan ph01 hgp van dong (ké ca rdi loan dang di, dac biét do chodng véng
hodc chong mat), dong kinh bao gém dong kinh con lon, roi loan tap trung, roi loan 101 noéi, giam
tri nhé, bénh 1y than kinh ngoai vi va da day than kinh.

Réi loan vé tai va mé dao: U tai, thinh gidc suy giam bao gém ca diéc (thuong c6 thé hdi phuc).
R&i loan hé tim mach: Nhip nhanh thit, ngét

Ri loan mach mau: Tang huyet ap. ha huyét ap.

R01 loan h¢ tiéu héa: Kho nuot, viém mi¢ng, viém dai trang lién quan dén str dung khang sinh (bao
gdm viém dai trang mang gia, rat hiém gip céc trudng hop lién quan dén bién ching de doa tinh
mang).

R&i loan he gan mat: Vang da, viém gan (chu yéu la & mat).

Réi loan vé he o Xuong va mo lién két: Viém gan, chudt rut, ting truong luc co, \«eu co.

RGi loan vé than va tiét niéu: Ton thuong chirc nang than (bao gdm ting urea nitrogen va
creatinin), suy thén.

R&i loan toan théan va tai chd tiém: Phu.

Rat hiém gap, ADR < 1/10.000

R&i loan vé mau va hé bach huyét: Tang ndng do prothrombin/ giam chi sé INR, mét bach cau hat.
R&i loan chuyén hoa va dinh dudng: Ha duong huyét.

R&Si loan vé tdm than: RSi loan nhin cach, cac phan (mg tim thin (xay ra truomg hop tu gy
thuong tich cho ban than nhu tu tir hodc suy nghi tu tur).

R&i loan hé than kinh: Téang cam giac.

Réi loan vé thi giac: Mt thi luc thoang qua (dac biét trong giai doan xdy ra cdc phan tmg cua hé
than kinh trung uong).

R&i loan hé tim mach: Loan nhip khong dic hiéu, xodn dinh, ngimg tim.

R6i loan mach mau: Viém mach.

R4i loan hé gan mat: Viém gan kich phat c6 thé din dén suy gan de doa tinh mang (bao gbm ca
truong hop tir vong).

R&i loan vé da va md dudi da: Cac phan (mg bong rop trén da nhu hoi chimg Stevens-Johnson
hodc hoai tir biéu bi do nhiém doc (c6 kha ning de doa dén tinh mang).

R&i loan vé hé co xuong va md lién két: Pt gan, viém khdp, co cing co, trdim trong thém cac
tri¢éu chirng cua bénh nhugc co.

Théng bdo cho bdc si cdc tic dung khong mong muén gdp phai khi sir dung thubc.

TUONG TAC THUOC

Warfarin: Khi dung moxifloxacin cung warfarin, thoi gian prothrombin kéo dai, tang chi s6 INR,
tang tac dung chong déng mau; vi viy phai theo doi thoi gian prothrombin, chi s6 INR va tinh
trang dong mau khi dung moxifloxacin dong thoi véi warfarin.

Corticosteroid: Dong thoi suir dung corticosteroid lam tang nguy co mac cac bénh nang vé gin
(nhu viém gén, dit gan), dac biét 1a & nhimg bénh nhan gia gia hon 60 tudi.
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Thude giy kéo dai khoing QT: Tranh dung dong thoi véi thude chéng loan nhip nhém IA (vi
du: quinidin, procainamid) hodc nhom III (vi du: amiodaron, sotalol). Str dung thdn trong ¢ nhimg
bénh nhan dung thudc khic ma kéo dai khoang QT (vi du, cisaparid, erythromycin, thuée chéng
loan than, thude chéng tram cam ba vong).

SUDUNG THUOC O PHU NU CO THAI

Vi nguy co anh huong ddi véi thai nhi la rat 16n, do d6 khong sir dung moxifloxacin khi dang
mang thai.

SU DUNG THUOC O PHU NU CHO CON BU \[z~

Moxifloxacin duge phan b vao sita & chudt va c6 thé duge phan bd vao sira ctia con ngudi.
Ngimg dung thude hodc ngimg cho con bt vi tiém nang gay hai nghiém trong cho tré so sinh.

SUDUNG THUOC O TRE EM

An toan va hiéu qua cua thudc chua dugc thiét lap ¢ tré em nho hon 18 tudi. Viéc dung
fluoroquinolon cho tré dudi 18 tudi c6 thé 1a hop 1y trong cac truomg hop dic biét, sau khi da danh
gia gitra nguy co va loi ich cho timg bénh nhan mét cach cén than va sau khi giai thich nguy co va
lgi ich cho phu huynh hodc ngudi cham séc cho tré biét.

SU DUNG O NGUOI GIA

Chua théy c6 sur khéc biét vé an toan hodc hiéu qua gitra cac bénh nhan cao tudi va tré tudi.

Nguy co cdc bénh ning vé gin, bao gom dut gin ting & nguoi 1én tudi (thuong 1a nhimg ngudi 16n
tudi hon 60 tudi). Nguy co ndy ting lén & bénh nhdn s dung dong thoi voi cac thude
corticosteroid. St dung than trong cho bénh nhan cao tudi, dic biét st dung déng thoi
corticosteroid.

Nguy co khoang QT kéo dai c6 thé tang lén ¢ nhimg bénh nhan cao tudi. Tranh ding dong thoi
véi thude chéng loan nhip nhom IA (vi dy, quinidin, procainamid) hodc nhém III (egamiodaron,
sotalol) va & nhiing bénh nhan c6 yéu té nguy co xodn dinh (vi dy, bénh nhin da biét QT kéo dai,
ha kali méu chua dugc diéu trj).

ANH HUONG PEN KHA NANG LAI XE VA VAN HANH MAY MOC
Joyloxin c6 thé gdy budn ngu hodc chodng ving, dot ngdt mat thi gidc tam thoi, ngit xiu trong mot
thoi gian ngdn. Néu bi anh huéng nhu vy thi khong l4i xe hogc vin hanh méay méc.

QUA LIEU VA XU TRI

Khong c6 thude giai doc dic hiéu khi qua liéu moxifloxacin, chu yéu la diéu tri tri¢u chimg va
cham séc hd tro: gdy non va stic rira da day dé giam su hip thu thude, dung thudc loi tiéu dé ting
dao thai thude. Can theo dai dién tam dd t6i thiéu 24 gio vi ¢6 thé xay ra tinh trang kéo dai khoang
QT hodc loan nhip tim va bd sung dich cho bénh nhan.
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LUU Y KHI SUDUNG VA BAO QUAN

Thudc nay chi sir dung mét lan, dung dich khong ding hét phai dugc loai bo ngay.

Phéi hop céc dung dich tiém truyén sau véi dung dich moxifloxacin khi tiém truyén cé thé xay ra
tuong ky: Nudce pha tiém, natri clorid 0,9%, natri clorid 1M, glucose 5%/ 10%/ 40%, xylitol 20%,
dung dich Ringer, dung dich hop chat natri lactat (dung dich Hartmann, dung dich Ringer-Lactat).
Khong duge tiém truyén dung dich moxifloxacin ciing véi cac thude khac.

Khong sir dung néu thdy c6 céc tiéu phan trong dung dich thude hodc dung dich thude bi van duc.
Bao quan thude & nhiét do mat hodc lanh thi c6 thé bi tua, tua nay sé€ tan ¢ nhi¢t do phong. Do do
khong nén bao quan dung dich tiém truyén nay & nhiét do dudi 15°C.

BAO QUAN z -
Trong bao bi kin.
O nhiét d tir 15-30°C.

HAN DUNG

24 thang ké tir ngay san xuat.
Khéng ding thudc qud han si dung ghi trén hjp.

PONG GOI
1 Lo/ Hop.

TIEU CHUAN
TOES,

Doc kj huwéng dan dan sir dung truéce khi ding.
Dé xa tam tay tré em.

Thudc nay chi diing theo sw ké don ciia thay thuéc.
Néu cin thém thong tin, xin héi y kién bdc s

San xuat tai: e
KOREA UNITED P
25-23,N anggﬁmgdm:
s DAl DIEN
Mﬁﬁrwaam B

]
TAI THANH PHO |

/’,3.7

s T

. INC.

i« ndong-myeon, Sejong-si, Han Qudc.

Kim, Ki-Han
Chief Representative Vietnam
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THONG TIN THUOC DANH CHO BENH NHAN
JOYLOXIN Dung dich tiém truyén

Moxifloxacin 400 mg

Thuéc nay chi diing theo sw ké don ciia thay thuéc.

Poc ky huwong dan sie dung trwde khi diing.

Dé xa tam tay tré em.

Théng bédo cho bdc si cdc tic dung khong mong muén gap phai khi sir dung thuéc.

THANH PHAN, HAM LUQONG CUA THUOC
Moi lo (250 mL) chira: /
MOXHIOXAEIN. 5 45 s wusmisusamsmmismersesnsmsamsssed 400 mg '
Ta dwee: Natri clorid, natri hydroxyd, acid hydrocloric, nude ct pha tiém.

MO TA SAN PHAM
Dung dich mau vang trong suét dung trong lo khéng mau.

QUY CACH PONG GOI
1 Lo/ Hop.

THUOC DUNG CHO BENH Gi

Viém phéi mic phai tai cjng dong

Viém phdi mic phai tai cong ddng mic dd nhe va vira,

Nhiém tring da va té chirc duéi da

Moxifloxacin dugc sur dung diéu tri nhiém khuéan da va to chirc duéi da chua c6 bién ching.
Thude c6 hiéu qua trong diéu trj cac bénh nhidm khuan da nhu: Ap xe dudi da khéng bién chimg.
dinh nhot, chdc 16, viém mé té bao va cac nhidm trung da khac.

Nhiém trung trong 6 bung

Moxifloxacin duoe sir dung dé diéu tri cac bénh nhiém tring trong 6 bung ¢6 bién chimg, bao gdm
nhiém da khuan nhu ép xe.

Pot cip ciia viém phé quin man tinh.

Piéu tri nhiém khuin xoang cap.

NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQONG "
Ngweoi lon
Liéu khuyén dung 1a 400 mg 1 lan mdi ngay. Dung dich nén dugc tiém truyén tinh mach trén 60
phut.
Bénh nhan suy than
Khong can diéu chinh liéu véi bit ki cdp do nao cua suy than (ké ca do thanh thai creatinin < 30
mL/phat/1,73 m®).
Théi gian diéu tri
- Viém phdi mic phai tai cong dong (tiém truyén tinh mach trude khi ding dudong ubng): 7-14
ngay
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- Nhiém khuan da va t6 chirc dudi da (SSSI) khong bién chimng (tiém truyén tinh mach truée khi
dung duong udng): 7 ngay

- Nhiém khuan da va té chirc duéi da bién chimg (¢SSSI) (tiém truyén tinh mach trude khi dung
duong uong) 7-21 ngay

- Nhiém tring trong 6 bung bién chimg (tiém truyén tinh mach truée khi ding duong uéng): 5-14
ngay

- Dot cép cuia viém phé quan man (tiém truyén tinh mach trude khi dung duong uéng): 5 ngay

- Nhiém khuin xoang cép (tiém truyén tinh mach trude khi ding dudng udng): 10 ngay

KHI NAO KHONG NEN DUNG THUOC NAY

- Ngudi ¢6 tién sir qua man véi moxifloxacin, hodc cac quinolon khac, hodc cac thanh phan cua
thude.

- Ngudi dang sir dung céc thude chdng loan nhip tim nhém [A (quinidin, procainamid), nhom II1
(amiodaron, sotalol) do con thiéu kinh nghié¢m lam sang trén nhom bénh nhén nay.

- Phu nir ¢6 thai hodc cho con bu.

- Tré em dudi 18 tudi.

- Néu ¢6 tién str mdc cac bénh vé gan hodc bi cac rdi loan lién quan dén diéu tri vi cac khing
sinh quinolon.

- Néu bam sinh hodc di timg bi tinh trang nhip tim bét thudng (quan sat dugc qua dién tam do
ECG - ghi lai di¢n hoc cua tim).

- Néu bj mét can b%mg dién giai trong mau (dac biét truong hop ha kali hodc magnesi huyét).

- Néu ¢6 nhip tim rit thip (duoc goi la cham nhip tim).

- Néu bj suy tim.

- Néu c6 tién sir nhip tim bat thuong.

- Néu dang dung thudc 1am dién taim do thay doi bét thuomg. Boi vi moxifloxacin ¢6 thé lam thay
doi dién tam d6 gay kéo dai khoang QT, vi du lam chdm dén truyén xung dién.

- Néu bj bénh gan ning hodic ¢6 men gan (transaminase) cao gip 5 lan giéi han trén cua khoang
gia tri binh thuong.

TAC DUNG KHONG MONG MUON (ADR)

Ngoai buén non va tiéu chay, tit ca cic téc dung khong mong mudn duoge quan sat déu & tan sd
dudi 3%.

Thieong gap, 1/100 < ADR < 1/10

Nhiém trung va ky sinh tring: Boi nhiém do vi khudn hodc nam khang thudc, vi du: nim Candida
mi¢ng va am dao.

R&i loan hé than kinh: Pau dau, chong mit.

Rai loan h¢ tim mach: Kéo dai khoang QT & bénh nhan ha kali mau.

Ri loan hé tiéu héa: Budn non, non, dau da day va dau bung, tiéu chay.

Rf:)i loan hé gan mat: Tang men transaminase.

Roi loan toan than va tai chd tiém: Phan tmg tai vi tri tiém va truyén thudc.

It gap, 1/1.000 <ADR < 1/100

Roi loan vé mau va h¢ bach huyét: Thiéu mdu, giam bach cdu, giam bach cau trung tinh, giam neu
cdu, tang tiéu cau nguyén phat, tang bach cdu 4i toan, kéo dai thoi gian prothrombin/ ting chi so
INR.

R&i loan hé mién dich: Phan ung di ing.

R&i loan chuyén héa va dinh dudng: Tang lipid mau.
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ch loan vé tdm than: Cam giéc lo & au, tang hoat dong tam thn van dong/ kich dong.

Réi loan hé than kinh: Dj cam va ri loan cam gtac roi loan vi giéc (ké ca mat vi gidc nhung rat
hiém khi xay ra), 1t 1dn va mét phuong huéng, réi loan gide ngu (thuong 1a mat ngu), run, chéng
mdt, ngu ga. :

R&i loan vé thi giac: R4 loan thi giac bao gdm nhin ddi va nhin md (ddc biét trong giai doan xay
ra cac phan tng cua hé than kinh trung wong).

R01 loan hé tim mach: Kéo dai khoang QT, dénh tréng ngue, nhip tim nhanh, rung tdm nhi, dau
that nguc.

Ro: loan mach mdu: Gidn mach.

R01 loan hé ho hap, 1ong nguc va trung thit: Kho th (ké ca tinh trang hen).

R&i loan hé tiéu hoa: Giam cam gidc ngon miéng va an it, tdo bon, kho tiéu, ddy hoi, viém da day,
ting men amylase.

Roi loan hé gan mat: Suy gan (bao gom tang LDH), tang bilirubin, ting men gamma-glutamyl-
transferase, ting men phosphatase kiém trong mau.

R01 loan ve da va m6 dudi da: Ngira, phdt ban, may day, kho da.
R01 loan ve hé co xuwong va md lién két: Pau khorp dau co.

R01 loan vé than va tiét niéu: Mat nudc.

Réi loan toan thén va tai chd tiém: Cam giac khong khoe (chu yéu la su! nhugce hodc mét moi),
dau (bao 20m dau ¢ lung. nguc, khung chau va cac Chl) ra mo héi, viém tinh mach (tic) tai vi tri
truyeén thude.

Hiém gap. 1/10.000 < ADR < 1/1.000

RO loan h¢ mién dich: Phan mg phan vé, rit hiém xay ra phan (mg soc: phu di img/ phit mach
(bao g gb6m ca phu thanh quan. c6 kha nang de doa tinh mang).

R01 loan chuwen hoa va dinh ducmg Tang dudmg huyet, tang acid uric mau.

R&i loan vé tam than: Cam xuc that thuong, trdm cam (rat hiém xay ra truong hop tu gdy thuong
tich cho ban than nhu ty tur hodc suy noh[ ty tir), ao giéc.

R01 loan hé than kinh: Giam cam giac, rdi loan khiru gidc (bao g gdm ca mat khiu giac hoan toan),
g;ac mo bét thuomg, réi loan phdi hop van dong (ké ca rbi loan dang di. ddc biét do choang vang
hodc chong mat), dong kinh bao gém dong kinh con 16m, réi loan tap trung, rdi loan 16i néi, giam
tri nho. bénh ly than kinh ngoai vi va da day than kinh.

R&i loan vé tai va mé dao: U tai, thinh giac suy giam bao gom ca diée (thudng c6 thé hdi phuc).
Réi loan hé tim mach: Nhip nhanh thét, ngat

R6i loan mach mau: Tang huye ét ap, ha huvet ap.

R01 loan hé tiéu héa: Kho nudt, viém mi¢ng, viém dai trang lién quan dén sur dung khang sinh (bao
gdm viém dai trang mang gia, rat hiém gap cac truomg hop lién quan dén bién chimg de doa tinh
mang).

R6i loan h¢ gan mat: Vang da, viém gan (chu yéu la r mat).

R01 loan vé h¢ co xuong va mo lién két: Viém gén, chudt rit, ting truong luc co, yéu co.

R6i loan vé than va tiét niéu: Ton thuong chuc ndng than (bao gom tang urea nitrogen va
creatinin), suy than.

R0| loan toan thén va tai chd tiém: Phu.

Rar hiém gap ADR < 1/10.000

Ro: loan vé mau va h¢ bach huyét: Tang nong d prothrombin/ giam chi s6 INR, mat bach cu hat.
Ro; loan chuven hoa va dinh dudng: Ha ducmg huyét.

R6i loan vé tam than: Réi loan nhan cach, cac phan mg tam than (xay ra truong hop tu gy
thuong tich cho ban than nhu ty tir hodc suy nghi tu tu).

R&i loan h¢ than kinh: Tang cam giéc.

R01 loan vé thi gidc: Mat thi luc thoang qua (dic biét trong giai doan xay ra cic phan (mg cua hé
than kinh trung uong).

R&i loan hé tim mach: Loan nhip khong déc hi¢u, xoén dinh, ngimg tim.
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R01 loan mach méau: Viém mach.

Ri loan hé gan mat: Viém gan kich phat ¢6 thé din dén suy gan de doa tinh mang (bao gém ca
truong hop tur vong).

Ri loan vé da va md dudi da: Cac phan (mg bong rop trén da nhu hdi chimg Stevens-Johnson
hodc hoai tu biéu bi do nhiém doc (co kha nang de doa deén tinh mang)

R&i loan vé hé co xuong va mo lién két: Dat gan, viém khép, co cing co, tram trong thém cdc
tri¢u chirng cua bénh nhugc co.

Théng bdo cho bdc si cdc tic dung khiong mong muén gap phai khi siv dung thuic.

NEN TRANH DUNG NHUNG THUOC HOAC THUC PHAM GI KHI PANG SU DUNG
THUOC NAY

Béo cho béc sT hodic duoe si néu dang sir dung, gan day di sir dung hodc ¢6 thé sir dung bt ctr
thude nao khac ngoai Joyloxin.

Péi véi Joyloxin can phai chi y mot s6 diéu sau day:

Dung Joyloxin véi céc thude anh huéng dén nhip tim c6 kha ning tang nguy co thay ddi nhip tim.
Do d6, khong dung Joyloxin véi cac thuéc sau: cac thudc chéng loan nhip (quinidin,
hydroquinidin, disopyramid, amiodaron, sotalol, dofetilid, ibutilid), thuée chdng loan than
(phenothiazin, p1m021d sertindol, haloperidolm sultoprid), thudc chng trdm cam ba vong, mét sb
thude khang khudn (saquinavir, sparﬂoxacm erythromycin tiém tinh mach, pentamidin, thude tri
sot rét dic biét 1a halofantrin), mot s6 thude khang histamin (terfenadin, astemizol, mizolastin), va
céc thube khac (nhu cisaprid, vincamin tiém tinh mach, bepridil va diphemanil).

Phai bdo v&i bac sT néu dang ding cac thude ¢ thé gay ha kali huyét (mét s6 thude loi tiéu. mot s6
thude nhuan trang va thude thut (liéu 16n), hodc corticosteroid (thuée khang viém), amphotericin
B) hodc cac thude gdy cham nhip tim vi nhimg thudc nay ciing ting nguy co rdi loan nhip tim khi
dung Joyloxin.

Néu dang ding cac thude chéng dong dudong udng (vi du warfarin), bénh nhén ¢6 thé can dé béc st
theo doi thoi gian dong mau cua minh.

CAN LAM GI KHI MOT LAN QUEN KHONG DUNG THUOC
Néu lo ling ring minh di dung thiéu mot lidu Joyloxin, can lién hé véi béc singay.

CAN BAO QUAN THUOC NAY NHU THE NAO
Trong bao bi kin, & nhiét do 15-30°C.

Luwu y khi sir dung va bao quan

Thudc nay chi sir dung mt lan, dung dich khong dung hét phai dugc loai bo ngay.

Phéi hop céc dung dich tiém truyén sau véi dung dich moxifloxacin khi tiém truyén c6 thé xay ra
tuong ky: Nudce pha tiém, natri clorid 0,9%, natri clorid 1M, glucose 5%/ 10%/ 40%, xylitol 20%,
dung dich Ringer, dung dich hop chét natri lactat (dung dich Hartmann, dung dich Ringer-Lactat).
Khoéng dugc tiém truyén dung dich moxifloxacin cing véi cac thude khac.

Khéng sir dung néu thiy ¢6 céc tiéu phan trong dung dich thude hodc dung dich thude bi van duc.
Bao quan thudc & nhiét dd mét hodc lanh thi c6 thé bi tua, tia nay s& tan & nhiét do phong. Do d6
khéng nén bao quan dung dich tiém truyén nay ¢ nhiét ¢ dudi 15°C.

NHUNG DA HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU
Khi qua liéu, cac tac dung khong mong muon c6 thé xay ra va tram trong hon.
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CAN PHAI LAM GI KHI DUNG THUOC QUA LIEU KHUYEN CAO

Khéng c6 thude giai doc dic hiéu khi qua liéu moxifloxacin, chi yéu la diéu trj triéu chimg va
cham séc hd tro: gay ndn va ste rira da day dé giam sy hap thu thude, dung thude loi tiéu dé tang
dao thai thude. Can theo doi dién tam do téi thidu 24 gid vi c6 thé xay ra tinh trang kéo dai khoang
QT hodic loan nhip tim va bd sung dich cho bénh nhan.

NHUNG PE CAN THAN TRONG KHI DUNG THUOC NAY

- Néu bi danh trong nguc hodc nhip tim bat thuong trong qua trinh didu tri, can bao cho bac si
ngay. Bac si ¢6 thé can do dién tim do dé do nhip tim ctia bénh nhan,

- Nguy co gip cdc vin dé tim mach c6 thé tang khi tang liéu va téc d9 truyén thudc vao tinh
mach.

- Rét hiém nhung bénh nhan cé thé bi phan (mg di img nghiém trong djt ngot (sbc phan v¢) ngay
ca voi lidu dau, triéu chimg c6 thé bao gdm tirc nguc, chong mat, budn nén hodc xiu, hodc chéng
mit khi dimg. Néu ¢ cic triéu chimg trén, can ngung diéu tri v6i dung dich tiém truyén
Joyloxin ngay.

- Joyloxin c6 thé gy ra tinh trang viém gan ngén va nghiém trong, c6 thé din dén suy gan de doa
tinh mang. Cén lién hé véi béc si trude khi tiép tuc diéu tri néu dot nhién cam thiy khong khoe,
hogc nhan thiy vang két mac mét, nudc tiéu sdm mau, man ngira da, hay bi chay mau hoac roi
loan suy nghi hodc mat ngu.

- Néu xuét hién phan (mg trén da hodc phon‘g g,mp va/ hodc bong da vd/ hodc cac phan Uing niém
mac, lién h¢ voi bac si ngay trude khi tlep tuc diéu tri.

- Khéng sinh quinolon bao gom ca moxifloxacin c¢é thé giy co git. Néu tinh trang nay xay ra, c¢an
ngung diéu tri véi Joyloxin.

- Néuco cac tneu chimg ctia bénh 1y than kinh nhu dau, nong rat, cam gic ran ran nhu kién bo, té
va/ hogc yéu can bao cho bac si ngay trude khi tiép tuc diéu tri.

- C6 thé gip cac van dé tam than ngay ca khi dl.mor khang sinh quinolon bao gdm moxifloxacin
lan dau. Rét hiém truong hop trim cam hodc van dé tim thin di din dén suy nghi tu tir hodc
hanh dong tu lam hai ban than nhu cb fu tu. Néu Xay ra cac phan ung trén, can ngung diéu tri
Vol Joyloxin

- C6 thé bi tiéu chay trong khi ding hodc sau khi diing khang sinh trong d6 ¢6 moxifloxacin. Néu
tmh trang ndy trd nén tram trong hodc dai ding hodc thiy trong phan c¢6 mau hogc chat nhay,
can ngung dung thudc ngay va héi y kién béc si. Trong truong hop nay, khéng nén ding cic
thude lam ngung hodc lam chdm nhu dong rudt.

- Joyloxin c6 thé giy dau va viém gan, tham chi trong vong 48 git khi bit dau diéu tri va lén dén
vai thang sau khi ngung diéu tri. Nguy co viém va dut gan tang 1én ddi voi ngudi gia hodc bénh
nhan dang duoc diéu tri v&i corticosteroid. Khi c6 ddu hiéu dau tién cua dau hodc viém can
ngung dung Joyloxin, tha 16ng céc chi bi anh hudng va hoi ¥ kién béc si ngay. Tranh bt cir hoat
dong thé luc khong can thiét no vi c6 thé tang nguy co dirt gan.

- V&i ngudi gia dang ¢6 cac van dé vé than, can luu ¥ luong chat long dua vao co thé chi nén vira
du vi qua trinh thai nude c6 thé ting nguy co suy than.

- Néu thi luc bi suy giam hodc mét bi anh huéng, cin hoi ¥ kién cua chuyén gia mit ngay.

- Khéng sinh fluoroquinolon c6 thé géy roi loan dudng huyét bao gdm ca giam dudng huyét dudi
muc binh thuong (ha dudng huyet) va tang dudng huyet trén muac binh thuong (tang dudng
huvet) O céc bénh nhan duge diéu tri voi J oyloxin, rdi loan duong huyét xay ra chi yeu O nguoi
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gia diéu tri dong thoi véi thude tri déi thao dudong duomg udng cé tic dung ha dudong huyét (vi
du sulfonylure) hodc véi insulin. Néu bi dai thao duong can theo déi duong huyét cén than.

- Céc khang sinh quinolon ¢6 thé 1am cho da nhay cam hon véi anh néng mat tro1 hodc tia cuc
tim. Nén tranh tiép xtc lau véi 4nh ning mat troi va khong nén tim ning hodc ding bat ki dén
UV nao khac trong khi dang dung Joyloxin.

Sir dung thudc & phu nir ¢6 thai
Vi nguy co anh huéng doi vai thai nhi la rat 16n, do d6 khong stir dung moxifloxacin khi dang
mang thai.

- A o - -
Swr dung thuoc & phu nir cho con bi
Moxifloxacin dugc phan bo vao stta ¢ chudt va cé thé duge phdn bo vao sira cia con ngudi.
Ngirng dung thudc hodc ngimg cho con bu vi tiém ning gay hai nghiém trong cho tré so sinh.

Sir dung thubc 6 tré em

An toan va hiéu qua cua thude chua duoc thiét lap & tré em nho hon 18 tudi. Viée ding
fluoroquinolon cho tré dudi 18 tudi c6 thé 12 hop 1y trong céc truong hop dic biét, sau khi di danh
gi4 gitra nguy co va lgi ich cho timg bénh nhan mét cach can than va giai thich nguy co va loi ich
cho phu huynh hodc ngudi cham sée tré biét.

Str dung & ngwoi gia

Chua thdy c6 su khac biét vé an toan hodc hiéu qua gitra cac bénh nhdn cao tudi va tré tudi.

Nguy co cc bénh niing vé gan, bao gdm dit gin ting & ngudi 16n tudi (thudong 1a nhimg ngudi
trén 60 tudi). Nguy co nay ting 1én & bénh nhén sir dung dong thoi véi céc thude corticosteroid.
St dung than trong cho bénh nhan cao tudi, dic biét & nhimg nguoi sir dung démg thoi voi
corticosteroid.

Nouy co kéo dai khoang QT c6 thé tang Ién ¢ nhimg bénh nhan 16n tudi. Tranh dung ddng thoi véi
thue chong loan nhip nhém 1A (vi du, quinidin, procainamid) hoac nhom III (egamiodaron,
sotalol) va ¢ nhitng bénh nhan co veu to nguy co xoan dinh (vi du, bénh nhan bi kéo dai khoang
QT. ha kali mau chua duogc kiém soat).

Anh hwong dén kha ning ldi xe va vin hanh may méce
Joyloxin co thé gy budn ngu hodc choang vang, dot ngdt mat thi lyc tam thoi, ngat xiu trong mot
thoi gian ngan. Neu bi anh huéng nhu vay thi khong 1ai xe hodc van hanh may mac.

KHI NAO CAN THAM VAN BAC SI, DUQC SI

N6i véi bic si truée khi dung Joyloxin lin diu:

- Joyloxin c6 thé thay dbi dién tim do dic biét & phu nit va ngudi gia. Néu dang ding bét ki
thudc nao lam giam nong @) kali huyét thi hoi ¥ kién béc sT trude khi dung Joyloxin.

- Néu bi dong kinh hodc bi mdt tinh trang c6 thé khién bénh nhan co gidt, n6i véi bac s trude khi
dung Joyloxin.

- Néu dang hodc di timg c6 cac van dé vé than kinh, hoi v kién béc si trude khi ding Joyloxin.

- Néu bj nhwge co, viée dung Joyloxin c6 thé lam céc triéu chimg nhuge co trdm trong hon. Néu
cam thdy bi anh hudng can hoi ¥ kién béc si ngay.
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- Néu bénh nhan hogc bat cir thanh vién nao trong gia dinh bénh nhan bj thiéu hut glucose-6-
phosphat dehydrogenase (bénh di truyén hiém gap), bao cho bac si biét dé tu van liéu thude ¢6
phit hop dé str dung & bénh nhan hay khong.

- Jovloxin chi nén dugc truyén vao tinh mach, khong truyén vao dong mach.

HAN DUNG
24 thang ké tir ngdy san xudt. =

Khéng ding thubc qud han si dung ghi trén hop.

San xuat tai:

= ;
Chief Repiesentative Vietnam

TUQ.CUC TRUUNG
P.TRUUNG PHONG
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