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MOXIFLOXACIN BIDIPHAR 400mg/ 100mlI
Bt o s e
Dpckphudnpunsoammwmw

1. Thanh phin céng thirc thube:
b Mmm ude: cho 100ml dung dich tém truydn

Thanh
M (dudr Moxifi 400mg
= Thanh phin ta duoc: NaCt,
;-:Jmnoehl: i clt pha fim
1. Dang bao ché: tiom
izéh\?qﬂ:mmmrmmwm.mmm
nh:
- Db gidm sy phét tribn cia vi khubn khang thubc va duy tr hidu qua cla
moxifioxacin va cac thudc khang khulin khac. dung dich tiém truydn moxifioxacin chi
nén duot sir dyng a didu tr va ngan ngira cac nhidm khuln duoc chimg minh
hodc nghi ngo 14 do vi khubn nhay cam gay ra. Khi c6 théng tin nudi cdy va a6
nhay, ching cdn durgc xem xét trong viéc Iva chon hodc thay dai igu phap khang
Khi khong cb cac di libu nay, dich t8 hoc v mé hinh nhay cam tal dia
mwm&mﬂ«mmmmw»ummnmnm
Ther nghigm nudl cdy va 66 nhay
Céc thir nghiém nudi cy va thi nghidm 80 nhay phi hop nén dugo thye hign

trudre khi didu 11 88 phan 1ap vi khudn gdy bénh va xdc dinh tinh nhay cam cla
chang vé1 moxifioxacin

Vige didu tr) vérl sdn phim o6 thé duoc tn hanh treée khi cd két qua thir nghidm
Sau khi 66 két qud, nén libp tuc ligu phap trj Iy thich hep

- Dung dich tiém Moxifioxacin dugc chl djah db didu tr] nhidm khudn ngudi
l:.n"r(‘!d&nbl)qunwdcdmngvlmdnnme!mm:xkdlmmdc

day.

* Viém phdi mic phal d &y ra boi Strey g

b g o, e s ot s
Slaphylococeus aureus ohay cdm  véi
My hodc Chi

Ghi chi () Strepfococcus pneumonias khang da thube bao gdm cac ching dugc
bidt trwée A6 nhu PRSP (S, khang penicillin) va céc chiing khang hai
w nhidu hon cac khang sinh sau: penicillin (MIC 2 2megiml), cac oephalosporin
hé 2 (nhu cefuroxim), cac macrolid, tetracyclin, va trimethoprim/
" Nnsb i dn v o4 biby yiococcu
* Nhidm khudn da va clu tric da chwa blén chim, ra béi Staj s
aureus hodc Streptococcus pyogenes, 908 Pl
* Nhidm khudn da va cdu tric da bién ehimg gay ra béi Staphylococcus aureus
nhgy cam véi col, Mla hodc Enterob

Chéng chi ginh sir dung san phim cho ngudi cb tién sir qua min véi moxifloxacin,
béit ky khang sinh 120 thyc nhém quinolon hodc bt ky thanh phin ndo cla thube
6. Canh bao va thn trong khi ding thudc

gén vé dit gén
Cac phan img 6 hal nghidm trong 6 kha ning khdng hdi phuc va gay tan L, bao
gdm viém gan, 001 g8n, banh Iy thAn kinh ngoal bién va cac téc dung bt lgi trén
than kinh trung vong.
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, €6 hoat tinh (rc ché thAn kinh co va o6
1am tang sy ybu co trén nhimg bdnh nhan nhuge co C&:biudo::cd\m
wmpmuwmmmpbmmmnmdunswmw.
Qmmnmmwdummmmmmbmmmnm"mm Tranh
sl dyng moxifioxacin & nhing bdnh nhan cb tidn s nhuge oo

4

Tranh sir dyng thudc & nhDrE bdnh nhAn dA biét co kéo dal knodng QT, bénh nhan
bl phi thing khéng thuuyén gldm va bénh nhan dang sir dung thubc chdng loan nhip
nhém IA (nhw quinidin, procainamid) hodic nhém (Il (nhir amiodaron, sotalol), do
thiu kinh nghiém tm sang trong vidc dibu tri vori nhirg thubc nay.

- Nghién clru duoc 8dng hoc gira moxifloxacin va cdo thubc khac gay kéo dai
khoding QT nhu cisaprid, erythromycin, thudc logn thin va thudc chéng trdm
cdm ba véng chua duge thue hign. Khdng han ché tAc dung phy cla
moxifioxacin va cac thubc ndy, vi vy than trong khi sir dung ddng théi moxifioxacin
véi cac thubc ndu trén

= Moxifioxacin nén duoc sir dyng thdn trong & nhing bénh nhan dang ddu Iri banh
IoonannrluMnhiplimdymhladﬁngkémumm.miumwwchow
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moxifloxacin & hon 7 500 bénh nhin trong cAc
u’lummmwuhs‘:OLMogmeSQbQMnMthakalxmﬂukmw

cloacae,
* Nhidm khudn & byng bién chimg bao gdm cac nhim khuln do nhibu vi khuln didu trj va khdng tang 1y 1§ tr vong & hon 18.000 bénh nhan didu tri
nhu cac ap xe gdy ra bdi Escherit col, fragilis, St ifl frong mét nghién ctru quan sat sau khi luu hanh, trong dé dién tam
ngino : 3 & faecalis, Proteus mirabilis, chura duoc thue hién
[o hogo P - Nhimg bénh nhan cao tudl sir dyng moxifloxacin dudmg tiém cb thé nhay cam hon
sPps. vir vidc kéo dai khodng QT lién quan dén thubc.
Dv(uehpltnelpcnlv’l:nphlqn‘lnmnﬂnh gAyra_bMSmplowm - Ngoai ra, nén than trong khi dung moxifloxacin & bénh nhan xo gan nhe. trung
P + Kiebsi binh hodc n3
Staphyi aureus, hodc M Phlnungm"gmln

Ghi chi: Do khang sinh fiuoroquinolon, trong d6 o Dung dich tiém truydn
Moxifloxacin Bidiphar 400mg/ 100ml lin quan dén phan (mg c6 hal nghiém trong
(xem myc 6. Cénh bso va thén trong khi dang thudc) va dot nhibm khun clp cta
viém phé quin man tinh & mot sb benh nhan o6 thé ty khdi, chi nén str dyng
Moxmondn::rlp!ww 100mi cho nhimg bénh nhan khéng cb lya chon didu
tri khc thay thé,

* Viém xoang cdp tinh do vi khuln gdy ra bdi Strepfococcus pneumoniae,

% hodc .

Libu diing & nguéd lom:

Lidu tiém truydn cGa Moxifloxacin 1 400mg/ 100ml mdi 24 gi¢v dugc tnuydn trong
théri gian 60 phit. B&i vi sinh khd dung hoan 10an clia dwémg udng 1 91,8% so véri
tiém truybn, nén khéng cin chinh 1By khi n tir dang lidm

.mnmwumaungumanmémwenmumw:z
tao dibu Kién cho viéc duy tri sau khi xult vign theo chi dinh cla bac s§. Theri glan
didu tri phy thudc vao dang nhidm khuén dugc dua ra trong bang 1.

Bang 1: Libu va thon gian didu trf & ngud lom

Céc phan (rg phdn vé nghiém trong, mdt sb xudt hidn sau lidu ddu tién, 43 duoc

bdo cao & nhing bénh nhan dugc didu tri voi ldu phap quinolon, bao gbm ca

moxifioxacin. M3t s& phan irng di kém vai tryy tim mach, mét ¥ thire, ngira ran, phi

mmﬂpmww.din&%mgnmmwﬁnwmm
i clru ngay Iap tirc inephrin. Nén ngimg sir moxifioxacin

mwhunwmmmmmwﬁt déunmmomm

steroid tém finh mach, va kibm soat , bao gbm ca daat ndi khi quan, cb

thé duoc ding theo chi Ginh (xem muc 70. Téc dyng khéng mong mubn)

NhD:xpMnlhgnghl&ntrwgvdddlkhlgAyh'/vongldﬁc

Mot sO phan (mg nghiém trong va ddi khi g4y Lir vong khac ¢ thé do qua m3n cam

hogc do mol s8 nguyén nhan khdng chdc chén, hiém khi dugc béo céo & nhimg

bénh nhan didu tr vé&i quinolon, bao gdm moxifioxacin. Cac phdn mg cb thé nang

va thuémg xéy ra zau khi ding da libu. C4c bidu hién [3m sang cb thé nhu sau:

- St phat ban hodic phan irng da nghiém trong (vi dy: hogl tir thugng bi nhigm

6c, hdi ching Stevens-Johnson),

- Vidm mach; dau khop; dau co; bénh huyét thanh;

- Viém phdi dj img:

il byl il S

- gan; vang da, W gan cép tinh hodc suy =

~ Thidus s bad gbm thiu mau tan huydt va thibu v it sdn: gidm by chu, bao

gbm xubt huyét giam tdu cu huydt khdi; gidm bach cAu; mAt bach cu hat. gidm

toan thé huybt cAu; va/ hodc cac bt thuong v huyét hoc khac

Nhngmﬁdwmuénﬁupwcmﬂtmnmmdhuwahw-uh

vidc phat ban, vang da hodc bat ky déu hidu qua mén ndo va céc bign phap dida trj

hd trg nén duoc thiét 18p (xem muc 10. Téc dyng khong mong mudn).

Tée dong trén hé than kinh trung vong

Céc h bao gdém moxi cb thd gay ra cac tac trén hé thin
kinh trung wong (CNS), bao gdm: hdi ndp, kich déng, méat ngd. lo . ac modng

hogc hoang 3
Chimg co giat va tang 4p lyc ndi so (bao gdm gid u ndo), i durgc bdo cdo &
nhing bénh nhan duoc didu 1 véi ligu phap fluoroquinolon. Cac fluoroquinolon
6 ra cac tac dong trén h@ thin kinh trung womg bao gdm: chong mat

W, run rdy, 3o giac, trAm cdm, va hidm khi, y twéng/ suy o4
tur tir. Nhng phan Ung ndy cb thé xuét hign & idu ddu tién. Néu nhimg phdn (g
nay xuAt hidn & nhirng bdnh nhan st dyung moxifioxacin, nén ngirng sir dung thudc
va thiét 19p céc bién phap didu tr thich hgp. Cing nhu vdi tdt ca ca

|

Dang nhiém khudn Lidu mbi 24 gi> | Thod glan diéu trf 7
Viém phdi mic phai cng abng 400mg 07 - 14 ngdy
mmMﬁndumdldnn 400mg 07 ngay
;mwhundumum 400mg 07- 21 ngdy

Nhidm khuln & bung bién chimg 400mg 05 - 14 ngay

| Vibm xoang cAp tinh do vi khudn 400mg 10 ngay

Ot kch phat cbo clia vibm phd qudn | g0, 05 ngay

(9 Vibe didu trf tudn ty (tir dang Gém truydn Bnh mach sang dang uéng) co thé
duge chi djnh trye Uép tir béc sp

Libu ding & céc déi trgmg dje bigt:
Blnnnh&n;z‘mdn
Khéng cAn chinh Bu cho bdnh nhan suy thdn. Moxifloxacin chura dugc nghién
clru trén nhomg bénh nhan thém phan mau hoac thAm phitin mang byng lién e &
bénh nhan khong di lai duge (xom muc 6.Canh bao va thiin trang khi dung thube)
Bhﬂlmln;z’gm
Khéng cin dibu chinh (iu cho bénh suy gan nhe. trung binh hodc néng (Child-Pugh
nhém A B hodc C). Tuy nhibn, do rbl loan chuybn hoa tlen quan dén suy gan, c6
thé diin 88n keo dal QT, moxifioxacin nbn AUOC sir dyng han trong & nhimg bénh
nhan ndy (xem myc 6.Cénh bbo va thn trong khi ding thubc).
4.2 Céch dung
« Nén kibm tra cam quan vb tibu phin 19 va sy bibn mau trugre khi sty dyng. Chi sir
khi khdng c6 bit thuemg.
mmcmuvmﬂmmﬁ‘m::ﬂw";;mmmmm
mach, tibm bip, tidm trong da, -
- Nén truybn 60 phid bang céch truydn Lrrc Liép hodic thang qua b truybn chr
Y 48 Sugc a4 siin.
CHU Y. CAN PHAI TRANH TRUYEN TINH MACH NHANH HAY BOLUS
- VI 00 s vd 8y turomg thich ciia moxifioxacin tém finh mach véi cac chét khac b
n ché, khdng nén thém chét phy gia hogc céc lopl thube khac vso hode truydn
théri cling mdt dutmg truydn finh mach khi truydn moxifloxacin. Néu
tinh mach dugc s dyng dé truybn tln t cdc thube khac, hodic k§
back® duge si dung, dudng truydn nén duge rira sach trudc va
moxifioxacin v&i dung dich tibm truydn tuong thich véi moxifioxacin
(céc) logl thubc khéc.
djch keong thich véi maxifioxacin theo 1119 1,10 dén 10:1: Natri clorid
3 dlorid 1M, Dextrose 5%: Nutc cél pha tiém; Dexirose 10%; Lactal
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nén dugc sir dyng thn trong véi nhimg bénh nhan da biét hodc nghi
nger cb rbi loan thAn kinh trung womng (vi dy xo clrmg ddng mach ndo ndng, ddng
kinh) hodc co xudt hién cac yéu 18 nguy co khac co thé din dén co gidt dudri
nguomg ddng kinh (xem myc 9. Tuomg téc, tuong ky ciia thube, 10. Tac dung khéng

mong )
Tibu chéy lién quan dén Clostridium difficiie
dén Clostridium difficile (CDAD) 04 dugc bdo céo khi s dung
gAn nhu tht ca cac chit khang khudn, bao gdm moxifloxacin, va c6 thé & mic 60
bonoh‘lhhd\éyn;\x'dénvlmd.lmmglyw”wDibum cac
chét khang khun iam thay dbi he sinh vat binh thudmg cla dai trang dn dén su
phat trifn qua mire cia C. difficile. i
C.difficile san sinh 86¢ 1§ A va B gop phlin vao sir phat tridn cila CDAD. Céc ching
C.difficile tao h l!nubyungtysulmanhvﬂl?Mh:mgvluc‘nM&n
néy b thé khang lai véi didu Lrj khding sinh va c6 thé phai yéu cu thy thudt
At b rudt két. CDAD phdi durgre xem xét Irong tt c cac bdnh nhan co bidu hién
iU chdy sau khi dung khang sinh, Xern x6t tén sir dung thuée 13 cAn thiét vi CDAD
88 auge bAo ¢80 xiy ra hon hai thaing sau Khi dang thubc khang khudn.
mmummwawmﬂnn,mummwmmmm
nham chéng lai C.difficile o6 thé cAn phai dimg. Nén tién hanh truydn dich va didn
gldi thich hop, b sung protein, didu trj v khang sinh chéng lai C.difficle va danh
gia thudt khi dugc chi ginh 18m sang (xem muc 10. Téc dyng khdng mong
)
Bénh Iy thdn kinh ngoal bién
Cac truémg hgp vidm da ddy thAn kinh edm gisc hodc cdm bidn anh hudng aén soi
nho va/ hode Im diin aén dj cdm, gidm &m, rdl loan chire niing va yéu da duoc
aho |

&nhﬂmbﬁnh nhan sir dung M i 0 Céc

chimg c6 thé xay ra ngay sau khi bét ddu ding moxifioxacin va o8 thé khang

phyc.

nglng sir dyng moxifioxacin ngay 1Ap tirc néu bénh nhan gap phal cac trigu
o

i

g2zis

clia bénh than kinh ngoal bidn bao gdm dau, rat, ngira ran, 18 va/ hodc thay
cam gidc khac bao pdm tidp xtic anh sang, dau, nhiét 46, cAm nhan vi tri va cam

i
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gidc rung (xem myc 10. Ykmmmm,

Tai lugmg natri cao
San phim c6 chira 315 mg natri (twong duong 00137
dung dich tidm moxifioxacin cho Mu“":m) Trdoh sir dyng
ﬁnmwhmd“”mw(mwa&m.&gmmwﬂ
Bénh khop & 6ng vit oyt

2 ¢ 8 &
Moxifioxacin dutmg trang Nokh&qomm“

trrdmg
Kiém tra m& bénh hoc ciia cic khép chiu "
uﬂymcl&lnwnumnvlnahmcm m"‘"’"ﬂmmn“mm“
wmwunmmmmmmnu&w‘m o qu-\nong
46ng val chua trudmg thanh ca cic loai khac nhau Berh khirp
loan dudmg huybt
von 14t G cic fluoroquinoion., tinh trang réi losn Gudng huyét bao gdm
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Xem myc 7. Sirdung thudc cho phy nix c6 thai va cho con bu

Tré em
An t0an va hifu qud & tré nhd va tré vi thanh nign (< 18 twdi) chura dugrc thit idp.
Moxifloxacin gdy ra bénh khép & Gdng vt chua thanh nidn (Xem myc & Cdnh bdo
vamnnrorzawwnqmuéc)

cao

Nguoi
Bénh nhan cao tudl cb nguy co méc cac rbi logn gan nghiém trong bao gdm dirt
gén khi dugc didu trj bing fluoroquinoion nhu moxifioxacn. Nguy
gia tang & nhing banh nhan dang didu trj thf voi corticosteroid. Viém gan
wwwammmmwm‘m‘mmawmﬁmu
wmu&mummcuummnmnu_mmmm vai théng
r bding Auorogquinolon da dugc bao cao. Do 34, than trong khi sir dung
ding

J &ing
nédn trinh ding moxiflaxacin & nhimg bénh nhan

dén oén kéo dai QT (vi dy, thubc chéng loan nhip nhom
Mhoﬂ:lll)hobcbnh&ngwmmheouuﬁnguymbimhmmw,uﬁ&
kéo dal QT, ha kali mau khong duge &by tr).
Bénh nhén suy thdn
Céc théng s dugc ddng hoc ciia moxifioxacin khdng bi thay a3i déng ké trong
bénh than nhe, trung binh, ngng hodc giai doan cudi. Khang cin didu chinh lidu cho
bnh nhan suy thgn, ké cd bénh nhan cn thim phdn mdu hodc thdm phan mang
bung lién tyc ngogi tni.
B«mm&:;ggen
Khang cin didu chinh lidu cho bénh suy gan nhe, trung binh hode nding (Chid-Pugh

nhom A, B hodc C). Tuy nhidn, do réi
thé din dén kéo dal QT, moxifloxacin nén duge sir dung thn trong & nhmg bénh
nhan nay.

7. Sir dyng thudc cho phy nir ¢4 thai va cho con b

7.1. S dung thubc cho phy nlr cb thai:

Maxifloxacn nén s dyng trurdc 4 gidr hode sau 8 gidr voi cie thule sit sulfat, ché
64 bd sung cb chira kém, magie hodc sit (nhu multivitamin), hodc chit khang acid
6 chira nhdm/ magle

lon
6. Canh béo v thn trong khi diing
Thubc kéo dai khodng QT
D@ ligu v& khd ndng lwong tac dugc e gira maxifloxacin va cée thubc khac ma nd
kéo dai khodng QT trén didn (am &3 bi han chd
Sotalol, mdt thude chdng logn nhip ahom 1il, 43 cho @m tang khodng QT khi
Kbt hop véi maxifioxacin idm i cac trén ché. Vi vily, cn franh ding moxifioxacin
v6i cac thube chéng foan ohip nhoém 1A va nhdm il (xem myc 6. Cdnh béa va than
trong khi dong thubc)
92, Tuong ky cia thisde:
Mt 56 dung dich sau tamg ky voi dung dich im truydn moxifioxacin
Natri clorid 10% vA 20%:
Natri bicarbonat 4,2% va 8.4%
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