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1. Thiinh ph#in céng thire thube:

Méi chai 250 ml dung dich tiém truyén Mothernat chira:

Thinh phén hoat ehill; Moxiflaxacin 400 mg (dudi dang Moxifloxecin hydroclorid) i

Thanh phén t4 duoe; Matri clorid, Natri hyroxyd hay Acid hydroclarie, Mutre et pha tiém T
2. Danig bdo ché:

Dung dich tigm truyén.

Dung dich trong, miu ving nhat hofie mau vang,
3. Chi dinh:

Mothernat dirge ¢hi djnh trong didu trj:

~ Vigm phdi mfe phai cong déng

— Nhifm khufin da v 8 chire dudi da phire tap

Chi nén sir dung moxifloxacin khi vide sir dyng cde tie nhin khang khudn duge khuyén cfio khdc dé didu tri khai ddu cho cée nhiém khudn
ndy duge xem 12 khang thich hap.

Nén xem xét cén thin cde chi ddn chinh thire vé sir dung thich hgp c4c khang sinh.

4. Litu lugng va ciich dimg:

Ligu ding: _

Ligu khuyén ding [4 400 mg moxifloxacin, truyén 1 n/ngay.

Khi tinh trang lam sang cho phép, cin chuyén sang dima dang vién nén moxifloxacin 400 mg sau khi d4 khéri dAu diéu tri vai moxifloxacin
dudmg linh mach, i .

Trong céc nghiln cina Kim sdng, hiv hét bénh nhin ehuyén sang ding thude uéng trong vong 4 ngdy doi vai vigm phdi mée phai cing déng
holie 6 ngay ddi véi nhidm khudn da va t6 chire dirdi da phire tap, Tong théi gian diéu tri bing diimg tinh mach va dudmg udng 18 7 - 14 ngdy dbi
val vigm plléi miic phai cong dbng vit 7 - 21 ngdy doi vai nhiém khudn da vatd elire dudi da phite tap

Suy gan/sty thdn

Khéng ein phai chinh lidu trén bénh nhin suy thin mic 4§ tir nhg dén nfing hollc & cdc bEnh nhin dang phai Ipe mdu kéo dai nhu thim tich
miw vik bénh nhiin thdm phén phie mac lién e ngogi tri.

Khong cd da dit ligu & bénh nhén suy giam chie ning gan.

Cide hinh ndidn ddic bigt khde

Khang ciin ditu chinh Tidu lugng & ngirdi caa tudi va & bénh nhin 6 trong hugng o thé nha,

Tréem

Moxifloxacin dirgc chdng chi dinh & tré em v (ré vi théinh nién dang lon, Hitu qua va @6 an toan ciia moxifloxacin & (ré em va 1ré vi thinh
nién chura duge xéc dinh.

Cach ding:

Truyén thude theo dwimg tinh mach vdi thdi gian trén 60 phit.

C6 thé truyén thude trye Liép holic qua dng chit T cing véi cde dung dich tiém truyén tuong thich.

Cic dung dich tiém truyén tuong thich véi dung dich moxifloxacin 400 mg @ truyén: nude cdt pha tigm, natei clorid 0,0%, natri clorid 1M,
glucose 5%/10%/40%, xylito] 20%, dung djch Ringer, dung djch natri Lactat (dung djch Hartmann, dung djch Ringer-Lactal).

5. Chiing chi djnh:
— Mifn cdm véi moxifloxacin hay bt el thinh phdn ndo ciia thuée,
— Phu nir cé thai va phu nit ¢ho con bii.
— Bgnh nhin dudi 18 wdi.
— Bénh nhin ¢d tién sir bénh gin co.
“Trong i c4e nghién efn titn lim sang vi cde nghign einu (rén ngudi, 4 quan sat thdy sir thay déi dién sinh 1y trén tim 12 kéo dai khodng QT
sau khi tiep xde vai moxifloxacin. Vily do an lodn, do dé chdng chi dinh sir dyng moxifloxacin & nhimg bénh nhan bi;
— Bénh nhin co khoang QT kéo dii.
— Cée rdi loan dign gidi, diic bigt 1a bénh nhan ha kali méu chira duge digu chinh.
— Nhip tim chim.
~ Suy tim véi giam phan suat thng mau thit trii.
— 6 tidn sirrdi logn nhip tim cb rifu chimg.
Khang nén sit dung moxifloxacin dong thei véi cde thude khde kéo dai khoang QT.
Do dir li¢u lam sing han ché, chdng chi dinh sir dung moxifloxacin & nhimg bénh nhdn bi suy gidm chirc ning gan (Child Pugh C) vA &
nhimg bénh nhin co transaminase tng > § lin gidi han trén ciia mite binh thirimg.
6. Canh biio va thin trong khi dong thudc:
Cic phan img c6 hai nghiém trong cd kha ning khong hoi phuc va pay tn t3t, bao gém vidm gin, dirt gin, bénh Iy thiin kinh ngoai bign va
cfie thie dung bit lei trén thin kinh trung wong,
Cac khéng sinh nhdém fMuoroquinolon cd lién quan dén cdae phan img cd hai nghiém trong cé kha nang gy tin tit va khdng hdi phuyc trén cdc
hé eo quan khdc nhau cia co thé. Cc phan tmg nay cd thé xudt hién déng thai trén cimg bénh nhin. Céic phin fmg ¢ hai thulng duge %hi nhin
gm viém gin, dirt gin, dau khap, dau co, bénh Iy thin kinh ngoai vi v cdc tic dung bdt loi trén thitn kinh trung uong (3o gife, lo du, tram cim,
mit ngd, dau dhu ngng va 14 Bn). Cie phin img ndy cd thé xdy ra trong vong vai gity dén vai tuin sau khi sir dung thuce. Bénh nhan & bit ky tudi
ndo hogic khéng cé yéu t nguy co tén tai tir trude déu cd thé gip nhimg phan (mg cd hai trén.
Neimg sir dung thude khi co ddu higu hofic riéu chimg diu tién cia bit ky phin (mg ¢ hai nghiém trong ndo. Thém vie d6, tranh si dung
cac khang sinh nhém fluorequinolon cho céc bénh nhin da timg gip cdc phén img nghiém trong lién quan dén Nluoroguinolon.
Kéo dai khofing QT va cac tinh trang 1im sdng lién quan dén i khod
Moxiflaxacin da cho (hiy 13 kéo dai khofing QT trén dién tim do trén mat sd bénh nhin. Mt 43 kéo dai ciia khodng QT ¢b thé ting véi
ting ndng dd thuée trong huyét teong do truyén tinh mach nhanh, De do, thoi gian truyén khéng nén thip hon 60 phat va khing virgt qua 400 mg.
Nén ngung d idu trj voi moxifloxacin néu cde diu higu hofie tridu chimg cd thé lign quan dén loan nhip tim x&y ra trong qué trinh ditu trj,
Thén trong khi sir sung moxifloxacin & nhimg bénh nhan ¢6 bit ky tinh trang ndo v& rdi loan nhip tim (vi dy nhu thigy méa co tim cdp) béi
vi chilng c6 thé 1am ting nguy co bj rdi loan nhip thit (bao gdm xodin dink) vA ngimg tim.
Thén trong khi st syng moxifloxacin & nhimg bénh nhén dang ding thude khic b thé lim gidm ndng do kali.
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Thin treng khi sir sung moxifloxacin & nhimg bénh nhén dang ding thube 1dm chdm nhip tim. a0l o
Bénh nhin nir va ngudi cao (udi co thé nhgy cdm hom véi tac dung kéo dai khodng OT nhu moxifloxacin, do @6 cin phai Al fronig khi sief
dung. AT i, T [ 5
(Cac phin (m En/di J. / OGuNATY] N

Di ¢4 bio cdo v& céc phin img qué mén hofic phan (mg di (mg véi cle fluoroquinolon nhw moxifloxacin sau khi ding kn diu tlén , OB
phiin g phan vé e6 thé tién trién thanh shock de doa tinh mang, ngay c4 sau khi ding Hn d4u. Trong trubmg hop ¢ bidu "jit‘;;n lim séig iid Cie
phan img qua miln nghiém trong, nén ngimg sit dung moxifloxacin va digu tr] thich hop (vi dy: didu iri séc), =\ Y3 KA

i loan trén gan ndn Noah aten

D3 6 nhimg bio c40 vo céc tnrime hop viém gan 161 edp c6 thé diin dén suy gan (bao gdm cdc tnrimg hop tir vong) véi moxifloazacin. Banh J 0/
nhan c&n duge khayén cio litn hé ngay véi bic 5§ trwdc khi tiép tue didu tr ndu xudt hign cie dhu hidu vi riéu chimg lién quen 'dérg;'\gi_léfni"gar_;_@‘[‘
cap nhur: suy nhwrge nhanh kém ving da, nude idu sim mau, chiy mau, bénh ndo gan. e

Nén thue hign cée xét nghigm chire niing gan trong trrdmg hop o6 ddu higu rdi logn chire ning gan.

Cdc phin img bdng rap trén da

Pi ¢é nhimg bio céo vé cde phén fmg da bong rip nhur hii chimg Stevens-Johnson hodc hoai 1 bidu bi do nhidm dée véi moxifloxacin,
Bénh nhan phai duge khuyén cdo Lién hé ngay véi bic s tnrde khi tiép tuc didu tr] néu xult hign cde phin img da vi/holic niém mac.

Ddng kinh

Cic quinolon dxzwcxhiét la giy ra déng kinh. Nén sit dung thiin trong (zdn nhimg bénh nhin da cé holic nghi nedl ¢6 cde rdi loan cda hé thin
Kinh trung wong ¢6 the ddn t6i con ding kinh hofc [Am gidm nguing cda con déng kinh. Trong truting hop ddng kinh, nén ngimg didu trj biing
moxifloxacin va sir dung cée phuong phip didu trj khic thich hop.

DRénh Iy thin kinh ngoai bién

B ¢ hio cdo ve céc trrdng hop bénh da diy thiin kinh cfim gide hay vin dong cim gitc, din dén di cim, gidm cam gide, réi loan cim gidc
lofic yéu eo & bénh nhdn dang diing khang sinh nhom quinolon, bao gém i moxifloxacin. Nén khuyén céo bénh nhin dang diu trj voi moxifloxa-
cin 1hﬁ|é15 béo cho biie si trude khi tiép tue didu tri néu xay ra cic trigu chimg eta bénh day thin kinh niwr dau, néng bdng, ngira ran, & hojic 1inh
trang yéu co.

( Céc phan img tim thin

\ . Cio phin img tim thin o6 thé xdy ra tham chi sau ldn ¢4 ti¢n sit dung khang sinh nhém fluoroquinolon, bao gom ci moxifloxacin. Rt
hiém gip cac trutmg hop trdm edm hofic phan tmg loan thin din dén y nght tr tw va hanh vi ty gd thwang tich cho bin thdn nhu cb ging ur ur.
Trong trdmg hop bénh nhin mfic phdi cde phan img niy, nén ngimg sir dyng thude va duge thay (hé bing cdc bign phip thich hap, Nén thin trong
khi sir dung moxifloxacin & cac bénh nhén logn thin hoiic bénh nhiin ¢6 bénh sir mfc bénh tdm thin.

Ticu chiy lién quan dén khéng sinh

Tiéu chiy lién quan dén khdng sinh (AAD) va viém dai tring liéh quan dén khing sinh (AAC), viém dai trdng gid mac do Clostridinn djf-
ficile ¢ dure bio cdo khi st dyng nhime khing sink phé ring, bao gdm ca moxifloxacin va ¢ th ¢ mirc dd nghiém trong tir tidu chay nhe dén tir

vang. Do d6, di¢u quan trong 14 phai nghT {6i chin dofin ndy & nhimg bénh nhn bi tiéu chiy nghign trong trong hodic say khi sir dung moxifloxa-
cin. Néu nghi nger hofie dd xac dinh AAD holic AAC, nén ngimg digu trj vai khang sinh, bao B&m moxifloxacin, va nén tién hinh ngay cdc bién
phép digu trj phii hop. Chéng chi dinh ding cde thude fie ¢hé nhu ddng rudt trén nhimg bénh nhan tiéu chiy nghiém trong.

Bénh nhiin bi nhirge co
Céin than trong khi st dung Moxifloxacin cho bénh nhén bi nhuge cor niing vi ¢6 thé lam cho eic trigu chimg cia bénh trdm treng hon.

Viem gén, dirt gin

Vigm gén va dirt gin (dfic bidt pin Achille), déi khi 2 bén cd thé xdy ra khi didu trj bing guinolon bao gdm ¢a moxifloxacin, tham chi trong
48 gity sau khi bt ddu dicu trj va di duge bio cfo dén vai thang sau khi ngimg didu trj. Nguy co viém gin va dirt gan ting I&n & bénh nhén lém tudi
va nhimg ngudi duge didu tri ddng thdi véi cde corlicosteroid. Khi ¢é nhimg diu hi¢u diu tign cia dau hay vigm, bénh nhén cén ngimg thude va ¢é
chi bj anh hwéng nghi ngoi va lién lac ngay véi bac sTdé cd hign phap didu tr thich hop,

Phinh va béc tach dong mach chii

Céc nghién ciru dich 1 hoe bdo céo ting nguy o phinh vé béc tich déng mach chi sau khi udna cdc flueroquinalon, die biét Ja & ngudi cao
tudi. Do dé, chi nén sir dung cdc fluoroquinolon sau khi dénh gid loi feh-riti ro cdn Usin v sau khi xem xét cac lwa chon didu trj khdc cho bénh
nhén ¢ tién st gia dinh bj bénh phinh mach, hofic & bénh nhin da duge chin dodn phinh vi/holic boc tich dang mach chi trude dé, cac yéu 16
nguy co hodc tinh trang din dén phinh va béc tach dong mach chil (vi du hji chimg Marfan, hii chimg Ehlers-Danlos mach méau, viém dong mngeh
Takayasu, viém déng mach t& bao khong 18, bénh Behcel, bénh ting huyét dp, xo vira déng mach). Trong trudmg hop dau bung, ngyuc hojc dau
lung d6t ngdt, b¢nh nhiin nén tham khio ¥ kicn bac s ngay 13p tie,

Bénh nhin suv thin

Nén sir dung moxifloxacin thia trong & nhimg bénh nhin cao tudi bi réi logn chite niing thén néu hy khong thé duy tri lwong dich thich hop
vi mét nuée cé thé 13m ting nguy co suy than,

Ry

Neu thi lwe bj suy gidm hofic ¢6 bat ky anh hudng nao dén mée, nén di kham béc sTchuyén khoa mdt ngay 1ap tire.

Réi loan duting huyét

Ciing nhir tit ¢4 cde Muoroguinalon, sy réi logn duing huyét, bao gdm ci ng v gidm dudng huyél da duge bdo cdo véi moxifloxacin, €I
bénh nhin diu te bing moxifloxacin, réi loan dudmg huyét xdy ra chi yéu & bénh nhin d4i thio duimg lm i dang didu trj ddng thi véi mot
thudic ha dutmg huyét dang udng (vi du sulfonylurea) hoiic véi insulin. & binh nhin dii thio duéme, cin theo dai chiit ché ndng d8 dudng huyéi.

Phén {img nhay cam vaidnh sang

Ctie quinolon @l duge chimg minh I3 gdy ra phiin tmg nhay cém 4nh sdng & bénh nhan, Tuy nhién, cde nghién efu da chi ra ring moxifloxa-
cin cb nguy co giy nhay cdm anh séng thdp hon. Tuy nhién, bénh nhin nén dige khuyén cdo dé tranh tiép xdc véi chiéu xa tia X hofic fnh sting
miit irdi manh irong khi d iBu tri vai moxifloxacin.

Bénh nhin thiéu hut glucose-6-phosphate dehydrogenase

Bénh nhén cé fign sit gia dinh hofe sy thigu hyt glucose-6-phosphate dehydrogenase thue té d& bi phédn (g tan méu khi diu tri biing quino-
lon. Do d6, nén sir dung moxifloxacin thin trong & nhimg b¢nh nhin nay.

Viém mé quanh dﬁng mach

Dung dich tiém truyén moxifloxacin chi ding dudng tinh mach, Nén trinh (iém ddng mech vl ¢de nghidn i Lién lim sing dd chimg minh
viém mé quanh dong mech khi 1iém truyén bing con dudmg ndy,

Bénh nhan bi nhigm khudn da va to chire dudi da phirc tap

Higu qua lim séng ciia moxifloxacin trong diéu tri nhiém khudn do béng niing, nhifm tring ban chin dai thio dudmg vai viém xuong tiy

chira duge thidt 1ép.

Bénh nhan in kiéng natri
Thube niy ehir 787 mg natri (khodng 34 mmol) m3i chai 250ml dung dich 48 tiém truyén, tuong duong 39,35% luong khuyén cio t6i da 3n

vio hing ngdy theo WHO 4 2g natri cho ngudi 16n.

Mhigm khuin MRSA
Khéng khuyén cdo sir dung moxifloxacin dé didu trj nhidm khudn do MRSA. Trong trutmg hop nghi ngé hofic di xéc dinh nhidm khudn gy

ra bdi MRSA, nén bét diu didu tri bing khang sinh phit hop.
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Do the dung bat loi trén syn & déng vat chum tnegmg thinh nén vige sir dyng moxifloxacin & tré em va thanh thidu nién < |87 fudi bichdig chif.

dinh ; -~ Y
7. §ir dung thude cho phy nir cé thai va che con bi J:ﬁ‘/\;, S e W N
Plye it €6 thai: D an todn eda moxiflexacin khi sir dung eho phu nit 6 thai chua duge nghién e, Cie nghién ft'n}'ﬁén Bﬁ‘nﬂ vt J@ cho
thay e6 die tinh trén sinh san. Nhimg nguy co tiém fin cho con ngudi 1A chua duoe biét. Do nguy co thn thuang trén hn-chiu lye fréndding vat | | )
thir nghiém chura trudmg thénh do Nuoroquinolone thir nghiégm v tén thuong khdp ¢6 phuc hoi da duoe md 4 o I'Ihﬂ'ffgdlﬁ e6 sir duri,g mt vai|
loai quinelon, moxifloxacin khéng durge siv dung & phu nir mang thai. ,:n._g A EY T RA |
Pl nie cho con bii: Khong c6 dif ligu siin cb & phy nir cho con b, D figu tién [8m sing chi ra ting mat lugng nhé ni@:%_iffqu'ac%ﬁ e et o) 5/
trong sitra, Do thiéu dif ligu rén ngudr va do nguy <o n thiang déi véi sun chju e cia ddng vit thir nghigm chwa Imfrn?gl@nlg do fluorogquindf-/
lon, chéng chi dinh sir dung moxifloxacin cho phy nit cho con b, A HTT WO A
8. Anh hrdng ctia thude 1én kha niing 18i xe vi vin hinh méy mébe: R
Khéng ¢ nghién e ndo vé dnh hudng el moxifloxacin déi vai khi ning ldi xe v st dung mdy mée di duge thye hign, Tuy nhign, cde
fluoroquinolon bao gdm moxifloxacin ¢6 thé diin ¢én suy gidm kha nling 14i xe hodc vin hinh miy mae ciia bénh nhin do cic phén img trén hé
than kinh trung vong (vi du nhu chéng mit, gidm thi e cfp tinh hogc thodng qua) hodc mat y thire ciip tinh (vi du ngét). Bénh nhiin nén duac
vén dé biét e phin img v&i moxifloxecin trsde khi i xe hofdie vin hinh mdy moe.
9. Twomg téc, twong ky ciia thuiic:

Tueng tc vii cdc thube kKhdc

Khong the loai trir tde dung phy thém véo trong viée kéo dai khodng QT cia moxifloxacin v che thube khie eb thé kéa di khofing QT.
Biéu niy co hé din dén ting nguy co rbi loan nhip thit, bao gdm ci xoén dinh. Do dé, sir dung ddng thai moxifloxacin véi bil ki thube ndo sau
déy cling bj chc‘mg chi dinh:

- thude chéng loan nhip nhdm TA (vi dy: quinidin, hydroquinidin, disopyramid)

- thude chéng loan nhip nhom 111 (vi du; amiodaron, sotalol, dofetilid, ibutilid)

- thufic chdng loan thin (vf dy: phenothiazin, pimozid, sertindol, haloperidol, sultoprid)

( - thuic chiinzg trim cdm ba véng
\ - mit 56 thuoe khéng khufin nhat dinh (saquinavir, sparfloxacin, erythromyein 1V, pentamidin, thude tri sét rét diic biét 14 halofantrin)

- nft 6 thube khing dj img (ierfenadin, astemizol, mizalastin)

- cac thudc khéc (cisaprid, vincamine IV, bepridil, diphemanil).

Nén sir dung thin trong moxifloxacin & nhimg bénh nhan dang ding thude ¢ thé 1dm gidm ndng d6 kali (vi du: thudc loi tidu quai vé che
thiazid, thubc nhudn trang va thut thio [lidu cao], corticosteroid, amphotericin B),

Sau khi dimg ligu Fip lai & nhimg ngueri tinh nguyén khée manh, moxifloxacin da ting Cmax cia digoxin khoang 30% ma khing anh hudng
dén AUC va ndng d§ thap nhét. Khing cdn than trong khi st dung vii digoxin.

Trong ciic nghign el duoe thye hién & nhimg ngudi tinh nguyén mic bénh déi thao dirémg, sir dung ddng thi moxifloxacin duimg udng véi
glibenclamid din dén gilm khodng 21% néng dé dinh cia glibenclamid trong huyét tuong. Su két hap cia glibenclamid va moxifloxacin vé mil
Iy thuyét c6 thé din den tang glucose médu nhe vi thoing qua. Tuy nhién, nhimg thay ddi duoe dng hoe quan sit dige déi véi glibenclamid
khéng din dén thay ddi ede thang sb duwe e hoe (duimg huydt, insulin). Do do, khdng ¢d twang tée trén lim sing nao duge quan sdt giiva moxi-
{loxacin vi glibenc]amid.

Thay doi INR
Mt sb '.Iucmug lém cde trudmg hop cho thay sir gia ting hoat tinh ching déng méu dutmg uﬁnﬁ dd duge bdo cio & nhimg b{nh nhén dimg vai

thude khang khuzn, ddc biét 14 cie Auoraquinelon, macrolid, tetracyclin, cotrimoxizol vé m(t 0 cephalosporin. CAc finh trang nhim tring va
viém, udi va che tdng trang cia bénh nhin dudng nhu 1 c&e yéu (6 nguy co. Trong nhimg truomg hop nay, rit khé dé dénh gis lidu do nhigm
khudn hoite do dicu trj gdy ra rdi loan INR (1§ I§ binh thudmg hoa quic t£). Bign phap phang ngira 1a thudng xuyén thea dai chi s& INR, Néu chn
thiét, nén diéu chinh fidu thude chéng déng diimg udng cha phii hgp.

Cée nghién cinu [im séng che thily khong ¢6 trong tic sau khi ding dong thdi moxifloxacin véi: ranitidin, probeneeid, thudc tranh thai
duremg udng, ché phim bd sung calci, morphin, theophyllin, eyclosporin hojc itraconazol.

Tuwong téc vai thite fn

Moxifloxacin khong c6 lwong tic [am sing vai thye phim bao gdm céc san phim tir bo sira,

Twong ky:

Céc dung dich sau day khong twong thich voi dung dich moxifloxacin ¢ tiém truyén:

—  Dang djch natri clorua 10% va 20%
- Dung djch natri bicarbonat 4,2% va §,4%
10, Tsic dyng khéng mong mufin eia thude:

Cic téc dung khong mong mudn duge quan sét trong cde thir nghigim Kim sing vA xufl phat {ir cie bdo cdo hdu mai véi moxifloxacin 400 mg
ding mdi ngay bing dutmg tinh mach hojic duéng ung (chi dutmg tinh mach, tin tr [1V/ubng] vA udng) dirge sfp xép theo tn sudt duge ligt
ke dudi day:

Ngodi budn ndn va tidu chiy, (At ¢ ede phan img bit loi duge quan sét iy o tén s dudi 1%.

Trong m&i nhém tén sudt, cic tic dung khdng mong mudn dugc teinh bay theo thir ty giam din mirc 43 nghiém trong. TAn sé duge djnh
ngha la: thuimg glp (1/100 < ADR <1/10), it gip (1/1.000 < ADR <1/100), hiém g3p (1/10.000 < ADR <1/1.000), rAt hiém g3p (ADR

<1/10.000).
Nhém hicoquan | Thwdnggip | - figip  Hiémgip ‘Rhthitmgip
Nhiém khudn va Bai nhim
nhidm ky sinh nim
friing
Céc roi loan méu ‘Thiéu méu Nong d¢ thromboplastin bit thueng | Tang néng da
v4 ha bach huyét Giam bach cdu prothrombin/ chi sb INR
Giam bach cdu trung tinh gidm
Gifm ligu ciu Nong d§ prothrombin/
Tang tidu cu INR bt thrimg
Kéo dai thoi gian prothrombin/
Tang chi sé INR
Céc roi loan vé hé Phan (mg di {mg Phin tmg phan v&/ phin (mg dang S&c phan vé/ dang phan
mién dich Ngiia phan vé vé (co khd ning de doa
Ban da Phit dj g/ phii mach (ké ca phii linh mang)
May day ihanh quén, 6 kha ning de doa tinh
Ting bach cliu ua cosin frong mang)
man
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Céc rdi loan Tiing lipid méu Tang durémg huyet Ha duéng huydl
chuyén héa vi Tang acid uric mau g
dinh dutmg 007 _
Céc réi logn vé Cac phin tmg lo du Cam xtic khong @in dinh Mdtphdncach ~ ~ 1|
tém thiin Ting hoat déng tim thin vin Tedm cim (it hifm gip cdc truimg | Choiphfiyimg lopp thip,
ddng/ Lo du hgp e kha ning din dén nang nhat [nﬁﬁg fihit co kha ili‘lng 3
Ia hidnh vi ty pdy thuang tich ban ddn 4 ur gy g |
thin, nhw y dinh b 6 hojic e géng tich ban than, nh'y diﬁ)l!.
lur Lir) ¥ night e 6 hodie ed 3
0 gide Wi)oh Fea AVI]
Cécroiloanvé h§ | Pauddu Di cam céc roi loan cim gide Giim cam gidc Tingcim gide L
thin kinh Choing vang | RGi toan vi gific (ké ca mdt vj R lopn khiru gitc (bao gdm ca mét N T
gite rht hiém khi xiy ra) khin: gific hoan todn) i By
Gide mo bit thutmg
Rdi loan phéi hep vin déng (k& ca
réi loan déng di, die biét do choging
véng hay chéng miit; rét hiém trudmg
hop din dén ngd vii chan thuong,
nhat 14 & ngudi ldn tudi)
Dong kinh vii nhidy biéu hién [m
sang khic nhau (bao gém ¢4 con
déng kinh lin)
Réi loan cha ¥
Ciic 18i loan vé giong néi
Gidm tri nhor
Bénh ly théin kinh ngoai vi va do diy
thin kinh.
Cie rbi loan vé Rai loan thi gige (dic biél trong Mt thi luc thodng qua
miit giai dogn xdy ra cdc phin img (dfic bigt trong giai doan
cita hé thin kinh trung wemg) x4y ra cdc phdn fng ol
hé thin kinh trung vong)
Cdc roi loan vé tai Utai
vt mé dao Suy gidm thinh lyc bao gém ca dige
(thudmg ¢6 thé hdi plwic)
Céo rdi loan v h¢ | Kéo dai Kéo dai khoing QT Logn nhip khong xéic
tim mach khoang QT & | Banh trdng ngue dinh
bénhnhdanha | Nhip tim nhanh Xofin dinh*
kali mau Gidgn mach Ngimg tim*
¥(ddc bigt & nhimg bénh
nhin dang mée céc bénh
Iy tién loan nhip nghiém
trong nhirnhip lim chém
<0 ¥ nghta lam sang,
thicu mau cye b co tim
cp thih)
Céc rdi loan vé hé Kho thé (kE ca bénh hen)
ho hdp, léng ngie
vil trung that
Céc roi logn v Bubdn ndn Giam cdm gife ngon miéng va Khé nudt
tiéu hoa Nién anit Viém migng ;
Pauda day va | Taobén Vién rugt két lign quan dén sir dung
dau byung R&i loan vi gic khding sinh (rdt hiém gip cac troimg
Tiéu chay Dy hai hop lién quan dén céc bién chimg de
Viém da ddy rut (ngoai trir doa tinh mang)
viém da ddy mét do chét in
maon)
Ting amylase
Céc rdi logn vé Tang cic Tén thuemg chite nfing gen (bao | Vang da Co6 khd ning xdy ra viem
gan-mit enzym gdm ting LDH) Viém gan (chii yéu 13 {r mit) gan t6i cAp ddn dén suy
transaminase | Tang bilirubin gan de doa tinh mang
Tang gamma-glutamyl- (bao gbm cit céc truong
{ranferase hop tir vong)
Tang phosphatase kiém trong
mdu
Ciic roi loan ve da Cac phin (mg béng rép
vit 8 dudi da trén da nhwr hdi chimg
Stevens-Johnson hojic
hogi tir bidu bi nhiém dae
{ed kha niing de doa tinh
mang)
Céc phan (mg vé Dau khép Vigm gin Bitt gin
hé o xuang va Bauco Téang truomg lyge co va chudt rif Viém khap
mo lign két Yéuco Réi loan ding di (do cic
trigu chimg trén co, gin
hotic khép)
Tram trong thém ci rifu
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chimg ciia bénk nhinge co|
Cie 101 logn v Mat mudic (do ti€u chay hay gidm | Tdn thuong chire niing thin / b ~
{héln va & niéu lugng dich udng vio) Suy than (do mit niréc, dic biét & 7S/ BONETY N A\
g b tubi di ¢é trude cac roi o i S
loan trén thin), I S/ D LIE 11 o
Cée roi logn Phin tmg tgi | Cém gide khang khve Phi . |J " \‘ s tar .. '
chung vé cic phin | vitri liém vi | Pay khong xdc dinh ol S0 MW )
img xdy ra tai vi truyén thude Todt mb héi “.\\"‘-'.'-"‘- e v AV A 74
tr] dimg thude Vigm tinh mach (Eic) tai vi tri LN ) 4
truyén. NN 3 b 0
Mhimg tic dung khéng mong mudn sau ddy thudng xdy ra & tn sudlt cao hon trong nhém bénh nhén diéu tri ndi tiép tiém treiyen smh

macha’uq'ang_
+ Thugmg glp: Ting enzym Gamma-Glutamyl-Transferase
+ [t gap: Nhip nhanh thét, ha huyét dp, gian mach, viém dai tréng lién quan dén khang sinh (frong mot 58 rit hiém tneimg hap c6 thé gay bicn
chimg nguy hiém dén tinh mang), 1én con déng kinh véi cac bidu hign 1im sing khic nhau (bao gdm nhimg con déng kinh con 16n), fo gidc, t6n
thirong chire nding thin (trong mit s6 trudmg hop do mat mede din dén suy thin, ddic bigt & nhimg bénh nhin lén tudi da cé rdi logn chire ning
thin trude d6).

THONG BAO NGAY CHO BAC S NHUNG TAC DUNG KHONG MONG MUON GAP PHAI KHI SU DUNG THUOC.

11, Qué lidu vi cdeh xir tri;

Khéng e thude giti doe dic higu khi qua lidu. Trong trudmg hop qua liu, ¢in thire hién digu trf trigu chimg, Cén theo ddi ECG vi khd ning
kéo dii khoang QT. Vice sir dung than hoat sdm treng qua trinh hip thu e6 thé hitu ich dé ngan nglra sy gia ting qué mire mie d tigp xte todn thin
viéri moxifloxacin trong trudmg hop qué lidu dang dudng udng.

12. Céie die tinh durgre Iyre hge:
MAATC; JOIMAT4

( Nhom duge ly: Khing sinh nhém Mouroquinelon.
Ce ché te dmg: Moxifloxacin [ mt 8-methoxyl-Nuoroquinelon ¢6 phd hoat tinh réng v tic dung digt khufin, Moxiflexacin ¢6 phd hoat

tinh in vitro réng chdng 1ai ede vi khuin Gram duong va &m, vi khuin ky ki, vi khuin bén vimg véi acid, vi khudn khong didn hinh nhu
Mycoplasma spp, Clilaumiydia spp va Legionella spp.

Tac déng dift khudn 14 do can thidp vio cnzym topoisomerase 11 vi 1V, Céc Topoisomernse 1 cde enzym can thiél kidm sodt hinh hgo
(topalogy) ctia DNA va gitp nhin dbi, sao chép va sira chia DNA,

Cie nghién cine teén mo hinh nhiém khudn déng vt cho thidy thude cé hogt tinh cao trong in viva.

Cu ciié dé kidng thude cita vi khirdin: Nhing co ché khing thude 1am bit hoat cic penicillin, cephalosporin, aminoglycosid, macrolid va
tetracyclin khéng anh huémg tai hoat tinh di¢t khudn cia moxifloxacin. Khang cé d& khang chéo gitra moxifloxsein vi nhimg thude ndy, Khéng
thiy khdng thube qua trung gian plasmid cho dén nay.

Ngubi ta nhan thiy phan nim C8-Methoxyl gop phén vio ting hoat tinh va giim chon loc el cde dat bién khing thube ciia cae vi kiudn
Gram duang (hép hon so véi phin nita C8-H. Sir cé mjt cita chit thay thé bicycloamin to lon tai vi tri C7 ngén cin sy bom ra (efflux) chu dong,
mpt co ché ¢ khang véi Nuoroquinolon.

Cie nghién cir in vitro di chimg minh duge sy dé khdng vai moxifloxacin phat trién chim do dit bign nhidu bude. Chi mél 1y 18 khing
thude it thap dirge chimg minh (107-107'°), Khi vi tring tiép xtic nhidu 14n véi moxifloxacin & ndng ¢ dudi MIC cho thiy chi lm ting nhe cic
gid irf MIC,

Syr khing thube chéo gitta céc quinolon cling di duge theo doi. Tuy nhign, mgt 58 vi khudn gram duong v vi khudn ky khi khang céc
quinolon khac van cén nhay cdm véi moxifloxacin,

Cée vi khudn nhay cam vdi moxifloxacin

Vi khufin hitu khi Gram diomg;
Staphylococcus awrens (ching nhay cédm vii methicillin)
Streptococcus agalactine (Nhdém B)
Nhém Strepiococcns milleri (5. anginosus, S, constellatus va 5. fniermedius)
Streplovoccus prreminoniae
Streptococcns pyogenes (Nhom A)
WNhom Streptacaceis viridans (8. viridans, S, unidans, S. mitis, S. sanguinis, 5. salivarius, 8. thermophilus)

Vi khun hiéu khi Gram am: Acinetebacter ba i, Haemophilus inflienzae, Legionella pnemnophila, Movavella (Bravhanielia)

catarrhalis.

Vi khuiin ky khi: Prevoiella spp.

Vi khuiin khac: Chlaniydophila (Chlounydia) prenmeniae, Coxiella burveiii, Mycoplasina preumoniae.

Ciic vi khwiin nhay eAm trung gian i vifra:

Vi khudin hi¢u khi Gram duong: Enieracoccus faccalis, Enterocaccus faecitmi.

Vi khudn hiéu khi Gram am; ’
Enterobacter cleacae
Escherichin cali®
Klebsiella oxyioca
Kiebsiella pnetunontae*

Frotents mirabilis
Vikhuin ky khi: Bacreroides fragilis,
Cte loai vi khufn khang moxifloxacin:
Vi khudn hiéu khi Gram dm: Psendomonas aeruginosa.
13. Ciic djc tinh dwge dgng hoe:
Hdip thu v sinh kivd dyng: Sau khi tiém truyén finh mach 400 mg trong | gids, ndng do dinh trong huyét twang khoding 4,1 mg/l vio cudi budi
truyén dich twrong (g vii miic t@ng trung binh khodng 26% so vdi két quéa sau khi ding duong vdng (3,1 mg/l). Gid tri AUC khoang 39
mg/h/l eao hon so véi ding dudng :in (35 mgMm/) twang img v6i sinh khi dung tuyét ddi khoang 91%.
Khong cdn didu chinh lidu lién quan den tudi hogic gi¢i tinh doi véi moxifloxacin dudng (fnh mach,
Dugc dong hoc tuyén tinh trong khodng 50-1200 mg lidu don duimg udng, 600 mg licu don dudng tinh mach mét 1an m3i ngdy trong 10
ngay.
Phdn b3: Moxifloxacin duge phdn bb nhanh chéng dén cac khoang ngogi bao. Thé tich phin bd & tinh treng dn dinh (Vss) khodng 2 livkg.
‘Irong céc thue nghidm in vilro v ngodi ca the sbng (ex viva), lign két protein khodng 40-42% va phu thuge vao nbng d8 th
Mexifloxacin chit )%u géin kél voi albumin huyét thanh.
Néng da thi da Ia 5.4 mg/kg va 20,7 mg/l dat duge (rong nidm mac phé quén va dich bidu mé sau khi uéng 2,2 git. Néng df dinh twong img

(*):Céc ching sin xuat ESBL ciing thuding Khiing flucrequinolones
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trong dai thue bia 1 56,7 mefkg, Wong dd thude trong da 14 1.75 mg/l 10 gilr sau khi tiém tinh mach 10 gies.
Chuyén hda: Moxifloxacin {rii qua chuyén hoa sinh hoc Pha TI va duge dio thii qua con dudng thin vé mitphin dudi dang thute khong
chuyén héa ciing nhur dang phic hop sulfo (M1) va mit glucoronid (M2), M1 vA M2 14 chét chuyén hda duy nhdt lidn quan vai ngudi, ca hai
déu li chiit khéng ¢6 hogt tinh vé mét vi sinh hoc. )
Théi irie Moxifloxacin duge bii xudt tir huyét twong wai thii gian bin hiy trung binh khodng 12 gitr. Tong thanh thai trung binh todn thin
sau khi ding lidu 400 mg véo khodng 179-246 mlphit. P§ thanh thai ciia thén duge do vilo khong 24-53 mU/phil, goi i céc dng thiin da i
Tép thu mét phan thude tgi Udn. Sir dung d8ng thai voi ranitidin vi probenecid khing lam thay ddi d thanh thai thuﬁ & thiin,
14, Quy cach dong géi:
Chai 250 ml dung dich tizm truyén x hop 1 chai
Chai 250 ml dung dich tigm truyén x hop 10 chai.
15. Ditu kign bae quin, han dimg, tiéu chufin chit lrgng cia thude:
Ditu kign biio quan: Bio quin noi kha rio, nhiét d§ khéng qui 30°C, trdnh dnh sing.
Han diing: 24 thang ké tir ngdy sin xudl,
Tiéu chuin chit lrgug: TCCS
16. Tén v dia chi efia co'sé san xufit thubc:
(—- CONG TY CO PHAN S.2.M (S.P.M CORPORATION)
(‘ \ WWMY.SDIN.COM, YN
! Lé s6 51, Khu Céng Nghi{p Tdn Too, Duimg 56 2, Phutmg Tan Tao A, Qudn Binh Tén,
&5 [ A Thanh phd Ha Chi Minh
BT: (028) 37507496  Fax: (028) 38771010
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