MOXIFLOXACIN BIDIPHAR 400mg/ 100ml

Thudc nay chi dung theo dom thude
Bé xa tm tay tré em :
Boc ky hirémg din st dung trine khi dung

1. Thanh phén cong thirc thubc: cho 100ml dung dich tiém truydn:

- Thanh phan hoat chat:

Moxifloxacin {dw¢i dang Moxifloxacin hydroclorid) ......... 400mg

- Thanh phan ta duge: NaCl, nwdc it pha tism

2. Dang bao ché;

2.1. Dang bao ché: Dung dich tiém truyén

2.2. Mé ta dang bao ché: Dung dich trong, mau vang

3. Chi dinh:

- P& gldm sir phat trién cla vi khuAn khang thuéc va duy tri hiéu qua cla
moxifloxacin va cac thudc khéng khudn khéc, dung dich tiém truydn moxifloxacin chi
nén dugc stz dyung d& didu tri va ngan nglra cac nhidm khudn duwgc ching minh
hedc nghi ngér 1a do vi khudn nhay cam gay ra. Khi o6 théng tin nudi ciy va do
nhay, ching cin dwgc xem xét trong viée lya chon hodic thay ddi lidu phap khéng
khudn. Khi khong cé cac dir liu nay, dich t& hoc va md hinh nhay cam tai dia
phurong co thé gp phén vao vigc lea chen tri liéu theo kinh nghiém.

Thir nghiém nuéi cdy va dé nhay .

Cac thir nghiém nudi chy va thir nghiém do nhay phi hgp nén duwgc thic hign
treére khi didu tri @& phan iap vi khudn gay bénh va xac dinh tinh nhay cam coa
chuing v&i moxifloxacin.

Viéc didu tri voi san phim cb thé dwoc tién hanh trude khi c6 két qua thlr nghiém.
Sau khi cd két qua, nén tiép tuc liéu phap tri lidu thich hop.

- Dung dich tiém truydn Moxifloxacin dwoc chi dinh @& didu tr] nhidm khuln ngudi
i6n (= 18 tudi) gay ra bdi cac chiing vi khudn nhay cam duge xac dinh trong cac
bénh dwdi day:

* viam phdi méac phai cing ddng gay ra boi Streptococcus pneumoniae (k& ca
ching khang da thubc'), Heamophilus influenzae, Moraxella catarrhalis,
Staphylococcus  aureus - nhay cam vai  methicilling  Klebsiella pneumoniae,
Mycoplasma pneumoniae hodc Chlamydia pneumoniae.

Ghi cha: (*) Streptococcus pneumoniae khang da thubc bao gdm cac ching dwgc
biét tredc d6 nhr PRSP (S.preumoniae khang penicillin} va c&c ching khang hai
hay nhidu hon céc khang sinh sau: penicillin (MIC > 2mcg/ml), cac cephalosporin
thé hé 2 (nhw cefuroxim), cac macrolid, tetracyclin, va trimethoprim/
sulfamethoxazol.

* Nhi&m khuén da va ciu tric da chwa bién chimg gay ra bdi Staphylococcus
aureus hodc Streplococcus pyogenes.

* Nhlém khuén da va cu tric da bién chimg gay ra b&i Staphylococcus aureus
nhay cam v&ri methicillin, Escherichia cofi, Kiebsiella pneumoniae hoéc Enterobacter
cloacae.

* Nhiém khuan & byng bién chimg bao gdm cac nhiém khudn do nhigu vi khudn
nhw cac ap xe gay ra bdi Escherichia cofi, Bacteriodes fragilis, Streptacoccus
anginosus, Streptococcus constellatus, Enterococcus faecalis, Proteus mirabiiis,
Clostridium perfringes, Bacteriodes thetaiotaomicron, hodc Peplostreptococcus
Spps.
* kich phat cép cua viém phé quin man tinh gay ra bdi Streptococcus
pnetmoniae, Heamophilus influenzae, Heamophilus parainfiuenzae, Kiebsiella
pneumoniae, Staphylococcus aureus, hodic Moraxella catarrhalis.

Ghi chi: Do khang sinh fluoroquincion, trong 34 o8 Dung dich tigm truydn
Moxifloxacin Bidiphar 400mg/ 100m| lién quan dén phan (rng 6 hai nghiém trong
(xem myc 6. Canh bdo vé thén trong khi ding thube) va dot nhidm khudn clp clia
viém phé quan man tinh & mdt sb bénh nhan co thd ty khaéi, chl nén sir dung
Moxifloxacin Bidiphar 400mg/ 100ml che nhitng b&nh nh&n khdng co la chon didu
tri khac thay thé.

* Viém xoany cAp tinh do vi khudn gay ra bdi Strepfococcus pneumoniae,
Heamophilus influenzae, hoac Moraxelfa catarrhalis.

Ghi cha: Do khang sinh fluoroquinolon, trong d6 ¢6 Dung dich tiém truyén
Moxifloxacin Bidiphar 400mg/ 100ml lién quan dén phan ¢ng cb hai nghiém trong
(xem muyc 6. Cénh bdo va thén trong khi ding thubc) va viém xoang cip tinh do vi
khuén & mot s6 bénh nhan co thé iy khdi, chi nén s&r dung Moxifloxacin Bidiphar
400mg/ 100ml cho nhirng bénh nhan khong ¢ Ira chon didu tri khac thay thé.

4. Ligu ding va cach dung:

4.1. Lidu ding

Liéu diing & nguwdri Iém:

Lidu tism fruyén cia Moxifloxacin 1a 400mg/ 100mi m&i 24 gier duge truydn trong
thevi gian 80 phiit. Bdi vi sinh kha dyng hoan toan cia dudng ubng la 91,8% so véi
dang tiém truy&n, nén khdng cin didu chinh lidu khi chuyén tir dang tiém sang
ubng. Banh nhan co thé ding dang tiém truyén o thé chuyén sang dang ubng dé
tao digu kign cho viéc duy tri sau khi xuét vién theo chi dinh cla bac sy. Théi gian
didu trj phy thudc vao dang nhiém khudn duoc dua ra trong bang 1.

Bang 1. Liéu va thoi gian Gidu tri & ngudi In

Dang rhiém khudn Lidu méi 24 gir | Thod gian diéu trj
Viam phéi méc phai céng ddng 400mg 07 - 14 ngay

Nhi&m khudn da va cAu tric da chuea R

bidn chng 400mg 07 ngay

Nhidm khuén da va cdu tric da bién 400mg 07 - 21 ngay

chirng

Nhi&m khuén & byng bién chieng 400mg 05 - 14 ngay

Vidm xoang c&p tinh do vi khuén 400mg 10 ngay

Dt kich phat cap cia viém phé quén 400mg 05 ngay

man tinh

(*) Vige didu tri tudn tw (tr dang tiém truyén tinh mach sang dang uéng) c6 thé
duge chi dinh true tiép tir bée sy

Lidu diing & céc ddi twong djc bigt:
Bénh nhan suy thén
Khong cén diéu chinh liéu cho bénh nhan suy than. Moxifloxacin chira duros nghign
cUry trén nhirng bénh nhéan thdm phan mau hosic thdm phan mang byng lién tuc &
bénh nhan khéng di lai durgre (xem muc 6.Ca3nh bao v thin trong khi ding thubc)
Bénkh nhén suy gan
Khang cin didu chinh lidu cho bénh suy gan nhe, trung binh hodc ning (Child-Pugh
nhém A, B hodic C). Tuy nhién, do réi loan chuyén hoa lién quan dén suy gan, ¢
thé dén dén kéo dai QT, moxifloxacin nén dugc s& dung than trong & nhirng bénh
nhan nay (xern muc 6.Cénh béo va than trong khi diing thubc).
4.2, Cach dung
- Nén kidm tra cam quan vé tiéu phan la va sy bién mau fnrére khi str dung. Chl st
dung khi khéng cb bét thurémg.
- Chi dugc TRUYEN TINH MACH, khong dugc st dung cac dwdng tiém dong
mach, tiém bép, tibm trong da, tiém dwdi da, tiém trong phic mac.
- N&n truyln trong 80 phiit biing cach truyén trwe tiép hodc théng qua bd truyén chee
Y da dugc dat san.
CHU Y: CAN PHA! TRANH TRUYEN TINH MACH NHANH HAY BOLUS
- Vi diz ligu v& s trong thich cia moxifloxacin tiém tinh mach verl cac chét khac bi
han ché, khéng nén thém chét phy gia ho#ic cac lnai thudc khéc vao hodc truyén
déng théri qua cing mdt dwdng truydn finh mach khi truybn moxifioxacin. Néu
durévng truydn finh mach dugc sie dung @& truyén tuln ty cic thube khac, hodic ky
thuat tigm "piggy back” dwoc st dyng, didng truydn nén dugc nira sach trudc va
sau khi truydn moxifloxacin véi dung dich tiém truyén tieong thich vol moxifloxacin
cling nhw véi (céc) logi thudc khac.
- Mot s& dung dich twong thich vei moxifloxacin theo t 1& 1:10 dén 10:1: Natri clorid
0,9%; Nafri clorid TM; Dextrose 5%; Nwéc cét pha tiém; Dextrose 10%; Lactat
Ringer.
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5. Chéng chi dinh

Chéng chi dinh sr dyng san phdm che nguwéi cb tidqn st qua man véi moxifloxacin,
bt ky khang sinh nao thufic nhém guinclon hogc bat ky thanh phén nao clia thubc.
6. Canh bao va than trong khi ding thuéc

Viém gan va divt gén

Gac phan (ng o6 hai nghiém trong cd kha néing khéng hdi phyc va gay tan tat, bao
gdm viém gan, dct gan, bénh Iy thdn kinh ngoai bién va cic tac dung bét loi trén
than kinh trung wang.

Cac khang sinh nhém flucroguinalon c6 lién quan dén cac phdn (ing c hai nghiém
trang co kha nang gy tan tat va khong hdi phuc trén cac hé co quan khac nhau cila
co thé. Cac phan ng ndy o6 thé xuat hign déng thoi trén cing bénh nhan. Cac
phan (ng c6 hai thwérng duge ghi nhan gm viém gan, dirt gan, dau khép, dau co,
bénh Iy than kinh ngoai vi va cac tac dung bt lei rén hg thong than kinh trung
wong (&o giac, 1o u, tram cadm, mét ngli, dau ddu nang va 4 [En). Cac phan oy
nay cb thé xay ra trong vai gitr dén vai tuain sau khi sir dung thudc. Bénh nhan & bat
ky tudi nao ho#c khéng cb yéu t5 nguy co thn tai tir trudc ddu cb thé gap nhing
phan rng oo hai trén.

Ngteng sir dyng thudc ngay khi cé déu higu hofic triéu chirng dAu tién cla bét ky
phan (rng co hai nghiém trong ndo. Thém vao do, tranh si dyung cac khang sinh
nhdm fluoroquinolon cho cac bénh nhan dé tirng gép cac phén ¢ng nghiém trong
lién quan dén fluoroquinclon,

Tang bénh nhwrge co

Céc fluoroguinolon, bao gdm moxifloxacin, co haat tinh (rc ché thin kinh co va co
thé 1am tang sy yéu cor trén nhiing bénh nhan nhugec co. Cac bao cdo tac dung
phu nghiém trong sau khi lwu hanh, bao gdm t&r vong va yéu cau hd trg thong khi,
6 lién quan dén viéc st¥ dung fluoroquinolon & nhing bénh nhan nhwgc co. Tranh
st dung moxifloxacin & nhiing bénh nhan co tién s nhroc co.

Kéo dai khodng QT

- Moxifloxacin cho thiy kéo dai khoang QT trén dién tam dé & mdt sb bénh nhan.
Tranh s dyng thudc & nhing bénh nhan d& biét c6 kéo dai khoang QT, bénh nhan
bi phis thiing khéng thuy&n gidm va bénh nhan dang s& dung thubc chéng lean nhip
nhom IA (nhw quinidin, procainamid) hodc nhom |l (nhw amiodaron, sotalol), do
thidu kinh nghiém lam sang trong viéc didu trj voi nhirng thudc nay.

- Nghién olru duwge dong hoc gilra moxifloxacin va cac thudc khac gay kéo dai
khodng QT nhw cisaprid, erythromycin, thudc chéng loan than va thuée chéng tram
cidm ba vong chwa dwoe thwe hién. Khéong thé han ché tac dung phy clia
moxifloxacin va cac thubc ndy, vi vay than trong khi s& dung ddng thei moxifloxacin
vo&i cac thude néu trén.

- Moxifloxacin nén dirgre sir dung théan trong & nhitng bénh nhan dang diéu tri bénh
loan nhip nhw cham nhip tim ¢6 ¥ nghia dang ké trén 1am sang, thiéu mau cuc bo co
tim cép. Kéo dai khoang QT c6 thé tang I&n khi tiing ndng dd thubc hosc ting the 46
truyén thudc. Vi vay khong nén vizot qua ndng a5 thudc hay téc d6 truydn khuyén
cé0. Kéo dai khoang QT ca thé dan dén ting nguy co réi loan nhip that bao gdm ca
xoén dinh.

- Khéng co sy vt qua ty 1é mic bénh hodic tl vong do tim mach do kéo dai
khoang QT x3y ra khi didu tri bing moxifloxacin & hon 7.500 bénh nhan trong cac
nghién clru 1am sang ¢6 kiém soat, bao gdm 759 bénh nhan bj ha kali mau khi bat
dau didu tri va Khdng tang ty 18 t vong & hon 18.000 bénh nhan didu ti b
moxifioxacin trong mat nghién ciu quan sat sau khi leu hanh, trong do dign tam do
chwa dugc thwe hign.

- Nhi¥ng bénh nhan cao tuéi si dung moxifloxacin dwéng tiém cd thé nhay cam hon
voi vigc kéo dai khoang QT lién quan dén thude.

- Ngoai ra, nén than trong khi diing moxifloxacin & bé&nh nhén xo gan nhe, trung
binh ho#c ndng

Phén (mg qua mén

Céac phan (rng phan vé nghiém trong, mot s6 xult hign sau lidu dhu tien, 83 duoc
bdo cao & nhiing bénh nhan duge didu trj v&i lidu phap quinolon, bao gbm ca
moxifloxacin. Mot s& phan (ng di kém voi tryy tim mach, mét y thire, ngira ran, phil
heng hodc phit mat, khé thé, ndi mé day va ngira. Phan (ng phan vé nghiém trong
doi hoi phai cap clu ngay lap tc voi epinephrin. Nén ngirng siz dung moxifloxacin
khi xudt hign phat ban da dau tigh hojc bit ky dau hiéu man cam nao khac. Oxy,
steroid tiém tinh mach, va kiém soatf dwéng thé, bao gdm ca dat ndi khi quan, co
thé duoe ding theo chi dinh (xem muc 10. Téc dung khéng mong mubn).

Nhimng phan img nghiém trong va dof khi géy tr vong khac

Mot sb phan (rng nghiém trong va 861 khi gay t vong khac cb thé do qua man cam
hodc do mdt sé nguydn nhan khdng chic chén, hiém khi duoc bao cao & nhirng
bé&nh nhan didu trj v&i quinolon, bac gdm mexifloxacin. Cac phan (rng c6 thé nang
va thuremg xdy ra sau khi ding da idu. Cac bidu hign 1am sang c6 thé nhw sau:

- St, phat ban ho3c phén (kng da nghiém trong (vi du: hoai ttr thirgng bi nhidm
dgc, hot chirng Stevens-Johnsony;

- Viém mach; dau khép; dau co; bénh huyét thanh;

- Viém phéi dj L’!I‘?;

- Viém than K&, rbi loan than cAp hoac suy than cép;

- Viém gan; vang da; hoa ttr gan cép tinh hodic suy gan cép;

- Thiéu mau, bao gdm thiéu mau tan huyét va thiéu mau bat san; giam tiéu ciu, bao
gbm xuét huyét gidm tiéu ciu huyét khdi; gidm bach céu; mét bach ciu hat; gidm
toan thé huyet ciu; va/ hodc cac bat thwdrng vé huyét hoc khac.

Nén ngirng sir dung thubc ngay 1ap tirc khi xuét hién nhitng déu higu dau tién cla
viéc phat ban, vang da hodc bt ky déu hidu qua man nao va cac bign phap didu tri
hd trg nén dwgc thidt [ap (xem myc 10. Téc dung khéng mong muén).

Téc dng trén hé than kinh rung wong

Céc fluoroquinolon, bao gdm moxifioxacin, co thé gay ra cac tac dong trén hé than
kinh trung wong (CNS), bao gdm: hdi hgp, kich dong, mét ngi, lo lang, ac mong
hoéac hoang twéng.

Chirng co giat va ting 4p lwc ndi so (bao gdm gla u n#o), da duge bao cao &
nhng bénh nhan dwoe didu tri voi ligu phap fluoroquinolon. Céc fiuoroquinolon
c6 thé gdy ra cac tac ddng trén hé than kinh trung wong bao gdm: chéng mat nham
1&n, run ray, 4o giac, trAm cam, va hiém khi, y twéng/ suy nght tw t& hodc cb géng
tu tir. Nhitng phén (rng ndy co thé xuét hign & lidu dau tién. Néu nhitng phan (g
nay xuét hién & nhirng bénh nhan sir dung moxifloxacin, nén ngirng sir dung thudc
va thiét Ip céc bign phap didu trj thich hop. Cling nhie véi tAt e cac fluorequinolon,
moxifloxacin nén dwrge st dung than trong véi nhing bénh nhan da bidt hodc nghi
ngdr c6 rbi loan thin kinh trung wong (vi du: xo clrng d6ng mach néo néng, dong
kinh} hodc co xuét hign cac yéu tb nguy co khéc cb thé din dén co giat hode dudi
ngwéing déng kinh (xem myc 9. Tuong tac, tonyg ky cta thude, 10. Tac dung khong
mong mudn)

Tiéu chay lién quan dén Clostridium difficile

Tidu chay lién quan dén Clostridium difficile (CDAD) da duoc bao cao khi sir dung
g4n nhu tAt cd céc chit khang khudn, bao gbm moxifloxacin, va ¢o thé & mirc dé
nghiém frong iz tidu chdy nhe dén viém dai trang gay t vong. Didu tri bing cac
chét khang khuAn 13m thay déi hé sinh vét binh thwéng cda dai trang din dén sy
phét trién qua mirc clia C. difficile.

C.difficite san sinh ddc to A va B gop phan vao sy phat trién ctia CDAD. Céc ching
C.difficite tao hyzertoxin gay tang ty sult méc bénh va ty 18 tr vong vi cac nhiém
khuén nay c6 thé khang lai véri diu tri khéng sinh va c6 thé phéi yéu cau thl thuat
cAt bd rudt két. CDAD phai dwgc xem xét trong tit ca cac bénh nhan co bidu hién
tidu chdy sau khi diing khang sinh. Xem xét tién st diing thude 14 cAn thiét vi CDAD
A4 dwge bao cdo xdy ra hon hai thang sau khi diing thudc khang khudn.

N&u CDAD bj nghi ngér hodc d3 duge xac-dinh, st dung khéng sinh lién tuc khong
nhém chéng lai C.difficile cb thé chn phai dizng. Nén tién hanh truyén dich va dién
gidi thich hgp, bé sung protein, didu tri v&i khang sinh chéng lai C.difficite va danh
gia phau thult khi duoc chi dinh 1am sang (xem muc 10. Téc dung khdng mong
mudn),

Bénh Iy thdn kinh ngoai bién

Céc trrng hop viém da day thin kinh cdm gide hosc cam bién anh huwdng dén soi
tryc nhé va/ hodc Ién dan dén dj cim, gidm am, rdi loan chic ndng va yéu da dugc
b4o céo &,nhling bénh nhan s dung flucroquinolon, bac gbm moxifloxacin. Cac
tr:séu ching c6 thé xay ra ngay sau khi bat ddu dung moxifloxacin va co thé khong
hoi phyc.

Nén ngirng sir dung moxifloxacin ngay 1ap tiec ndu bénh nhan gip phai cac trigu
chirng ciia bénh théin kinh ngoai bién bao gdm dau, rat, ngira ran, t6 vaf hodic thay
@i cam giac khac bao gbm tiép xic anh séng, dau, nhiét 46, cdm nhan vi tri va cam
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giac rung (xem muc 10. Téc dyng khéng mong mudn).

Taf lvong natri cao

San ph&m c6 chira 315 mg nalri (tweong dwang 0,0437 mol natri). Tranh sl dung
dung dich t&m tluyn meoxifloxacin cho b&énh nhan bj suy tim sung huyét, nguedi gia
va nhirng agwdi bj han ché sir dyung natri (xem Céc ddi tugng dac bigt),

Bénh khép & @png vét

Moxifloxacin duémg ubng da gay ra tinh trang di khap khiéng & nhirng con cho
chwa tnréng thanh,

Kidm tra mé b&nh hoc ciia cac khép chiu trong Ivng cla nhirng con ché nay cho
théy cac tAn thuong vinh vién clia sun. Cac joai thude quinolon ¢ lién quan cling
tao ra sy &n modn syn khdp chiu trong legng va cac dAu higu khac cla bénh khop &
dong vat chura trwdng thanh cla cac lodi khac nhau

Réi loan diromg huyét

Giing nhy véi tat ca cac fluoroquinolon, tinh frang rdi loan duémg huyét bao gdm
tang duéng huyét v& gidm dwémng huyét da dugc bao cédo voi moxifioxacin, &
nhirng bénh nhan didu tri voi moxiflaxacin, réi loan dwdng huyét xay ra chil yéu &
bénh nhan dai thao dwdng cao tudi dwgc didu tri ddng thdl véi thubc ha dwreng
huyét durdmg ubng (vI dy: sulfonylurea) hodc biing insulin. & bénh nhan tidu dudng,
nén theo dbi can than dwdng huyét. Néu xdy ra phan (g ha dudng huyét, nén
ngirng str dung moxifloxacin va nén bat dau didu trj thich hop ngay 1ap tirc (xem
muc 10. Tac dung khong mong mudn). ..

Nhay cém énh sdng/ Ddc tinh nhay cdm énh séng

Céc phan tng nhay c&m anh sang/ doc tinh nhay cdm anh sang tir trung binh dén
nghiém trong, sau d6 c6 thé bidu hién 14 phan ing chay ndng qué mire (vi du, bdng,
ban dd, xu#t tiét, mun nuwére, phdng rop, phis nd) lién quan dén cac khu virc tiép xdc
v6i &nh sang {dién hinh 14 viing mat, viing chi® V cia cb, bd m&t dudi cing tay, mu
ban tay), co thé lién quan dén vigc st dung khang sinh quinclon sau khi tiép xtc voi
anh néng mat tr&ri hodic tia cue tim.

Do d6, nén tranh tiép xtc qua nhidu véi cac ngudn anh séang nay. Nén ngung didu
tri biing thuéc néu nhiém doc quang.

Sty phét tridn vi khudn d8 khang thube

Vigc k& don moxifloxacin trong trsérng hgp chira o6 biing ching hodic nghi ngér cao
bj nhiém khuén hodc chi dinh diéu trj di phang khéng c6 kha nang mang lai Igi ich
cho bénh nhan va iam tang nguy co phat tridn vi khuan khang thubc.

Céc doi tinyng dac biét

Phu nir o thai va cho con b

Xem myc 7. St dung thube cho phy nF ¢6 thaf va cho con bu

Tré em

An toan va hidu qua & tré nho va tré vi thanh nién (< 18 tudi) chwa dwoc thiét lap.
Moxifloxacin gay ra bénh khép & déng vét chira thanh nidn (Xem muyc 6.Cénh bdo
va théin trong khi ding thubc)

Ngurdi cao tudi

B&nh nhén cao tudi c6 nguy co méc cac réi loan gan nghiém trong bao gdm durt
gén khi dwgc didu tri bing fluoroquinolon nhu moxifloxacin. Nguy co nay tiép tyc
gia ting & nhirng bénh nhan dang didu tri ddng thai voi corticostercid. Viém gén
ho#ic dirt gan c6 thd lign quan dén gan Achilles, tay, vai hodic cac vj tri gan khac va
¢o thé xdy ra trong hodc sau khi hoan tat trj ligu; trromg hep xay ra dgn vai thang
sau khi diéu tri bang flucroguinclon da dugc bao cao. Do ds, than trong khi sir dung
moxifioxacin cho bénh nhan cao tubi, d4c biét 1a nhimg ngudi dung corticosteroid.
Bénh nhan nén dugc thong bao vé tac dung phu tidm an nay v dugc khuyén nén
ngirng si dung moxifloxacin ddng th&i lién hé v&i bac s cda ho néu co bat ky trigu
chirng viém gan hodc dirt gan xay ra.

Ché phdm c6 chira 315 mg natri (ftwong dirong 0,0137 mol natri), bénh nhan cao
tudl o6 thd ting bai tiét natri qua than dé tai muéi. Didu nay c6 thé quan trong vé
mat lam sang ddi véi cac bénh nhw suy tim sung huyét

DU li¢u thtr nghidém l&m sang chirng minh rding sy an toan clia moxifloxacin tiém
finh mach & bénh nhan tir 65 tudi tré 1&n tvong tie nhir & bénh nhan binh thudng.
Nhin chung, bénh nhan cao tudi co thé nhay cam hon véi cac tac dong 1&n khodng
QT lién quan @én thubc. Do @6, nén tranh ding mexifioxacin & nhimg bénh nhan
diing thube c6 thd d&n dén kéo dai khodng QT (vi du, thubc chéng loan nhip nhom
1A hodc I} hodc & nhirng bénh nhan o6 y%u 16 nguy oo bj xodn dinh (vi dy, da biét
kéo dai QT, ha kali mau khong dugc didu tr).

Bénh nhan suy thén

Cac thong sb duge déng hoc cla moxifloxacin khéng bi thay ddi dang ké trong
bénh than nhe, trung binh, néng hoéc giai doan cudi. Khéng can didu chinh ligu cho
bénh nhéan suy théan, k& ci bénh nhan cin thdm phan mau ho#c thAm phan mang
bung lién tuc ngoai tru.

Bénh nhén suy gan

Khéng cAn didu chinh liBu che bénh suy gan nhe, trung binh hodc néing {Child-Pugh
nhém A, B hodic C). Tuy nhién, do réi loan chuyén héa lign quan dén suy gan, c6
thé dén dén kéo dai QT, moxifloxacin nén dwge siv dung than trong & nhirng bénh
nhéan nay.

7. Str dyng thuéc cho phy niv c6 thai va cho con ba

7.1, S{ dyng thudc cho phy nir co thai:

Phén fogi C: Do chua c6 nghién clru dly di hodic co kidm soat nao dugce thyc hign
& phy ni mang thai, nén chi s& dung moxifloxacin khi mang thai néu lgi ich sir
dyng vurgt trdi nguy co tigm an déi véi thai nhi.

7.2.  Théiky cho con baG:

Moxifloxacin duwgc bai tiét qua stra & chudt. Moxifloxacin ciing b thd duroc bai tiét
qua siba & nguei. Do khé nang gay ra cAc phan (ng bt loi nghidm trong & tré so
sinh khi b me sir dyng moxifloxacin, nén dwa ra guyst dinh nén ngirng cho con bl
hay ngirng thubc, st dyng dia vao thm quan trong cia thuéc déi véri nguei me.

8. Tac ddng cua thudc khi 1ai xe va vin hanh may

Trong thir nghiém Iam sang, 1y 1& méc phai céc phan (ng thén kinh trung uong
thé&p. Tuy rhién, bénh nhan nén than trong xem tinh trang clia h nhw thé nag trudc
khi |4 xe va van hanh may moc.

9. Twomg tac, twong Ky, cla thude

9.1. Twong tac cla thube:

Moxifloxacin nén s dung tredre 4 gi¢r hodc sau 8 gier v6i cac thude sét sulfat, ché
d6 bd sung oo chira kém, magie hogc st (nhw multivitamin), hosic chét khang acid
©é chira nhém/ magie.

Twong tac thudc khong ¢o y nghla trén J&m sang gilra itraconazol, theophyliin,
digoxin, thude tranh thai dwérng ubng hodic glyburid v moxifloxacin.

Warfarin

Cac guinolon, bac gbm moxifioxacin, d4 dwgc bdo cao lam tang thém thc ddng
chéng ddng mau clla warfarin hodic eac din xuét clia no & banh nhan. Hon nla,
banh nhiém khudn va kém theo qua trinh viém, tudi tac, va tinh trang chung coa
banh nhan 14 cac yéu té nguy co lam tang hoat tinh chdng déng. Vi thé, th¥i gian
prothrombin, INR ho#c cac test chdng dang thich hop nén duge theo dbi néu mot
quinolon dwec sir dung ddng thei véi warfarin ho#c cac dén xuét cda n6 (xem myc
10.Téc dung khéng mong mudn, 12.1. Duge i hec).

Céc thudc tidu duomg

Réi loan dirérng huyét, bao gdm tang dudng huyt va giam dwdng huyét, da dugc
bao cao & cac bénh nhan didu trj ddng thei flucroguinclon vai mot thude trj tidu
dwing. Vi vay, khuyén céo theo doi cgn than duéng huyét khi dung chung cac
thudc nay. Néu phan (rng ha duéng huyét xdy ra, nén ngirng stz dung moxifloxacin
va cin bt ddu ngay liéu phap didu tri thich hop (xem muc 6. Canh bdo va than
trong khi ding thude; myc 10. Tée dung khbng mong muén) Cac NSAID

Mac du chiea theo d6i tidn 1am sang va lam sang, viéc st dung ddng thei NSAID
véi quinolon lam tang nguy co kich thich than kinh trung wong va co gial (xem muc
6. Canh béo va than trong khi ding thudce).

Thubc kéo dai khodng QT .
D ligu v& kha ning tirong téc duge hee gitra moxifloxacin va cac thudc khac ma no
kéo dai khodng QT trén dién tam db bj han ché.

Sotalol, mét thudc chéng toan nhip nhom IN, da cho théy 14m tang khodng QT khi
két herp v&i moxifloxacin tigm lidu cao trén ché. Vi vay, can tranh ding moxifloxacin
véi cac thube chéng loan nhip nhém 1A va nhom Il (xem muc 6. Cdnh bao va than
trong khi dong thudc)

9.2. Tuong ky ciia thubc:

Mét sé dung dich sau trong ky véri dung dich tiém truyén moxifioxacin:

Natri clorid 10% v& 20%;

Natri bicarbonat 4,2% va 8,4%.
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Khong dugc pha tron ché phdm-vsi céc thubc khac ngoai trir nhitng dung dich
duge dé cap trong muc 4.2. Céch ding

10. Téc¢ dyng khéng mong muén:

Cac tac dyng phy nghiém trong va quan trong

Nhirng tac dung phy nghigm trong va quan trong bac gdm:

- Viém gén va dit gan.

- Kéo dai khodng QT.

- Phan (rng qua mén.

- Nhirng phdn Urng nghiém trong va doi khi gay tlr vong khic.

- Téc dung trén hé than kinh trung wong.

- Tidu chay lién quan dén Clostridium difficile.

- Bénh Iy thAn kinh ngoat bidn c6 thé khéng hdi phyc.

- Réi loan dirérng huyét.

- Nhay cam anh sang/ Bdc tinh nhay cdm anh sang.

- Sip phat trién vi khuan && khang thubce.

Cac tac dung khéng mong mubn trén dé dvoc d& cap trong muc 6. Canh béo va
than trong khi diing thuée. Xin xem muc 6 clia t huéng dan ndy dé co thém thong
tin.

Céc thc dung khéng mong muén

Cac tac dyng khong mong mudn quan sat diegye trong cac thir nghiém iam sang va
cac div ligu bao cdo sau khi lvu hanh v&i moxifloxacin 400mg ding dudng tiém
truy&n va dwdmg ubng hang ngay duwerc sép x8p thea cac tAn sudt nhu sau:

- Ngoai bubn nén va tigu chay, tht ca cac tac dyng khong mong mudn dwgc quan
sat thay voi tn sudt <3%.

- Trong mdi nhém tan suét, cac tac dung khdng meng mudn dwgc trinh bay theo
thir by gidm dan mirc 49 nghiém trong. Tan suét dugc thé hign nhw sau:

Thudmg gép (21/100 dén <1/10)

it gap (1/1.000 dén <11100)

Hiém 92p (21110.000 dén <1/1.000)

RAt hiém gap (<1/10.000)
7&3:::; Thwimggdp | ftadp Hiémgip  |R4t hiém gip
Nhidm trung |Bgi nhiém do vi
va nhiém ky |khudn hodic ndm
sinh trung khang thudc, vi
du  nhv  ndm
Candida miéng
va am dao
Réi loan mau Thiéu méu; Tang  mic
va hé bach G_iém bach prothrambin/
huyét chu; INR giam;
Giam bach M4t bach ciu
chu trung hat.
tinh;
Giam  tidu
chu;
Tang fidu
u;
Téng bach
chu ai toan;
Kéo dai thoi
gian
prothrombin
/INR téng.
R&i loan h& Phan (rng [Phan tng phan
théng  mién qua man  |vé bao gém cd
dich sbc de doa tinh
mang rat hiém
khi xay ra;
Phu mach/ dj
¥ng phi né
(bao gdm phu
thanh quén, cd
kha nang de
doa tinh
mang).
Réi loan Tang lipid [Tang dwéng |Gidm dudng
chuyén héa mau huyét; huyét
va dinh Tang acid uric
dutng mau
Réi logn tam Phan tmglo [R&i loan cam [Gidi thé nhan
than * au; XUc; cach;
Tam Iy tang |Tram cam |Phan g
dong/ kich |(frong nhizng [tdm than (co
adng treomg hop rét |kha ndng lén
hiém co kha |dén dinh diém
nang ty gay |trong hanh vi
thwong  tich, |t gay
chang han nhur fthuong  tich,
y tudng! suy |chang  han
nghi ty ti hodc jnhir ¥ turdng/
00 géng tw tlr);  [suy nghT tu tir
Ao giac. hodc ¢d gang
tur tUr)
Réi loan hé [Dau dhu; Bénh  di [Gidm cam gidc; [Téng  cam
than kinh * Chodang vang cim va loan |Réi loan mui |giac
cam; (bao gém mét
Réi loan vi |khipu gidc);
[giac  (bad [Nhdng gikc mo
gbm rét |bat thwdng;
hiém Réi loan phi
trwdng hop |hop (bao gom
mét vi giac); |rbi loan dang
Nh&m  1&n |di, dic biét &
va mét |do chéng mat
phirong hodc chéng
hwong; mét);
R&i loan [Dong kinh (bao
giac  ngl |gdm dong kinh
{cha yéu 1a [con Ign);
mét ngay; Réiloan chu y;
Rung dong; |R6i loan ngdn
Chong mét, |ngir;
Ngt ga. Mét tri nh;
Bénh Iy than
kinh ngeai bién
va bénh da day
th&n kinh.
|Réi loan mat ~ Ré&i loan thi |Chirng s anh [MAt thi luc
gidc bao |sang thodng qua
gdm  nhin (d3c bigt 1a
kém va m& phédn (rng cla
mit  (d&c h& than kinh
biét la phan trung wong);
trng cla hé Viem mang
thAin  kinh bd dao va
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7;5;;’;:)" Thiromg gap it gép Hiém gip  |Rét hiém gip
irung wong) tru!én méng
mat song
phuong cép
tinh (BAIT)
Réi loan tai Utai;
va mé dao Khiém  thinh

bao gbm diéc

(thwong  hdi

phuc).

R#i loan tim Kéo dai |Nhip im nhanh |Ré4i loan nhip
khoang QT; |thét; tim khdng xac
Dank tréng |Ngét xiu (nghia |ginh;
. .. nguec: la mét y thirc |Xodn dinh;
E:ﬁh daa ar o [Nhip” m [cAp tinh va ko [Ngtmg im.
Kali mau nhanh; dai).
Rung tém
nhi;
Bau  thét
ngue.
Réi loan van Gisnmach  |Tang huyétap; |viem mach
mach Ha huyét ap.
R6i loan ho Khe  the
hép, 1dng (bac  gdm
ngwe va frung ca hen
that suyén)
Réi ‘loan tiéu |Budn nén; Gidm sy [Chieng  nubt
hoa Non; thém &n va |kho;
Bau da day rudt fheong thikc |Viem miéng;
va bung; n; Viem dai trang
Bénh tidu chay, jTao bon; do khang sinh
Ching kho |(bac gdm viém
tiéu; dai trang gia
Day hoi; mac, trong
Viem da |nhirng tnrong
day; hgp rat hiém
Tang lién quan dén
amylase. céc bién chimg
de dga tinh
mang)
Réi loan gan |Tang T [Suy  gan |Vang da; viém gan i
mat transaminase (bao 96m Viem gan (¥ |cdp c6 kha
) tang LDH),  |mat). ning dan dén
Tang suy gan de
bilirubin; doa tinh
Tang mang  (bao
gamma - gdm che
glutamyl - trivdng hoo tir
transferase; vong)
Tang
phosphatase
kiém
trong mau.
R loan da Nglra; Phan (rng da
va md duéi Phét ban; cé bong nhu
da ME day; hei  ching
Da kho. Stevens-
Johnson hodc
hoai tr
thugng bi
nhiém doc (co
kha nidng de
dpa tinh
mang)
Réi loan co Dau khap;  [Viem gan; B0t gan;
Xuong va mé Bau co Chugt rit; Viém khorp;
lién két* Co giét co; Cing co;

Yéu cor. Lam  trdm
trgng  thém
trigu  ching
cla bénh
nhuwgc co.

Réi toan than Métnuede  [Suy gidm chire

va dudng nang than (bao

niéu gom tang BUN
va creatinin);

Suy than.

RGi loan |Phdn Ong tai vi |Cam  thdy | Pha
chung va tinh |t fiém  va khong khoe
trang noi tiém [truyén (chii yéu 12
* suy nhugc
hofc  mét
mdi);
Tinh trang
dau dén
{bac - gbm
dau Ieng,
ngirc,
xiweng chiu
va tir chi);
Db mb hai;
Viéem finh
mach huyét
khéi tai vj tri
Qruyén.

Ghi chti:

- {*) Rét hiém tneomg hop phén tmg thube kéo dai (@8n vai thang hodc nam), géy
bét ddng va o6 kha ndng nghiém irpng khong thé hoi phuc dnh hudng dén mot so,
dbi khi nhidu hé co quan va céc gidc quan (bao gbm céc phan img nhuw viém gén,
dizt gan, dau khop, dau khop, bénh than kinh lign quan dén dj cam, trdm cém, mét
moi, suy giam fri nho, ri loan gide ngd va suy gidm thinh gidc, thj giée, vi giée va
khixu giac) da dupe bao céo lién quan dén viéc st dung quinolon va fiuoroquinolon
trong mét §6 trdmg hop khdng lién quan dén céc yéu 16 nguy co hién cb.

- Cée the dung khéng mong mubn sau ddy c6 tan suét cao hon & nhém bénk nhan
dure didu tri tiém truyén tinh mach c6 hodc khdng co ding liéu phép ubng tiép theo:
+ Thutng gép: Tdng gamma-glutamyl-transferase,

+ It géip: Nhip tim nhanh that, ha huyét ép, pha, viém dai trang do khang sink (bao
gbm viém dai trang gia mac, trong tnromg hep rdt hidm lién quan dén céc bién
chimg de doa tinh mang), co gidt bao gbm co gi&t com Iom, do gide, suy th@n (bac
gbm ting BUN va creatinin), suy thgn.

B3 c6 nhiing trutmg hgp rat hiém gap vé cac tac dung phu sau day dwoc bédo céo
sau khi digu trj bang fiuoroquinolon khéc, cling c6 thé xéy ra trong qua trinh didu tr
vai moxifloxacin: tang ap luc ndi so (bao gbm bénh gié U néc), tang natri mau, ting
calci mau, thibu mau tén huyét, tiéu co van, nhay cém anh séng.
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11.1. Qué lidu:

& dwomg tiém, chua tim théy di lidu v& sir dung thubc qua lidu, khong ding qua
li2u chi dinh ciia thudc. & dirimg ubng, qua lidu duy nhét lén tdi 2,8g chira thay co
bét ky phan (g cb hai nghiém trong nao.

11.2. Cach xC tri khi diing thude qua lidu:

Khéng co bign phap x{ i cy thé sau khi sz dyng thubc qua lidu. Khi dong thubc
qua lidu, vigc didu trj tridu chirng nén dwge thyc hién. Trong truffng hop qua lidu
chp tinh, cAn phai l1am sach da day va duy tri @ nwdc. Khuyén céo theo di dién
tAm @& do thudc co khd nang kéo dai khoang QT. Bénh nhan nén duoc theo d6i
cAn than va didu trj hd trg. Str dung than hoat tinh ngay sau khi uong qua lidu co
thé ngan ngira tang qua mirc sw phan bb moxifloxacin trong oo thé. Khoang 3% va
9% lieu moxifloxacin cling nhir 2% va 4,5% chét chuyén hoa glucuronid clia né
dugc loai bé bang tham phan phic mac {ién tyc ngoai trii va thAm phan mau trong
{ng

12. Théng tin vé dwec ty, 1am sang

12.1 Déc tinh dugc ivc hoc:

Nhom duge Iy Khang sinh nhom fluoroquinolen

Ma ATC: JOIMA14

Dure Iy vé co ché tac dung:

Moxifloxacin 1 mét khang sinh tdng hop nhém 8-methoxyfiuoroquinclon cé phé
khang khudn rong. Tac dung khang khudn cila moxifloxacin & (¢ ché
topoisomerase Il (ADN gyrase) va topoisomerase IV cin thiét cho s sao chép
DNA, phién m&, sia chi¥a va t4i t& hop AND. Dwérng nhie phén t& C8-methoxy gop
phén tang tac dung khang sinh va chon lgc cac dét bién d& khang cha vi khuén
Gram duong thdp hon so vé&i phan tir C8-H. Sur hién dién cla nhém thé
bicycloamin cAng kénh & vi tri C-7 ngan chdin dong hoat ddng, lién quan dén gen
NorA ho#c pmrA dugc thdy & mét sb vi khudn Gram-dwong.

Co ché dé khang:

Co ché tac dung clia céAc fluorequinolon, bao gbm moxifloxacin, khac véi cac
magcrolid, betalactam, amineglycosid, hodc tetracyclin; do dé cac vi sinh vat khang
cac thudc nag [es) thé nhgy cdm v&i moxifioxacin. D& khang flucroquinalon ¢6 thé
xay ra ban dau do dot bign gen topoisomerase |l (ADN gyrase) va topoisomerase
IV, Iam giam tinh thdm cla mang ngodi hodc dong chay cua thufic. In vitro, d&
khang moxifloxacin phat trién cham qua nhidu budc dot bién. B8 khang
moxifloxacin xdy ra in vitro & thn sudt gira 1,8 x 10° dén 1 x 10™" cho vi khuin
Gram duwong.

Dé khéng chéo:

Su dé khang chéo da duoc quan sat thiy & moxifloxacin va cac fluoroquinolon
khac dbi voi vi khudn Gram-am. Vi khudn Gram-dvong d& khang véi cac
flugroquinolon khéc ¢6 thé vln nhay cdm véi moxifloxacin, Chira 16 co ché d&
khang chéo gitpa moxifloxacin va cac nhdm khéng khudn khac.

Moxifloxacin 33 drgre thAy 18 o6 boat tinh chéng lai hdu hét cac nhém vi khudn sau,
ca trong in vitro va trén lam sang:

Vi khudn Gram-dwong

« Enterococcus faecalis

= Staphylococcus aureus

« Streplococcus anginosus

- Streptacoccus constellatus

« Strepiocoecus pneumonige (bas gbm ca chiing khang da thudc [MDRSP]™)

« Streptococeus pyogenes

* MDRSP, Streptococcus pneumeniae khang da thube bao gbm cac chiing trrerc
d6 da dugc biét 14 PRSP (S.pneumoniae khang penicillin), va cac chiing khang hai
A hay nhiéu hon cac khang sinh sau: penicillin (MIC = 2mog/ml), c4c cephalosporin
o the hé 2 (nhw cefuroxim), cac macrolid, tetracyclin, va trimethoprim/sulfamethoxazol.
Vi khuén Gram-am

+ Enterobacter cloacae

4 + Escherichia coli

3§ + Haemophilus influenzae

§ + Haemophilus parainfluenzae

« Klebsieffa pneumoniag

‘M « Moraxeila catarmhalis

4 + Proteus mirabilis

Vi khudn ky khi

& - Bacieroides fragilis

= Bacteroides thetaiotacmicron

= Clostridium perfringens

§ * Popiosireptococcus species

4 Cac vi sinh vat khac

« Chiamydoghila pneurnoniae

« Mycoplasrna pneumoniae

J D fiéu sau co duoc trong in vitro, nhung v nghia tam sang cba chung chura dugc
¥ biét. it nhat 90% cac vi khudn sau day thé hidn MIC in vitro €1 pgiml dbi voi
moxifioxacin. Tuy nhién, hiéu qua clia moxifioxacin trong diéu trj nhiém khudn lam
séng do nhitng vi khudn nay chua dugc thiét 1ap trong cac thir nghigm 1am sang
dhy 60 va ¢b kiém sodt,

VI khuén Gram dwong

4 * Staphylococcus epidermidis

+ Streptococcus agalactiae

« Nhém Streptococcus viridans

Vi khuén Gram-&m

4 + Citrobacter freundif

{4 + Klebsiella oxytoca

« Legionella pneumophila

§ Vi khudn ky khi

« Fusobacterium spp.

« Prevotelia spp.

12.2 Bac tinh duge diing hgc:

Phéan bo

Moxifloxacin gén két vai protein huyét thanh khoang 30-50%, khang phu thugc vao
ndng 4o thudc. Thé tich phan bd clia moxifioxacin ti 1,7 — 2,7 L'kg. Moxifloxacin
phan bd rdng rai khdp co thé, ndng d3_ mo thudng vuot cao hom nbng 4o huyét
twong. Moxifloxacin dwoc tim thay trong nwéc bot, dich mi va dich tiét clia phdi,
dich nhdy cla xoang, dich phéng & da, md dudi da, co xwong va md va dich & bung
sau khi tiém ho#ic udng liéu 400mg. Tée dé chuydn héa clia moxifloxacin tir dich mé
noi chung teong dwong sw chuyén hoa cla thube tr huyst trong.

Chuyén hoa

Khodng 52% lidu tiém ho#c ubng cla moxifioxacin duoc chuyén héa qua vise lién
két voi glucuronid va sulfat. Hé théng cytochrom P450 khong lién quan dén sy
chuyén hoa moxifloxacin va khang bi anh hudng béri moxifloxacin. Lign két vai sulfat
{M1) chiém khodng 38% lidu diing va chl yéu bai tiét trong phan. Khoang $4% lidu
tiém tinh mach chuyén hoa dwoi dang lién két vai glucuronid {M2), dugc bai tiét duy
nhét trong e tieu. Nong dé dinh trong huyst trong clia M2 xap xi 40% thudc,
trong khi ndng dé huyét trong cia M1 thdp hon 10% clia moxifloxacin.

Nghién clru in vitro véi cytochrom (CYP) P450 cho 1hs‘i_y moxiﬂoxacin khong (rc ché
CYP3A4,CYP2D6,CYP2C9,CYP2C19 hodc CYP1A2, digu nay chi ra ring moxifloxacin
khéng thé 1am thay d0| duac dbng hoc cida cac thude chuyén héa bdi cac enzym nay.
Théi trir :

Th&i gian ban thai cla thube trong huyet twromg {tv2) khodng 12 gidr. Xap x7 45% lidqy
tiém cila moxifloxacin dwoc théi trir dwéi dang khéng chuyén héa (khodng 20% trong
nudce tidu va 25% trong phan). Trung binh dé thanh thai toan phn cia co thé va dé
thanh thai qua than twong &ng |& 1242 Ligitr va 2,610,5 Ligio.

13. Quy cach déng g6i: Hop 01 chai x 100ml; Chai 100ml R

14. Didu kién bao quan, han ding, tidu chudn chét rgng cia thubc

14.1 Bidu kign bao quan: Noi khé, nhigt @ khong qua 30°C, tranh anh sang

14.2 Han ding: 24 thang k& t» ngay san xuft.

14.3 Tidu chun chét lugng: TCCS

15, Tén, dia chi cor s san xuat

] CONG TY CO PHAN DUQIC — TTBYT BINH BINH (BIDIPHAR)

1 498 Nguyén Thai Hoc, P. Quang Trung, Tp. Quy Nhon, tinh Binh Bjnh, Viét Nam

] OT: 0256.3846500 - 3846040 * Fax: 0256.3846846
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‘ 11. Qua ligu va cach xir tri;




