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R Thube nay chi dung theo don thube

MOXIFLEX

Moxifloxacin 400mg/250ml
A -
Khuyen cio:
Dé xa tam tay tré em.
Doc kjy hudng dan sir dung truce khi ding.
Thong bdo ngay cho bdc si hodc dwoc si nhitng tac dung khong mong mudn gap phai
khi sir dyng thudc. Néu can thém thong tin xin héi ¥ kién bdc st hodic duwge si

1. Thanh phan cong thitre thude:
Mai tiii 250 ml ¢6 chira:
- Thanh phén dugc chdt: Moxifloxacin 400 mg (du6i dang moxifloxacin hydroclorid 436,8 mg)
- Thanh phén td duoe: Sodium chloride, hydrochloric acid, sodium hydroxide va nudc cit pha tiém.

2. Dang bao ché: Dung dich tiém truyén
MG ta: Dung dich tiém truyén trong sudt, mau vang.
pH: 3,0 -6,0

3. Chi dinh:
Moxifloxacin dugc chi dinh dé didu tri:
- Viém phoi mic phai tai cong déng (CAP)
- Nhiém khudn da va cdu tric da c6 bién chimg (cSSSI)
Dung dich tiém truyén moxifloxacin chi nén duge sir dung khi cdc khang sinh thudémg duge
khuyén cdo dé diéu tri khoi ddu cde nhidm khudn duoc xem 1 khéng phi hop.
Can xem xét hudng dan chinh thire vé vige sir dung céc khang sinh hop 1y.

4. Cich dung, liéu dung

Liéu ding

Liéu khuyén cdo 1a 400 mg moxifloxacin, truyén mét lan m3i ngay.
Diéu tri dudng tinh mach ban diu co thé dirge chuyén qua didu tri dudmg udng véi moxifloxacin
vién 400 mg, khi ¢6 chi dinh 1am sang.

Trong cdc nghién ciru 1am sang, héu hét bénh nhan chuyén sang di¢u trj bing duomg ubng trong
vong 4 ngdy (CAP) hogic 6 ngay (cSSSI). Téng thai gian didu tri bing dudémg tinh mach va duong
udng khuyén cdo 1a 7-14 ngay déi véi CAP va 7-21 ngay doi véi cSSSI.

Suy than/gan

Khéng cin diéu chinh lidu & nhimg bénh nhan suy thin tir nhe dén nang hodc trén nhimg bénh
nhan phai loc mau man tinh nhu loc méu hodc thim phan phtic mac lién tuc. ~ T

A

1/19




https://trungtamthuoc.com/

Khéng ¢6 du dit li¢u ¢ nhimg bénh nhéan suy giam chirc ning gan.

Cdc doi tugng ddac biét khdc

Khong can diéu chinh lidu lugng & ngudi cao tudi va bénh nhan ¢6 trong luong co thé thép.

Tré em

Moxifloxacin chong chi dinh & tré em va thanh thiéu nién (<18 tui). Hiéu qua va an todn cia
moxifloxacin & tré em va thanh thiéu nién chua dugc thiét lap.

Cdch dung

Dung duong tinh mach; truyén lién tuc trén 60 phut (xem thém phin Cinh bdo va than trong khi
diing thuéc).

C6 thé truyén thube tnre tiép qua éng chir T, cing véi cdc dung dich truyén twong thich khac
(Xem phan Twong tic, twong ky ciia thuic),

5. Chong chi dinh

- Qua man véi moxifloxacin, cac quinolon khéc hodc vai bat k¥ thanh phan ta dugce cua thude.

- Phy nit mang thai va cho con bu.

- Bénh nhan dusi 18 tudi.

- Bénh nhan ¢6 tién st bénh/réi loan gén lién quan dén diéu tri bing quinolon.

Ca trong cdc nghién ciru tién 14m sang va & ngudi, nhimg thay doi vé dién tim da dwoc ghi nhan
sau khi phoi nhiém véi moxifloxacin, biéu hién kéo dai khoang QT. Vi Iy do an toan thudc, chéng
chi dinh str dung moxifloxacin & nhitng bénh nhén:

- Kéo dai khoang QT bdm sinh hogic mic phai.

- Réi loan di¢n giai, dic biét 1a ha kali mau chua duoc didu tri.

- Nhip tim chdm trén 1dm sang.

- Suy tim trén ldm sang v6i giam phan sudt tdng mau that trai.

- Tién str rdi loan nhip tim ¢6 triéu chiing

Moxifloxacin khong nén duoc su dung déng théi véi cac thude khéc 6 tac dung kéo dai khoang
QT. (Xem thém phan Twong tic, twong ky ciia thudc).

Do dir liéu 1m sang han ché, moxifloxacin ciing chéng chi dinh & nhimg bénh nhén suy gan
(Child Pugh C) va & nhimg bénh nhan c6 transaminase tang > 5 1in ULN (gi6i han trén ciia mitc
binh thuong).

6. Cinh bio va thin trong khi ding thuée
Dicu tri moxifloxacin & nhimg bénh nhén ¢ tién s gip cac phén tmg bit lgi nghiém trong khi
ding cde thude ¢6 chira quinolon hogc fluoroquinolon chi nén dwge bét diu trong khi khéng ¢6 Iya
chon diéu trj thay thé va sau khi ddnh gid cdn than loi ich/nguy co (xem thém phén Chéng chi
dinh).

Loi ich cua diéu trj bAng moxifloxacin dac biét 1a trong céc bénh nhidm khuén véi mire d6 nghiém
trong thip nén duoc can bang véi théng tin trong phin canh béo va than trong Wﬁéﬁx
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Kéo dai khoang QTc va cdc tinh trang 14m sang lién quan dén kéo dai khoang QTc

Moxifloxacin d& dugc chimg minh 1a kéo dai khoang QT trén dién tdm dé & mot sb bénh nhan.
Mt 49 kéo dai QT c6 thé tang khi ndng d¢ thude trong huyét twong tang do truyén tinh mach
nhanh. Do d6, thoi gian truyén khéng duge it hon khuyén céo 1a 60 phat va lidu dung duong tinh
mach khong duge vuot qua 400 mg x 1 lan/ngay.

Nén ngimg diéu tri bang moxifloxacin néu cac ddu hidu hoic triéu chimg cé thé lién quan dén réi
loan nhip tim xay ra trong khi diéu tri, ¢6 hoic khong ¢6 dau hiéu trén dién tdm dd.

Moxifloxacin nén duoc sir dung thin trong cho nhimg bénh nhan c6 bt ky tinh trang nao trudc
khi ¢6 r6i loan nhip tim (vi du nhu thidu mau cuc bd co tim cap tinh) vi ¢6 thé lam tang nguy co

phat trién loan nhip that (bao gdm ca xoin dinh) va ngimg tim

Than trong khi sir dung moxifloxacin & nhitng bénh nhén dang sir dung céc thudc ma cé thé gay
ha kali (xem thém phin Chéng chi dinh va Tuwong tdc, twong ky, ciia thudc).

Than trong khi st dung moxifloxacin & nhitng bénh nhan dang dung thubc 1am chim nhip tim
déang ké trén 14m sang.

Bénh nhén nit va bénh nhén cao tudi c6 thé nhay cam hon véi thude c6 tac dung kéo dai khoang
QTe nhu moxifloxacin va do d6 can than trong dac biét.

Phan tmg di tng/Qud min

Phan (mg di tmg va qua man d3 duoc bdo céo véi céc fluoroquinolon bao gém moxifloxacin sau
lan ding dau tién. Phan mg phan vé c6 thé dan dén sbc phan vé de doa tinh mang, ngay ca sau lan
dau ding thude. Trong trudng hop cé biéu hién 1im sang cua cac phan img qué mén nghiém trong,
nén ngimg str dung moxifloxacin va diéu tri thich hop (vi du nhu diéu tri s6c).

Réi loan gan ning
Céc trudng hgp viém gan t6i cdp c6 kha ning din dén suy gan (bao gbm ca cic truémg hop tir
vong) da duge bdo cao voi moxifloxacin (xem phin Tdc dung khong mong muén ciia thudc).
Bénh nhén nén dugc tu van lién hé vai bac sT trude khi uep tuc diéu tri néu cac ddu hiéu va triéu
chu‘ng clia bénh gan tdi cap phat trién nhu suy nhuge tién trién nhanh lién quan dén vang da, nude
tiéu sAm mau, ¢6 khuynh huéng chay mau hoac bénh nio gan.

Céc xét nghiém/nghién ciru chirc ning gan nén duge thyue hién trong truémg hop ¢ diu hiéu réi
loan chirc ning gan.

Phan g ¢6 hai nghiém trong trén da

Céc phan (mg c6 hai nghiém trong trén da (SCAR) bao gém hoai tir biéu bi nhiém doc (TEN: con
duge goi 1a hoi chimg Lyell), hoi chimg Stevens Johnson (SJS) va bénh mun mu toan thin cip
tinh (AGEP), c6 thé de doa tinh mang hodc tu vong, da dugc bdo cdo vdi moxifloxacin (xem phan
Tic dung khong mong muén cia thuédc). Tai thoi diém ké don, bénh nhin nén duroc théng bao vé
céc du hidu va trigu ching cta phan tmg da nghiém trong va duoc theo dai chit ché. Néu cac ddu
hiéu va tri¢u chimg goi y ctia nhimg phan (g nay xuét hién, ngimg str dung moxifloxacin ngay
lap tirc va nén xem xét phuong phap diéu tri thay thé. Néu bénh nhan gﬁp p 4
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nhu SJS, TEN hogc AGEP khi sir dung moxifloxacin, khéng dwoc bit diu didu tri lai bing
moxifloxacin ¢ bénh nhan nay bét cit lic nao.

Bénh nhan d& bi co giat

Cac quinolon duoc biét 1a gay ra co giat. Viéc st dung nén dugc thin trong & nhitng bénh nhan bi
16i loan than kinh trung wong hodc khi ¢6 cac yéu té nguy co khac 6 thé din dén co giat hodc ha
thap ngudng co giat. Trong truong hep co giat, nén ngimg diéu tri bang moxifloxacin va sir dung
céc bi¢n phdp thich hop.

Céc phan ung c6 hai nghiém trong kéo dai, c6 kha ning khdng hdi phuc va gy tan tit

Céc phan (mg ¢6 hai nghiém trong c6 kha ning khong héi phuc va gy tan tat, bao gdbm viém gén,
dut gan, bénh 1y than kinh ngoai bién va cac tac dung bét loi trén than kinh trung vong.

Céc khang sinh nhém fluoroquinolon ¢6 lién quan dén cac phan Ung c6 hai nghiém trong c6 kha
nang gdy tan tat va khong hdi phuc trén cac hé co quan khac nhau cua co thé. Cac phan g nay
c6 thé xuat hién ddng thoi trén cung b¢nh nhan. Cic phan umg ¢6 hai thuéng dwoc ghi nhén gom
viém géan, dirt gan, dau khop, dau co, bénh I} than kinh ngoai vi va céc tac dung bat loi trén hé

théng than kinh trung wong (4o gidc, lo Au, trdm cam, mét ngu, dau dau ndng va li l4an). Cac phan
u’ng nay c6 thé xay ra trong vong vai glor dén vai tuan sau khi sir dung thuéc. Bénh nhén & bat ky
tudi nao hodc khéng c6 yéu t6 nguy co tdn tai tir trude déu cé thé gdp nhimg phan tng c6 hai trén.

Ngtmg sir dung thuée ngay khi c6 ddu hi¢u hodc triéu chimg dau tién cua bét ky phan img c6 hai
nghiém trong nao. Thém vao do, tranh sir dung cac khang sinh nhém fluoroquinolon cho cic bénh

nhéan d3 timg gép cdc phan tmg nghiém trong lién quan dén fluoroquinolon.

Bénh Iy than kinh ngoai bién

Cac truomg hop mac bénh ly da déy than kinh cam gidc hodc van dong cdm gidc dan dén dj cam,
giam cam gidc, rdi loan cam giac hodc suy nhuwoc di dugc bio céo & nhung b¢nh nhan dung
quinolon va fluoroquinolon. Bénh nhin dang diéu tri bing moxifloxacin cin duge tir vin dé thong
bao cho béc sT trude khi tiép tue didu trj néu tién trién cac tri¢u chimg cua bénh thin kinh nhur dau.
rét, ngira ran, té hodc suy nhugc dé ngin nglra sy tien trién cua tinh trang khong thé hdi phuc (xem
phan Tdc dung khong mong muén ciia thuéc).

Phan (mg tdm thin
Phan tng tdm than c¢6 thé Xay ra ngay ca sau khi dung quinolon ldn déu tién, bao gbm

moxifloxacin. Trong mdt s6 truong hop rat hiém gap, trAm cam hoZc phan (mg tdm thin da din
dén suy nghi ty tir va hanh vi tw gdy thuong tich nhu ¢6 géng tu tir (xem phin Tde dung khong
mong muén cia thuéc). Trong trudng hop bénh nhin méc phai cac phan ung nay, nén nging sir
dung moxifloxacin va 4p dung cac bién phap thich hgp. Can thén trong néu sir dung moxifloxacin
& bénh nhén tAm thin hodc & bénh nhan co tién sir bénh tAm thén.

Tiéu chay lién quan dén khang sinh bao gdm viém dai tring

Tiéu chay lién quan dén khang sinh (AAD) va viém dai trang lién quag,cr{n? Khéng sinh (AAC),
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bao gdbm viém dai trang gia mac va tiéu chay lién quan dén Clostridium difficile, 43 duoc béo céo
lién quan dén viéc sir dung khang sinh phd réng bao gdém moxifloxacin va ¢6 thd & muc do
nghiém trong tir tiéu chay nhe dén viém dai trang gdy tir vong. Do d6, diéu quan trong 1a phai xem
xét chan doan nay ¢ nhimg bénh nhén bi tiéu chay nghiém trong trong hodc sau khi sir dung
moxifloxacin. Néu nghi ng& hodc chin doan xéc dinh AAD hoac AAC, nén ngimg diéu trj bing
khang sinh, bao gébm moxifloxacin, va nén bét diu cdc bién phép diéu tri thich hop ngay lap tirc.
Hon nita, cdc bi¢n phdp kiém soat nhiém khuan thich hop nén dugc thuc hién dé giam nguy co lay
truyén. Thude we ché nhu dong ruét duoc chéng chi dinh & nhitng bénh nhéan bj tiéu chay nghiém
trong.

Bénh nhén bi nhuoc co

Moxifloxacin nén dugc sir dung than trong & nhimg bénh nhan bi nhugce co vi céc triéu chimg cé
thé tram trong hon.

Viém gan va dat gan

Viém gén va dirt gan (d3c biét la gan Achilles), doi khi & ca hai bén, c6 thé xay ra som nhét trong
vong 48 gi¢r sau khi bit dau didu tri bing quinolon va fluoroquinolon va da duge bo cdo xay ra
tham chi dén vai thang sau khi ngimg diéu tri (xem phin Chéng chi dinh va Tdc dung khong
mong muon ciia thuéc). Nguy co viém gén va dirt gén tang 1én & bénh nhan 16n tudi, bénh nhan
suy thén, bénh nhan ghép tang rin va nhimg ngudi duoc diéu tri dong thoi véi corticosteroid. Do
d6, nén tranh sir dung dong thai corticosteroid.

Khi ¢6 déu hiéu dau tién cta viém gan (vi du sung dau, viém), nén ngimg diéu tri bing
moxifloxacin va can nhic diéu trj thay thé. Céc chi bi anh hu:-:mg nén dugc didu tri thich hop (vi
du nhu bét dong). Corticosteroid khéng nén duoc sir dung néu cé déu hiéu bénh gan.

Phinh va boc tach dong mach chi, hé van tim

Céc nghién ciru dich té hoe bao cao tang nguy co phinh va béc tich dong mach chu sau khi udng
cac fluoroquinolon, déc biét 1a & ngudi cao tudi, her van dong mach chii va van hai 14 sau khi ding
ﬂuoroqumolon Céc trudng hop phinh va boc tach déng mach chi, d6i khi bién chimg do v& (bao
gdm ca nhimg truémg hop tir vong), va hé van tim di duoc béo cdo & nhimg bénh nhan dung
fluoroquinolon (xem phan Tde dung khéng mong muin ciia !hum:)

Do do, chi nén sir dung fluoroquinolon sau khi da dénh gia cdn than loi ich - nguy co va sau khi
can nhic cic luva chon diéu tri khac & nhimg bénh nhén cé tién s gia dinh mic bénh ly phinh dong
mach hogc b¢nh van tim bdm sinh, hodc ¢ nhitng bénh nhan di duge chan doan mic bénh phinh
dong mach chu va/hodc boc tich dong mach chu, hé van tim hodc hién dién yéu 16 nguy co khac
nhur:

- Péi vai ca chimg phinh va béc tich déng mach chi va hé van tim: vi du roi loan mé lién két nhu
hoi chimg Marfan hodc hgi chimg Ehlers-Danlos, hdi chimg Turner, bénh Beheet, ting huyét 4p,
viém khop dang thap).

- Déi véi chiing phinh dong mach va béc tach dong mach chi: vi du rbi lo/zf:;ynig’cﬁ m‘au. nhu viém
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dong mach Takayasu, viém dong mach té bao khéng 15, xo vita déng mach da biét, hodc hdi
chung Sjogren.

- D6i v6i hé van tim: vi du nhur viém noi tim mac nhidm tring.

Nguy co phinh, béc tich va v& dong mach chu co thé tang Ién & nhitng bénh nhén duge diéu tri
dong thi véi corticosteroid toan than.

Trong truong hop dau bung, nguc hoic lung dot ngdt, ngudi bénh nén dén ngay béc si dé cé.p clu.
Bénh nhén nén dugc cham séc y té ngay lap tic trong trudng hop khé thé cdp tinh, tim dap nhanh
mdi khéi phét, hodc phat trién phi né ving bung hodc chi dudi.

Bénh nhén suy thin

Bénh nhén cao tudi bi rbi loan chirc nang than nén sir dung moxifloxacin mat cach than trong néu
ho khong thé duy tri lugng nuée diy du, vi mat nuée o thé lam tdng nguy co suy than.

Réi loan thi lue

Néu thi Ire bj suy gidm hoiic ¢6 bat ky anh huong ndo dén mét, cin ngay lap tirc tham khao ¥ kién
bac si chuyén khoa mit (xem phan Anh hudng cia thudce lén kha ning ldi xe va van hanh mdy
mdc va Tdac dung khong mong muén ciia thuéc).

Réi loan dudng huyét

Nhu véi tét ca cac fluoroquinolon, rbi loan dudmg huyét, bao gdm ca ha dudng huyét va ting
dudmg huyét da duoe béo cdo véi moxifloxacin (xem phan Tdc dung khong mong muébn cia
thudc). O nhitng bénh nhan duoc didu trj bing moxifloxacin, rdi loan dudng huyét xay ra cha yéu
O benh nhan déi thdo dudmg cao tudi duoe diéu trj dong thoi véi thude ha duomg huyét dudng
udng (vi du sulfonylurea) hodc véi insulin. Céc truong hop hén mé ha dudmg huyét da dugc bdo
cdo. O bénh nhan ddi théo dudmg, nén theo doi chn than duong huyét,

Ngén ngira phan g nhay cadm 4nh sing
Cac quinolon da duoc chimg minh 14 gy ra phan img nhay cam anh séng ¢ bénh nhin. Tuy nhién,

céc nghién ctru da chi ra ring moxifloxacin cé nguy co gly nhay cam é4nh séng thip hon. Tuy
nhién, bénh nhin nén duge khuyén cdo tranh tiép xtc véi tia UV hodc anh sing mit troi rong
va/hodc manh trong khi diéu trj vdi moxifloxacin.

Bénh nhan bi thiéu hut glucose-6-phosphat dehydrogenase

Bénh nhén c6 tién sir gia dinh, hoac thiéu hyt glucose-6-phosphat dehydrogenase thuc té dé bi
phan img tan méu khi diéu trj bing quinolon. Do dé, moxifloxacin nén duge sir dung than trong ¢
nhitng bénh nhan nay.

Viém mé quanh déng mach
Dung dich moxifloxacin chi ding dé tiém truyén tinh mach. Nén tranh ding duong dong mach vi

cdc nghién clru tién 1am sang da chimg minh tinh trang viém md quanh dong mach sau khi tiém
truyén bang dwong nay. -
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Bénh nhan nhiém khuén da va cAu tric da ¢6 bién chimg (cSSSI):

Hi¢u qua 1dm sang ctia moxifloxacin tiém tinh mach trong didu tri nhi®m khudn bong ning, viém
mo hoai tir, nhiém khuén ban chan déi théo dudng v viém tiy xwong chua digc thidt lap.

Anh huéng dén cac xét nghiém sinh hoc

Liéu phap Moxifloxacin ¢6 thé can thiép vao xét nghi¢m nuéi cdy Mycobacrermm spp. bang cach

tc ché su ting truong cua vi khuan gay ra két qua dm tinh gia trong cdc mau 14y tir bénh nhén hién
dang dicu trj bing moxifloxacin.

Bénh nhan bi nhiém MRSA

Moxifloxacin khong duge khuyén céo dé didu tri nhidm trung MRSA. Trong trudong hgp nghi ngdy
hogc xdc nhéan nhiém tring do MRSA, nén bit diu didu tri bang khang sinh thich hop (xem phin
Dic tinh dugc luc hoce).

Tré em
Do tac dung phu trén sun & dong vat chua trudng thanh, viéc sir dung moxifloxacin & tré em va
thanh thiéu nién <18 tudi bj chéng chi dinh (xem phin Chéng chi dinh).

Than trong déi véi td duoc - Bénh nhan in kiéng natri

San pham thudc nay chira 787 mg (khoang 34 mmol) natri mdi chai voi 250ml dung dich dé tiém
truyén, tuong duong véi 39,35% mirc tidu thy t6i da hang ngay ctia WHO 1a 2g natri cho mdt
ngudi 1om.

7. Sir dung thudce cho phy ni¥ ¢6 thai va cho con bi:
Ste dung thuée cho phu nit ¢o thai:
Sy an toan ctia moxifloxacin & phu nit mang thai chua dugc thiét ldp. Céc nghién ciru trén déng
vit da cho thdy doc tinh sinh san. Nhing nguy co tiém 4n trén ngudi chua duge xac dinh. Do nguy
co thue nghiém cua fluoroquinolon gy thuong tén ddi véi sun chiu trong lugng cia dong vt
chua truong thanh va chén thuong khép cé thé hdi phuc duoc mé ta & tré phoi nhiém mét s6
fluoroquinolon, moxifloxacin khéng duoe sir dung & phu nit mang thai (xem phin Canh bdo va
than trong khi ding th uoc)

St dung thuéc cho phu nit cho con bil:

Khéng ¢6 dir li¢u c6 sdn & phu nir cho con ba. Dir lidu tidn lam sang chi ra rang mét luvong nho
moxifloxacin duge bai xuit vao trong stra. Trong truong hop khong ¢6 dir lidu trén ngudi va nguy
co thye nghiém cia fluoroquinolon gay ton hai ddi véi sun chiu trong lugng ctua dong vit chua
truong thanh, do dé chéng chi dinh cho con bi trong khi diéu tri véi moxifloxacin.

Kha ndang sinh san

Cdc nghién ctru trén dng vét khéng chi ra sy suy gidm kha ning sinh san.
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8. Anh hwong ciia thude I1én kha nang lii xe, vin hainh mdy méc

Chua c6 nghién ciru vé anh huong clia moxifloxacin ddi véi kha nang 14i xe va sir dung médy méc
da duoc thyc hi¢n. Tuy nhién, fluoroquinolon bao gém moxifloxacin co thé din dén suy giam kha
nang lai xe hodc van hanh may méc do céc phan tng cuia hé thin kinh trung rong (nhu chéng mat,
mét thi luc cdp tinh, thoang qua, xem phan Tdc dung khong mong muén ciia thude) hoic mat y
thirc ngén va cap tinh (ngat) (xem phin Tdc dung khong mong muén ciia thuéc). Bénh nhan nén
duoc tr vén vé cac phan img c6 thé xdy ra khi ding moxifloxacin truée khi 14i xe hodc vén hanh
may mac.

9. Twong tic, twong ky, ciia thude
Tuwong tic thuéc
Tuong tdc véi duoc pham
Khong thé loai trir nguy co kéo dai thém khoang QT ctia moxifloxacin khi dung ddng thoi voi cac
thudc khac kéo dai khoang QTec. Piéu nay c6 thé din dén su tang nguy co rdi loan nhip thit, bao
gdm ca xoén dinh. Do dé, viée str dung dong thoi moxifloxacin véi bit ky san pham thude nao sau
ddy déu bi chdng chi dinh:
- Thude chéng loan nhip nhém IA (vi du quinidin, hydroquinidin, disopyramid)
- Thude chdng loan nhip nhém III (vi du amiodaron, sotalol, dofetilid, ibutilid)
- Thude chdng loan than (vi du phenothiazin, pimozid, sertindol, haloperidol, sultoprid)
- Thuébc chong tram cam ba vong
- M6t s6 thube khéng khuén, khang virus (saquinavir, sparfloxacin, erythromycin tiém tinh mach,
pentam1dm thudc chdng st rét dac biét la halofantrin)
- Mét sb thube khédng histamin (terfenadin, astemizol, mizolastin)
- Thudc khac (cisaprid, vincamin tiém tinh mach, bepridil, diphemanil).
Moxifloxacin nén dugce sir dung than trong & nhimg bénh nhén dang dung thude cé thé lam giam
néng do kali (vi du thude lgi tiéu quai va thiazid, thudc nhuin trang va thyt thao [lidu cao],
corticosteroid, amphotericin B) hodc thude lam chim nhip tim déng ké trén 1am sang.
Sau khi dung licu 13p lai & nguoi tinh nguyén khoe manh moxifloxacin d2 ting C max clia digoxin
Ién khoang 30% ma khong anh huéng dén AUC hodc nong d t6i thiéu. Khéng cin than trong khi
str dung cting véi digoxin.
Trong cic nghién ciru duqc thuc hién & nguoi tinh nguyén bi dai thao dudmg, sir dung dong thoi
moxifloxacin duong ubng véi glibenclamid din dén giam khoang 21% nﬁng dd dinh cuia
glibenclamid trong huyét tuong. Sy két hop cta glibenclamid va moxifloxacin vé mit ly thuyét c6
thé dan dén tang glucose mau nhe va thodng qua. Tuy nhién, nhl‘.l'ng thay ddi duoc dong hoc quan
sat duge ddi véi glibenclamid khéng dan dén thay ddi cac théng s6 duge lwe hoc (glucose huyét,
insulin). Do d6, khéng ¢6 trong tic ndo lién quan dén ldm sang dwoc ghi nhan gita moxifloxacin
va glibenclamid.

Thay doi trong INR
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M#t 6 lugng lom cée truomg hop cho thdy sy tang hoat tinh cta thudc chéng dong mau duong
udng da duoc béo cdo & nhimg b¢nh nhan dung khang sinh, déic biét la fluoroquinolon, macrolid,
tetracyclin, cotrimoxazol va mot sb cephalosporin Céc tinh trang viém va nhiém khuén, tudi va
tinh trang chung ctia bénh nhén c¢6 thé 1a cac yéu td nguy co. Trong nhimg trudng hop nay, rit kho
dé danh gi liéu nhiém khuin hay do diéu trj géy ra réi loan INR. Cin theo doi thudng xuyén chi
s& INR. Néu cén thiét, nén didu chinh lidu thude chong dong dudmg udng cho phit hop.

Céc nghién ctru 14m sang cho thdy khéng c¢6 tuong tac sau khi diing déng thoi moxifloxacin véi:
ranitidin, probenecid, thude tranh thai dudng uéng, thudc bd sung calei, morphin tiém tinh mach,
theophyllin, cyclosporin hodc itraconazol.

Cac nghién ctru in vitro véi enzym cytochrom P450 & ngudri dd hd trg nhimg phét hign nay. Két
qué cho thdy khong thé c6 tuong tac chuyén hoa qua cac enzym cytochrom P450.

Tuong tac véi thic dn

Moxifloxacin khong c6 twong tac 1am sang véi thuc phdm bao gdm céc san phim tir sira.

Twong ky,

Cdc dung dich sau ddy khéng tuwong thich véi dung dich moxifloxacin dé tiém truyén:

Dung dich natri clorid 10% va 20%

Dung dich natri bicarbonat 4,2% va 8,4%

San pham thuéc nay khéng dwoc trén ldn véi cde san pham thuéc khdc ngoai tric cdc dung dich
twong thich sau day:

Nude cét pha tiém, natri clorid 0,9%, natri clorid 1M, glucose 5%/10%/40%, xylitol 20%, dung
dich Ringer, dung dich Ringer-Lactat.

10. Téc dung khéng mong mudn ciia thube
Phén {mg bét loi dya trén céc thir nghiém 14m sing va ghi nhdn tir cic bdo cdo sau luu hanh véi
moxifloxacin 400 mg ding hé.ng ngay theo dudng tinh mach hodc dudmg udng (chi tiém tinh
mach, ndi tiép (tiém tinh mach/ udng) va udng) duoc sap xép theo tin suét dugce liét ké dudi day:
Ngoai budn nén va tidu chay tat ca cac phan (g bit loi dugc quan sat thdy & tin sudt dudi 3%.
Trong mdi nhom tan sudt, cac tic dung khong mong mubn duwoc trinh bay theo thir ty giam dan
mirc do nghiém trong. Tén sudt duoc dinh nghia nhir sau:
- Thudng gap (= 1/100 dén <1/10) i
- It géip (=1/1000 dén < 1/100)
- Hiém géip (> 1/10000 dén < 1/1000)
- Rét hiém giip (< 1/10000)
- Khong rd (khéng thé wée tinh tir dir li¢u hién c6)

X - ) W
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Hé thong | Thwing gip it gip Hiém gap Rit hiém gip | Khong rd
phan loai
co quan
(MedDRA)
Nhiém Boi nhiém do
trung va ky|vi khuin hodc
sinh trung [ndm  khéng
thuéc nhu nim
miéng va am
dao
R6i  loan Thiéu mau Ting ndng @b
mau va hg Giam bach cau prothrombin/
bach huyét Giam bach céu giam INR

trung tinh
Giam tiéu cau
Tang tiéu
nguyén phat
Tang bach cau &i
toan

Kéo dai thoi gian
prothrombin/ tang
INR

X
cau

Mét bach cau
hat

Roi loan hé
théng mién
dich

Phan tng di ing

Soc phan vé bao
gom sbc de doa tinh
mang rat hiém giip.

Phu di 0ng/ phu
mach (bao gc’im phu
thanh quan, cé kha
ning de doa tinh
mang)

R6i  loan Hoi chimg tiét
ndi tiét ADH khéng phit
hop (SIADH)
Rbi  loan Tang lipid méu  |Téng dudng huyét |Ha dudmg huyét
chuyén héa Tang acid uricmdu Héon mé  ha
va  dinh duong huyét
dudng
Réi  loan Phan tng lo du  |Réi loan cam xtc
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tim than*

Tang  dong/kich
dong tdm than

Tram cam (rat hiém
gdp cac truomg hop
c6 kha niang dan
dén tinh trang ning
nhat 1a hanh vi ty
gdy thuong tich nhu
y dinh/suy nghi tu
tir hodc ¢d gang tir
t)

Ao giac

Mg sang

Phan tUng tam
thin (c6 kha
ning din dén
tinh trang nédng
nhédt 1a hanh vi
tr gady thuong
tich nhue ¥y
dinh/suy nghi tu
tir hodic c¢b ging
tur tir)

Roi loan hé|Dau dau
than kinh *

. = . Ko
Di cam va roi loan

Giam cam giac

Téang cam giac

va nhin mo (dac
biét trong giai
doan xdy ra cac
phan tng trén h¢

than kinh trung

Chéng mat cam gidc R6i loan khira giac
R&i loan vi gidc|(bao gdm mét khiu
(bao gdbm mét vilgidc)
gide rat hiém khiNhimg gidc mo bat
xay ra) thuomg
Li 1dn va matRéi loan phdi hop
phuong hudéng vén dong (bao gdm
Réi loan gidc ngulrbi loan dang di,
(chi yéu la métdic biégt la do
ngu) choang vang hoic
Run ray chéng mat)
Chéng mit Déng kinh bao
Budn ngu gdm déng kinh con
Iém
Mt tép trung
Roi loan giong néi
Mat tri nhé
Bénh Iy thidn kinh
ngoai bién va bénh
da day than kinh
R6i  loan Réi logn thi gidc|Chimg soénhsang [Mat  thi  lue
mit * bao g6m nhin d6i thodng qua (dic

bi¢t trong giai
doan xay ra cac
phan Ung trén hé
than kinh trung
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wong, xem phéan 6 va 8)

6) Viém mang b
ddo va truyén
mdng mat cip
tinh hai bén
(BAIT) (xem
phan 6)

Roi loan tai U tai
va mé dao* Giam thinh giac bao
gbm diée (thuomg
hdi phuc)
Roi  loan(Kéo dai khoangKéo dai khoang|Nhip nhanh thit  |Loan nhip tim
tim ** QT & bénh|QT Ngat (mat y thic/khong xac dinh
nhin ha kali|P4nh tréng nguc |ngén va dotngét) (Xodn dinh (xem
mau (xem phan|Nhip tim nhanh phin 6)
Sva6) Rung tdm nhi Ngumng tim (xem
Pau that ngyc phin 6)
R6i  loan Giadn mach Tang huyét 4p Viém mach mau
mach Ha huyét 4p
mau**
Réi loan hé Khé thé (bao gdm
hﬁp, lﬁng ca tinh trang hen
ngue  va suyén)
trung thét
R6i  loanBudn nén Giam sy thém an|Chimg kho nudt
tiéu h6a  |Non va én it Viém miéng
Pau da day va|Tao bon Viém dai trang lién
dau bung Chung kho tiéu  |quan dén  khéng
Tiéu chay Py hoi sinh (bao gdm viém
Viém da day dai trang gia mac,
Ting amylase rat hiém céc truong
hgp bién chimg de
doa tinh mang, xem
phin 6)
Roi  loan|Ting Suy gan (bao gém|Vang da Viém gan tbi
gan mit  |transaminase [ting LDH) Viém gan (chu yéu|cdp co kha ning
Téang bilirubin |14 & mét) ddn dén suy gan
Tang gamma de %ﬁlﬂh CaNy
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glutamyl-
transferase

Tang phosphatase
kiém trong mau

mang (bao gém

cac trudng hop
fr vong, xem
phén 6)

R6i loan da
va mo dwdi
da

Ngura
Phat ban
May day
Da kho

Phan img gédy|H{i ching

bong nuée trénjmun
hdi|lngoai ban

da nhu

mu

chimg Stevens-{toan thén

Johnson

hoic|cap

tinh

hoai tir thuong|(AGEP)

bi nhiém doc (c6
kha ndng de doa
tinh mang, xem

phan 6)

Réi logn co
Xwong va
mo lién

két *

Réi loan
than va tiét
niéu

Dau khép
Pau co

Viem gén
phén 6)
Chudt rat
Co co

Yéu co

(xem

Dat gin (xem|Tiéu co vin

phan 6)

Viém khép
Cung co

Lam trdm trong
thém céac triéu
chimg cta bénh
nhuge co (xem
phan 6)

MAt nuée

Suy than (bao gdm

ting
creatinin)

BUN

va

Suy thén (xem phin

6)

Roi loan
chung *

Phan tmg tai vj
tri tiém truyén

Cam thdy khong
khoe (chu yéu la
suy nhuge hodc
mét moi)

Tinh trang dau
dém (bao gdm dau
o lung, nguc,
xuong chiu va tr
chi)

D6 mé héi

Phu né
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Viém tinh mach
(huyét khéi) tai vi
tri truyén

* Rat hiém gap cac phan tmg bat lgi nghiém t:r:;mg kéo dai (dén hang thang hodc hang nam), gdy
tan phé va khong hdi phuc anh huong dén mot s6, d6i khi nhidu hé co quan va cac gidc quan (bao
gdm cac phan ung nhu viém géan, dat gan, dau khép, dau tr chi, rdi Ioan dang di, bénh than kinh
lién quan dn di cam, trdm cam, mét mdi, suy giam tri nhé, réi loan gidc ngn va suy giam thinh
gidc, thi giac, vi gidc va khitru gidc) di duoge bdo céo lién quan d&n viée s dung quinolon va
fluoroquinolon trong mét sb truomg hop khong lién quan dén cac yéu t6 nguy co hién c6 (xem
phén 6).

** Cée truomg hop phinh va béc tach dong mach chu, dai khi bién chimg v& (bao gém ca nhitng
truong hop tir vong), va tinh trang hé van/khéng hoat ddng ctia bét ky van tim nao da duoc bédo
cao O nhitng bé¢nh nhan dung fluoroquinolon

Cdc téc dyng khong mong muén sau ddy c6 tan sudt cao hon & phan nhém bénh nhan duoc didu tri
dudng tinh mach ¢6 hogc khéng c6 diéu tri bing dudmg uéng tiép theo:

Thwong giap Tang gamma-glutamyl-transferase

It gap Loan nhip nhanh that, ha huyét ap, phu né, viém dai trang lién quan dén khang
sinh (bao gom ca viém dai trang gia mac, rat hiém truomg hop c¢6 bién chimg
de doa tinh mang, xem phan Canh bdo va than trong khi ding thudc), dong
kinh bao gdém dong kinh con 16n, a0 gidc, suy giam chuc niing thin (bao gbm
tang BUN va creatlmn) suy than.

Da ¢6 nhimg truomg hop rat hiém gap vé cac tac dung phu sau ddy dwgc bdo cdo sau khi diéu tri
bé.ng ﬂuoroqumolon khdc, cling ¢6 thé xay ra trong khi didu trj véi moxifloxacin: ting ap luc ndi
so (bao gém bénh gid u ndo), tang natri mau, ting calci mau, thifu mau tan mau, phan ung tang
nhay cam véi danh sang (xem phan 6).

Thong bdo cho bdc st hodc dwge si nhiing tic dung khong mong muén gip phii khi sit dung
thuéc.

11. Qua liéu va edch xir tri
Khong ¢6 bién phap xir tri dic hiéu khi vé y dung qud liéu khuyén cso. Trong trudng hop qua liduy,
nén thue hién diéu trj tridu chimg, theo dai dién tdm do, vi kha nang kéo dai khoang QT. St dung
déng thoi than hoat véi lidu 400 mg moxifloxacin dudng udng hodc tiém tinh mach s& lam glam
sinh kha dung cua thudce tuong g hon 80% hodc 20%. Vige sir dung than hoat sém trong qué
trinh hap thu c6 thé han ché sy tang qua mire lugng moxifloxacin hép thu toan than trong trudmg
hop qué lidu duong udng.

12.  Pic tinh dwge lye hoce
Nhém duoe Iy: Thude khéng sinh nhom quinolon, fluoroquinolon
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Ma ATC: JOIMA14

Co ché tac dung: Moxifloxacin {rc ché ca hai loai enzym topoisomerase loai II (DNA gyrase va
topoisomerase 1V). Topoisomerase la nhitng enzym can thiét cho qua trinh sao chép, phién ma va
stra chita DNA cia vi khuén.

PK/PD

Téc dung diét khuan ciia moxifloxacin phu thudc vao nong do thudc. Cac nghién ciru duoce luc hoc
cua ﬂuoroqumolon trong cdc md hinh nhiém khuén & dong vét va trong cdc thir nghiém trén ngudi
chi ra rang yéu t6 quyét dinh chinh coa hiéu qua 14 ti s6 AUC24/MIC.

Co ché khang thudc

Dé khang v6i ﬂuoroqumolon c6 thé do dot bién & DNA gyrase va topoisomerase [V. Cic co ché
khéc ¢6 thé bao gdm sy bidu hién qué muc cua bom tong thude, thay ddi tinh thim va su bao vé
qua trung gian protein cia DNA gyrase. Nén ¢ thé co dé khang chéo gitta moxifloxacin va céc
fluoroquinolon khéc.

Hoat tinh ciia moxifloxacin khéng bj anh huéng bdi céc co ché @& khang dic hiéu dbi voi cac
khang sinh thude cac nhém khéc.

Diém gay
Uy ban Chau Au vé Thir nghiém D§ nhay cim véi Khang sinh (EUCAST) d thidt lap cac diém
gdy MIC trén lam sang nhu sau (Phién ban 14.0 ¢6 hiéu luc tir ngay 01.01.2024):

Piém gay (MIC, mg/L)

Vi sinh vit Nhay cam (<) Khiang (>)

Staphylococcus spp. (S, aureus, Coagulase- 0,25 0,25

negative staphylococci)

S. pneumoniae 0,5 0.5

Streptococcus nhom A, B, C, G 0,5 0,5

H. influenzae 0,125 0,125

M. catarrhalis 0,25 0,25

Enterobacterales ngoai  trir Morganella 0,25 0,25

morganii, Proteus spp. va Serratia spp.

Enterococcus spp. Note' Note!

Viridans nhém streptococci Note? Note?

Neisseria gonorrhoeae IE IE

Neisseria meningitidis IE IE

Listeria monocytogenes (trong viém mang - IE

néo) e
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Corynebacterium  spp. ngoai wir C. 0,5 0,5
diphtheriae va C. ulcerans

"[E": khong c6 du bing chimg cho thiy vi sinh vat hodc nhém vi sinh vat nay 12 muc tiu tét dé sir
dung thude diéu tri.

Note': Moxifloxacin duge six dung khi chuyén sang diéu tri béng duomg ubng dbi véi viém ndi
tdm mac do Enterococcus spp. giy ra. Khéng c6 diém gay lam sang nhung nén loai trir tinh trang
khang thudc méc phai (cdc chiung c¢6 MIC >1 mg/L). C6 thé sir dung xét nghiém sang loc khuéch
tan dia v6i norfloxacin dé loai trir cdc co ché khang thude. Khi tinh trang khéang thudc méc phai da
dugc loai trir, ching phan Idp nay nén duoc bdo céo la "khong c¢d co ché khang thudc
fluoroquinolon”, nhung khong nhay cam véi moxifloxacin.

Note®: Moxifloxacin dugc sit dung khi chuyén sang diéu tri bing duomg udng déi véi viem ndi
tdm mac do Viridans nhém streptococci gay ra. Khdng c6 diém gay 1am sang nhung nén loai trir
tinh trang khang thuéc méc phai (céc chung cé MIC >0,5 mg.r’L duong kinh ving trc ché <21 mm
dbi véi dia moxifloxacin 5 pg). Khi tinh trang khéang thudc méc phai da duoc loai trir, ching phin
18p nay nén dugc bdo cdo 1a "khdng c6 co ché khang thudc fluoroquinolon”, nhung khong nhay
cam véi moxifloxacin.

Vi sinh vat nhay cam

Ty 1¢ khang khang sinh c6 thé thay déi theo dia Iy va theo thoi gian dbi véi cac loai cu thé va
thong tin khang thubc tai dja phucmg 14 can thiét, dac biét 1a khi didu tri nhiém khuén nang Can
tham khao ¥ kién cia chuyén gia vé ty 1¢ khéng thubc tai dia phuong khi diéu tri mot s trudmng
hop nhiém khuan chua r6 rang.

Cic loai nhay cim thuwdng gip

Vi sinh vt hiéu khi Gram dwong

Staphylococcus aureus **

Streptococcus agalactiae (Nhém B)

Nhém Streptococcus milleri * (S. anginosus, S. constellatus va S. intermedius)
Streptococcus pneumoniae *

Streptococcus pyogenes * (Nhém A)

Nhém Streptococcus viridans (S. viridans, S. mutans, S, mitis, S. sanguinis, S. salivarius, S.
thermophilus)

Vi sinh vt hiéu khi Gram am

Acinetobacter baumanii

Haemophilus influenzae *

Legionella pneumophila
Moraxella (Branhamella) catarrhalis *

Vi sinh vét ky khi
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Prevotella spp.

Vi sinh vét khac
Chlamydophila (Chlamydia) pneumoniae *
Coxiella burnetii

Mycoplasma prneumoniae *

Cic loai khang thudc mic phai

Vi sinh vat hiéu khi Gram duong

Enterococcus faecalis *
Enterococcus faecium *

Vi sinh vét hié¢u khi Gram 4m
Enterobacter cloacae *
Escherichia coli * *
Klebsiella oxytoca

Klebsiella pneumoniae* *
Proteus mirabilis *

Vi sinh vét ky khi
Bacteroides Fragilis *

Loai khang thube

Vi sinh vt hiéu khi Gram 4m
Pseudomonas aeruginosa

* Hi¢u qua da dugc chimg minh trong céc thir nghiém 1am sang.

" S.aureus khang methicillin c6 kha nang khédng cao véi fluoroquinolon. Ty 1§ khiang moxifloxacin
> 50% da duoe béo céo déi v S.aureus khing methicillin.

¥ Céc chung sinh ESBL thudmg khang véi céc fluoroquinolon.

13. Dic tinh dwge dong hoe
Hap thu va sinh kha dung
Sau khi truyén tinh mach mét liéu duy nhit 400 mg moxifloxacin trong 1 gid, néng dd dinh trong
huyét twong khoang 4,1 mg/I dat duoc & cudi thoi gian truyén tuong {mg véi mite ting trung binh
khoang 26% so v6i ding duong udng (3,1 mg/l). Gia tri AUC khoang 39 mg-h/l sau khi truyén
tinh mach va chi tang nhe sau khi ding duéng uéng (35 mg-h/l) phit hop véi sinh kha dung tuyat
d6i khoang 91%.
Khong cén diéu chinh lidu theo tudi hogc gidi tinh khi dimg moxifloxacin tiém truyén tinh mach.
Duge dong hoc tuyén tinh trong khoang 50 - 1200 mg lidu ung duy nhit, 1én d&n 600 mg liéu
tiém truyén tinh mach duy nht va 1én dén 600 mg mét lan mdi ngay trong 10 ngay...

Phan bd
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Moxifloxacin duge phén b nhanh chéng dén cac khoang ngoai bao. Thé tich phan bé & trang thai
on dinh (Vss) la khoang 2 I/kg. Céc thu nghlem in vitro va ex vivo cho thiy lién két véi protein
khoang 40 - 42% khong phu thudc vao ndng do cia thube. Moxifloxacin chi yéu lién két véi
albumin huyét thanh.

Nong do dinh 5,4 mg/kg va 20,7 mgfl (gia tri trung binh) dat dwgc trong niém mac phé quan va
dich 16t biéu mé, twong tmg sau khi udng 2.2 gidr. Nong do dinh tuong tmg trong dai thuc bao phé
nang 1én t6i 56,7 mg/kg. Nong d¢ thude trong mun nuéce trén da 1a 1,75 mg/l dugc ghi nhén sau
truyén tinh mach 10 gid. Trong dich k&, thoi gian ndng d6 khong lién két tuong ti nhur trong huyét
twong dugc ghi nhan véi ndng d6 dinh khéng lién két 12 1,0 mg/l (gid tri trung binh) dat khoang
1,8 gi¢r sau khi mot lidu tiém truyén tinh mach.

Chuyén héa
Moxifloxacin trai qua chuyén héa pha II va duoc bai tiét qua thin (khoang 40%) va méat/phin

(khoang 60%) dudi dang thube khong bi bién dbi cling nhu dudi dang hop chét sulpho (M1) va
glucuronid (M2). M1 va M2 1a céc chit chuyén héa c6 hoat tinh & ngudi, ca hai déu 1a chat bat
hoat vi khuan.

Thir nghi¢m 1am sang pha I va thir nghiém in vitro cho thay khéng c6 trong tac duge dong hoc véi
céc thude bi chuyén héa pha I khéc lién quan dén hé enzym cytochrom P450. Khang cé dau hiéu
ctia su chuyén hoa oxy hoa.

Thai trir

Moxifloxacin dugc thai trir khoi huyét twong voi thoi gian ban thai trung binh khoang 12 gid. B6
thanh thai toan phén trung binh sau liéu 400 mg dao dong tir 179 dén 246 ml/phiit. Sau khi truyén
tinh mach 400 mg, thude dugc thai trir dudi dang khong déi qua nuée tiéu 13 khoang 22% va qua
phén khoang 26%. Téng liéu duoc phat hién (thudc & dang khong ddi va cédc chét chuyén héa) dat
khoang 98% sau khi tiém truyén tinh mach. D¢ thanh thai thén khoang 24 - 53 ml/phiit cho thdy su
tai hdp thu mét phan thude tir thin & ong thdn. Ding dong thdi moxifloxacin véi ranitidin hodc
probenecid khong 1am thay dbi d6 thanh thai qua thin ciia thude ban dau.

Suy thdn

Cac dic tinh duge dong hoc ctia moxifloxacin khong khac biét dang ké & bénh nhan suy than (bao
gdm c4 do thanh thai creatinin > 20 ml/phutfl 73 m®). Khi chirc nang than giam, nong dé chét
chuyén héa M2 (glucuronid) ting véi hé sb 2,5 (véi do thanh thai creatinin < 30 ml/phit/1,73m?).

Suy gan
Trén co so cée nghién ciru duge dong hoc da thue hién cho dén nay trén bénh nhén suy gan (Child
Pugh A, B), khdng thé xéc dinh lidu ¢6 sw khéc biét ndo so voi tinh nguyén vién khde manh hay
khéng. Chirc ning gan bi suy giam co lién quan dén sy phoi nhi®m véi M1 cao hon trong huyét
tuong, trong khi néng do thude ban diu Ia twong duong véi ndng do & ngudi tinh nguyén khoe
manh. Chua ¢6 du kinh nghiém trong viéc str dung moxifloxacin trén 14m s3 i xcn cac bénh
nhan suy gan. \
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14.
1S.
16.
17,
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Quy cdch déng goi: Tui nhom chira 1 tai PP 250ml
Dieu kién bio quin: Bao quan trong bao bi gbe, & nhiét do phong duéi 30°C.
Han ding: 24 thang ké tir ngay san xut
Tiéu chuén chit lwgng cilia thude: TCCS
Tén, dia chi ciia co s¢ san xuit thude:
OSEL ILAC SAN. VE TIC. A.S.
Akbaba Mahallesi Maras Caddesi No:52 Beykoz/ Istanbul, Thé Nhi Ky
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