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DE XA TAM TAY TRE EM

BOC KY HUGNG DAN U DUNG
TRUGC KHI DUNG

BIEU KIEN BAO QUAN: NI KHO,
NHIET B KHONG QUA 30°C,
TRANH ANH SANG.

READ THE DIRECTIONS CAREFULLY BEFORE USE.
STORAGE CONDITIONS: STORE IN A DRY PLACE,
NOT EXCEEDING 30°C, PROTECT FROM LIGHT.

KEEP OUT OF REACH OF CHILDREN.
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C4n phai xem xét hudng din chinh thic vé vigc sit dung hgp Iy cc khang sinh.

CACH DUNG, LIEU DUNG

LIEU DUNG

Sif dyng cho ngudi Ién ké ca ngudi cao tufi (= 65 wdi)

Liéu diing: nhd vio mBi mat 1 giot/14n x 3 14n/ ngay.

Tinh trang nhiém khudn thubng dugc cdi thign trong vong 5 ngay va sau 06 nén tigp tyc didutritham 2 - 3 ngay. NEu
khéng cdi thién sau 5 ngdy ddu dung thudc, nén xem xét lai chdn dodn va/ hodc didu trj. Thai gian didu tri phy thubc
vio mitc d nang ciia bénh va diBn bign 1am sang va vi khuin gay banh

Tré em: Khong c4n didu chinh liéu.

Ngurdri suy gan va suy thgn: Khong cén digu chinh liéu.

CACH DUNG: Chi sif dyng cho mét. Khng diing dé tiam. Khong dugc tigm dudi két mac hojc dua tnfc 1i8p vao
khoang trudc ciia mit.

D& tranh lam nhifm bn d4u Gng nhé git va dung dich, phéi cén than khdng dé ddu Gng nhd giot cham vao mi mit,
viing xung quanh hodc cac b8 mat khac.

BE ngin khoing cho thudc hp thu qua nigm mac mii, déc biét 12 & tré s sinh hodc tré em, nén dong cac 6ng din lw
mii trong vbng 2 dén 3 phit bang cdc ngon tay sau khi nhd thudic. Sau khi thao ndp, néu phn cf chyp cd du higu bj
16ng, hay thao ra trudc khi sU dung sén phim.

Néu sif dyng nhiéu hon mot san phdm thudc ding cho mét, cae sin phdm thubc nay phai dugc diing cach nhau it
nhdt 5 phit, Thudc md tra mdt nén duge ding sau ciing.

Hodic theo chi din clia Thdy thudc.

CHONG CHi BINH: Qua min vii hoat chat, véi cdc quinolan khic, hodc vl bat ky t duge naa cla thuic.

CANH BAO VA THAN TRONG KHI DUNG THUGCT

@ nhiing bénh nhan ding quinolon duég tozn than, cc phin tng qud mn (phan v§) nghiém trong va dbi khi gay
1ir vong 93 dugc bao cdo, mot sd sau khi diing lidu ddu tién. Mt s& phin (ng kém theo tryy tim mach, mat  thitc,
phit mach (bao gdm phii thanh quén, hong hoic mét), tdc ngh@n dubing the, kho the, may day va ngia.

N&u xdy ra phan tng dj img véi moxifloxacin, hay ngimg sir dyng san phdm. Phan (ng qud min cdp tinh nghigm
trong voi moxitioxacin hodc bl ky thanh phdn nao khic clia san phdm cé thé cén didu trj cdp clu ngay 14p tic. Nen
kiSm sodt oxy va dubing thdl khi cé chi dinh 1Am sang.

Gang nhy cac thudc khing sinh khdc, viéc sl dung kéo dai cé thé din d&n sy phat trién qud mic cia cac sinh vit
khdng nhay cam, bao gdm ca ndm. N&u xy ra bi nhidm, ngung sir dyng va diu trj thay thé.

Vigm va dit gan cd thé xay ra khi diéu tri bng fluoroquinolon toan than ké cd moxifloxacin, dac bigt & nhing ngudi
cao tufi va nhing ngudi dugc diéu tri d6ng thi véi corticostercid. Sau khi diing thusc nhd mét, néng d6 moxifioxacin
trong huy#t tuong thdp han nhidu so véi sau khi diéu trj bing liéu uing moxifioxacin, tuy nhién, nén thin trong va nén
ngitng sif dyng thudc nhd mét khi cd d&u higu ddu tién cla viem gan.

Khang nén sif dyng thudic nhd m&t moxifioxacin d& diéu tri dy phang hodc diéu trj theo kinh nghigm viém k&t mac do
13u cdu, bao gdm ca viém k&t mac do ldu cdu @ tré sd sinh, vi Neisseria gonorrhosae thubing dé khing fluorogquinolon.
B&nh nhan b nhidm khusn mét do Neisseria gonorrhoeae nén dugc diéu trj toan than thich hgp.

Bnh nhdn nén dugc khuyén cdo khdng deo kinh &p triing néu ho c6 céc dau higu va trigu ching cia nhidm khuin
mit do vi khudn.

Tré em: DU ligu rdt han ché dé thigt 13p higu qud va tinh an toan cia moxifioxacin trong digu trj viém k&t mac d tré sa
sinh. Do d6, vigc sif dung san phdm thudc nay dé didu tri viém k&t mac & tré sd sinh khang dugc khuygn khich.

Tré sd sinh bj viem k&t mac nén dugc didu tri thich hgp, vi dy: didu tri toan than trong céc truiing hop gay ra bdi
Chlamydia trachomitis hodc Nelsseria gonorrhoeae.

San phdm thudc khdng dugc khuy€n cdo dé diéu tri Chiamydia trachomatis & banh nhan dui 2 tudi vi chua dugc
dénh gid 4 nhing bénh nhan ndy. Bénh nhn trén 2 tudi bj nhim tring mit do Chiamydia trachomitis nén dugc didu
tri toan than thich hop.

SU'DUNG THUGC CHO PHY NI CO THAI VA CHO CON BO

Phy ni¥ ¢é thai: Khang cd hodc cé dif ligu han ché vé vige sit dyng moxitioxacin & phy nif mang thai. Tuy nhién,
khding c6 tac dyng nie dai vdi thai ky dugc dy dodn vi ndng do todn than moxifloxacin 12 khong dang ké. San phim
cd thé dugc sif dung trong thisi ki mang thai.

Phy nif cho con bii: Chua rd moxifioxacin/ chat chuyén héa cé bai tiét qua sila me hay khong. Cac nghién cilu trén
d6ng vat cho thay mot lugng thap moxifloxacin phan b vao trong sla sau khi sif dyng biing dubing uBing. Tuy nhién,
& liéu didu trj, thudc khang cd &nh huing Ién tré dang bi. Vi thé, thudc cd thé sif dung cho phy n cho con bi.

Khd nang sinh san: Céc nghién clu dd khdng dugc thyc hign dé danh gid anh huting ciia viéc sU dyng thudc nhd
mét moxifloxacin ddi vi khi nang sinh sin,

ANH HUBNG COA THUGC LEN KHA NANG LAI XE VA VAN HANH MAY MGC: Knong c6 hodc khong anh huéng
dang ké dén kha nang 14 xe va sif dyng may mac, tuy nhién, nhy véi b4t ky loai thusc nhd mat nao, hign tugng ma
mét tam thisi hofc cdc rdl loan thi gidc khdc ¢4 thé dnh huiing dén kha nang 14 xe hodc sif dyng may mac. N&u mat
mi xdy ra khi nhd thudc, bgnh nhan nén dgi cho d&n khi thj Iyc rd rang trudc khi 13 e hogc sif dyng mdy méc.
TUONG TAC, TUONG KY CUA THUGC:

Khdng cé nghién ciu tudng téc cu thé nao duge thyc hign véi dung dich nhd mét moxifloxacin. Cac tudng téc thusc
khd co thé xay ra do ndng d tadn thin clia moxifioxacin thap sau khi ding thudc nhd mit tai chd.

TAC DUNG KHONG MONG MUGN CUA THUGC

Cdc phan dng c6 hai sau ddy dugc phan logi theo quy udc sau: rdt thuling gap (= 1/ 10), thuiing gap (= 1/ 100 dén
< 1/10), khdng thuing gap (= 1/ 1.000 dén < 1/ 100), hidm gip (= 1/ 10,000 dén < 1/ 1.000), rat higm gip
(< 1/10.000) hogc khang ra (khdng thé uc tinh tif i liéu c6 sin). Trong mBi nhom tén s8, cac tic dyng khong
mong mudn dugc trinh bay theo thi ty miic d9 nghiém trong gidm dén,

Rl logn h§ thaing mau va bach huyét

Higm gdp: gidm haemoglobin.

R&1 loan hé midn djch

Khéng rd: qué min cam

R611oan hg thin kinh

Khéng thuting gap: dau ddu. Hi€m g3p: dj cm. Khang rd: chéng mat.

Réi logn mét

Thuiing g&p: dau mat, kich tng mit.

Khng thuiing gap: viém gidc mac d6m, knd mat, xudt huy&t két mac, sung huyBt mat, ngita mét, phis mi mat, knd
chiud mit.
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Hi&m g#p: khiém khuy8t bigu mé gidc mac, ri loan gidc mac, viém k&t mac, viém ba mi, sung mét, phi két mac,
mds mt, gidm thi lyc, suy nhugc thi lvc, ban dd mi mat.

Khong rd: vigm ngi nhan, viém loét gidc mac, x6i mdn gidc mac, mai mon gidc mac, tang ap luc ndi nhan, duc gidc
mac, thim nhiém gidc mac, ldng dong gidc mac, dj tng mét, viém gidc mac, phi gidc mac, s¢ dnh séng, phit mi
mét, chiy nudc mét tang, ghén mdt, cim gidc dj vat trong mat.

Rdi loan tim

Khang rd: dénh trfing ngue.

RGi loan hd hap, ngyc va trung that

Higm gap: kha chiud mii, dau hong - thanh quan, cam gidc cd dj vat (cd hong). Khéng ré: ching kho thé.

R logn tidu hda

Khing thuting gap: rdi loan vi gidc. Higm gép: ndn mia. Khang ré: budn nén.

Rl logn gan mjt

Higm gép: alanin aminotr
Rl logn da va md dudi da
Khoing rd: ban do, phat ban, ngirta, may day

M6 14 céc phin ing cd hai

Cac phin (ng qué man (phan v¢) nghiém trong va ddi khi gay tU vong, mdt s& phan (ng sau lidu ddu tign, da dugc
béa cdo & nhitng bénh nhan dang diéu trj biing quinolon toan than. Mot s6 phin iing kém theo truy tim mach, maty
thitc, phis mach {bao gdm phi thanh quan, hong hodc mat), tic nghén dubing thd, kho thd, may day va ngifa.

Cac vEt nitt & vai, tay, Achilles, hoc céc gan khdc cdn phiu thudt diéu tri hodc din d&n tan tat kéo dai di duge bio
cdo d nhilng bénh nhan diing fluoroquinolon toan than. C4c nghién ciu va kinh nghidm sau khi ti&p thj véi quinolon
todn than chi ra ring npuy cd bj ditt nay c6 thé ting 1&n & bénh nhin ding corticosteroid, dic bigt 1 bénh nhan cao
tudi va & céc gn bi cing qud mitc, bao gdm ca gan Achilles.

Tré em: Trong cac thir nghigm 13m sang, thudc nhd mit moxifloxacin da cho thdy an toan trén bénh nhan tré em,
bao gém ca tré so sinh. (I bénh nhan dugi 18 tudi, hai phan ing c6 hai thuing gap nhat 13 kich (ng mAt va dau mit,
ca hai déu xdy ra vaity 18 0,9%.

Dua trén di ligu tir céc thir nghigm F3m sang lién quan d&n bénh nhi, bao gém ca tré sa sinh, loal va muc d nghigm
trong clia cac phan (ng cd hai @ tré em tuang ty nhu @ ngudi Idn.

Thang béo cho bic sTnhiing tic dung khdng mang mudn gdp phai khi sif dung thudc.

QUA LIEU VA CACH XU' TRI: Kha nang il han chg cla tdi ket mac ddi vdi cic san phim nhin khoa thyc t€ gidp
ngdn chin tinh trang qua liu thusc.

Téng lugng thudc trong mot chai 1a qué nho dé gdy ra tac dyng phy sau khi vé tinh udng phai.

DAC TiNH DUGC LYG HOC

Nhém duge Iy: Thudc khang sinh diing cho nhin khoa, ma ATC: SO1A E07.

Cd ché& hoat dong

Maxifloxacin, mot fluoroguinolon thé hg thir tu, ic ché DNA gyrase va topaisomerase IV, 12 nhiing enzym cén thigt
cho sy sao chép, sifa chla v tait6 hgp ONA clia vi khudn.

Dé khdng

D4 Kkhéng vi on, bao g8m moxitioxacin thubing xdy ra do dgt bign nhilm sic thé & gen ma héa DNA
gyrase va lopoisomerase IV. 0 vi khudn Gram 4m, khang moxifioxacin ¢ thé do dot bign trong hé théng gen da
khang thudc va khing quinolon. Sy khang thudc ciing lién quan d&n sy bidu hign ciia céc protein thai trir vi khudn vi
¢4c enzym bat hoat. Khong cé sy khang chéo vdi beta-lactam, macrolid va aminoglycosid do sy khéc bigt vé phuong
thire hoat dong.

Céc chiing nhay cdm phd bidn

Vi sinh vat Gram dudng higu khi: Cc lodi vi khudn Corynebacterium bao gém: Corynebacterium diphtheriae,
Staphylococcus aureus (nhay cam vdi methicilin), Streptococcus pneumoniae, Slreptococcus pyogenes, nhom
Streplococcus viridans

Vi sinh vat Gram am hidu khi: Enterobacter cloacae, Haemophilus influenzae, KlebsieNa oxytoca, Moraxella
calarrhalis, Serratia marcescens.

Vi sinh vat ky khi: Proprionibacterium acnes.

Céc vi sinh vat khic: Chlamydia trachomatis.

Céc chiing cd khd ndng dé khang

Vi sinh vat Gram dudng hiéu khi: Staphylococcus aureus (khdng methicilin), tu cdu, cac loai am tinh vi coagulase
(khang methicilin)

Vi sinh vat Gram m higu khi: Neisseria gonorrhoeae

Céc vi sinh vat khdc: Khong co.

Céc ching chdc chin khng thust

Visinh vit Gram am higu khi: Pseudomonas aeruginosa

Céc vi sinh vat khdc: Khong ¢

DAC TINH DUGC BONG HOC

Sau khi diing thufic nhd mdt moxiflaxacin, moxifloxacin dugc hip thu vao hé tudn hoan. Néng do moxifioxacin trong
huyét tuang dugc do & 21 déi tugng nam va n, nhing ngudi ding thudic nhd mét, 3 14n mgt ngay trong 4 ngay. Cmax
va AUC trung binh & trang théi dn dinh 14n lugt 12 2,7 ng/ ml va 41,8 ng-hr/ml. Céc gid tri nay thap hon khoang 1.600
va 1.200 Ién so v6i Cmax va AUC trung binh dutic béo cdo sau khi diéu trj liéu udng 400 mg moxitioxacin. Thii gian
ban thai trong huy&t tuang cla moxifloxacin duge udc tinh 12 13 gid.

QUY CACH BONG GOI: Hop 1 chaix S ml.

HAN DUNG: 24 thing ké tif ngay san xuat. Han sif dung sau khi mé ndp: 1 thing.

BIEU KIEN BAO QUAN: Noi kho, nhit ) khang qué 30°C, tranh anh sang.

TIEU CHUAN: TCCS.

tang, gamma- ase tang.

Lut ¢ khi mg ndp 1én ddu tién: S cd tridng hop cd it cdn mau vang xuat hign & ngodi c6 chai, tuy nhién didu nay
khdng dnh hudng dén chat lugng cia thufic. Ngudi ding lau sach cn mau vang ndy trudc khi ding. Vide lau cdn
khéng nén cham vdo migng voi nho gipt.
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