Rx: Thudc nay chi diing theo don thudc

DEXAMOXI

(Moxifloxacin 0,5% va dexamethason phosphat 0,1%)
Déxatam tay tré em
Doc kyf hudng dan sit dung truréc khi ding

Thanh phan
Mai T ml ¢6 chifa:
Thanh phdn heat chit:

Moxifloxacin (Dudi dang moxifloxacin hydroclorid) .........oovevvveereerrveeeeeeenns 50mg

Dexamethason phosphat (Dudi dang dexamethason natri phosphat) ........1,0 mg
Thanh phan td duoc: Natri edetat, natri clorid, acid boric, sorbitol, tyloxapol, dung dich natri hydroxid 10%,
dung dich hydrochloric acid 10%, nudc cat pha tiém vira du.
Dang bao ché: Dung dich nhd mét
Mé ta: Dung dich trong sudt dung trong 6ng nhua.
pH:6,0-9,0
Chi dinh

Diing diéu trj trugng hgp nhiém khudn & mat, gay ra bdi cac ching vi khuan nhay cam.
- Ngan ngifa tinh trang viém va nhiém khudn cd thé xay ra sau khi phau thudt & mat.
Liéu diing va cach diing
Dé phong ngira viém va nhiém khudn sau khi phau thudt mat:
Nhé 1 giot dung dich x 4 lan/ngay vao bén mat phau thuat, bat dau 1 ngay trudc khi phau thuat va kéo dai
thém 15 ngay sau phau thuat. Vi bénh nhan phau thuat duc thiy tinh thé, nhd thudc ngay sau khi phau thudt
xong. Vdi bénh nhan phau thut khiic xa béng LASIK, nh thudc trong vong 15 phit sau khi phau thuat.
Vi bénh nhan bi nhi&m khudn mit do vi khudn nhay cdm:
Nhad thudc 4 1dn/ngay, méi lan 1 giot, trong vong 7 ngay hodc theo hudng dan cda bac si.
Ngudi cao tudi: Khéng cin higu chinh liéu.
Tré em: Hiéu qud va an toan trén tré em chua dugc xdc dinh.
DEtrdnh tap nhiém vao dau lo nhé thudc va dung dich thudc, khéng dugc dé dau nhd thubc cham vao mimdt,
viing xung quanh mét hodc bt c(f vt nao.
Dé ngan chin thudc dugc hp thu qua nigm mac mai, dac it Ia &tré so sinh hodc tré nhé, cdn dong dng mii
Ié 1ai béing cach dung tay trong vong 2 — 3 phat tir khi ding thudc. Sau khi md ndp, cin bd di giot dau tién
trudc mdi lan dung thudc.
Néu c6 nhiéu han mét ché pham diing tai chd trén mat dugc chi dinh, cc ché pham phai dugc diing céch nhau
it nhat 5 phit. Ché pham thudc ma nén dugc st dung sau ciing.
Tudn thi hudng dan cdia bac sivé liéu lugng, o 1dn ding va thoi gian ding thudc. Khang ty ¥ ngiing sit dung
thudc ma khong tham van y kién bac si. Khang st dung thudc da qué han.
Chéng chi dinh
- Bénh nhén viém gidc mac biéu mé do Herpes simplex (viém gidc mac dudi gai)
- Bénh do Vaccinia, Varicella va cac virus khic gdy ra & két mac va gidc mac,
- Nhiém khuan Mycobacteria & mat, nhiém ndm & cc ta chifc thuge mat.
- Qua man vdi quinolon, dexamethason hodc bat c( thanh phan nao cia thudc.
- Bénh nhan bj glaucom hodc cac bénh cd thé gay méng gidc mac hodc mang ciing cia mét.
Canh béo va than trong khi diing thudc
Nhue vii céc thudc ¢6 st dung khéng sinh khéc, diing thudc kéo dai o thé dan dén sif phat trién qua mic cic
chting vi sinh vit khdng nhay cdm, bao gom cd bgi nhiém nam. Néu bgi nhiém xdy ra, ¢an téi gap bac siva ap
dung nhiing bién phap diéu tri thich hap. Néu bi di ing vdi cac khang sinh khéc tuang ty nhu moxifloxacin, c
thé di tng khi diing dung dich nhd mat chifa moxifloxacin va dexamethason. Trong cdc trung hop nay, cin
ngung sif dung thudc, tdi gap bac si dé c6 cic bién phap diéu tri thich hap.
St dung thudc cho phu nif ¢ thai va cho con bi
Thai ky mang thai
Vikhang ¢6 céc nghién ciu cd kiém sodt va day dd & phu nirmang thai, dung dich nhd mat chita moxifloxacin
va dexamethason chi nén dung trong thei ky mang thai khi lgi ich st dung cao hon nguy co c6 thé xdy ra cho
bao thai.
Thai ky cho con bu
Moxifloxacin khéng dugc xdc dinh trong sita me, mdc dit moxifloxacin dugc cho [ bai tiét qua sia me. Tuy
nhién, dexamethason vao sifa me va cd nguy co ddi vdi tré bi me. Do dd khong nén st dung dung dich nhd
mat nay trong thai ky cho con bi
Anh huéng dén kha nang ldi xe va van hanh may méc
Mét 6 téc dung phu nhu khé mat, chdy nudc mat, gidm thi lyc... ¢ thé xay ra do d6 can thin trong khi van
hanh I3 xe va van hanh mdy mdc.
Tuong téc, tuong ky cla thudc
Chua cd nghién ctiu vé tuong tac thudc cia dung dich nhé mét chifa moxifloxacin. Cac nghién ciu invitro cho
thay moxifloxacin khéng kim ham CYP3Ad, CYP2D6, CYP2(9, (YP2C19 hay CYP1A2 vi viy thudc cd kha nang
it anh hudmg dén duge dong hoc clia cdc thude chuyén hoa béi cytochrom P450.
Dy trén két qud cda cac nghién clu st dung thudc theo duéng toan than, corticoid ¢ thé lam tang tc dung
clia barbiturat, thudc chang tram cam 3 vong va lam gidm téc dung cia cic thudc khang cholinesterase, thudc
chang déng, salicylat. Gic nghién ciiu vé vin dé nay chua thyc hién vdi thude nhé mat.
Tac dung khéng mong mudn clia thuéc
Céc tac dung khong mong mudn dugc phan loai theo tén sudt nhu sau:
Rét pha bién (Tan sudt 1/10), phd bién (tan sudt 1/100 dén < 1/10), it gdp (tan sudt 1/1000 dén < 1/100),
hiém (tan sudt 1/10000 dén < 1/1000), rét hiém (tdn suat < 1/10000) hodc khang dugc biét dén (chua cé 56
liéu thang ké cu thé)
Tdc dung khéng mong muén do st dung dexamethason bao gom:
Réi loan mat:
+ Rt phé bién: Ap litc ndi nhan tng (sau 2 tuan diéu tri)
+ Phd bién: Khé chiu & mat sau khi nhd thudc, ngia, rat, nhin méi, Gac trigu ching nay thuding nhe va thodng
qua, khdng dé lai hau qua.
+ It géip: Cac ddu higu triéu chiing cla di dng va nhay cam c6 thé xay ra, lam cham qua trinh diéu tri, ting
nguy o hinh thanh duc thiy tinh thé, nhiém tring co hdi va ting nhan ap.
+ Rét hiém: Viém két mac, phi mi mét, viém mang b6 dao do corticoid gay ra, viém giac mac, mong gidc mac,
phis gidc macva loét, G bénh nhén bi tac dung phu méng gidc mac cd nguy o bi thing gidc mac dic biét trong
diéu tri corticoid kéo dai.
- Rai loan chung: Khi diéu trj corticoid kéo dai, hap thu toan than cd thé xdy ra va gdy ra tc ché chic ning
tuyén thugng than.
Tdc dung khéng meng mudn do st dung moxifloxacin bao gém:
- Méu va rdi loan hé thdng bach huyét (hiém gap): Haemoglobin gidm.
- Rai loan hé théng mién dich (khong dugc biét dén): Qua man
- Rdiloan hé than kinh:
+ It gap: Pau dau.
+ Hiém: Di cdm.
+ Khang dugc biét dén: Chang mat.
- Roi loan mat:
+ Pha bién: Dau mat, ngda mat
+ [t gap: Sung huyét mat, kho mat, viém gidc mac, xuat huyét két mac, ngia mat, phit mi mét, khé chiu & mat.
+ Hiém gap: Ton thuong biéu md gidc mac, rdi loan gidc mac, viém két mac, viém bir mi, sung mat, phir két
mac, nhin m, thi luc gidm, ban @6 mi mét.
+ Khang dudc biét dén: Viem loét gidc mac, tang nhan ap, duc gidc mac, sg anh sang, phit mi mat, chay nudc
mat, cdm gidc cd bong mat...
- Réii loan tim {khdng dugc biét dén): Danh tring nguc.



- Rai loan hd hap, long nguc:
+ Hiém gap: Kha chiu & mi, dau hong.
+ Khong dugc biét dén: Kha the,
- Rdi loan tiéu héa:
+ [t gdp: Rai loan vi gidc
+ Hiém gap: Non
+ Khéng dugc biét dén: Budn ndn
- Rdi loan gan mit (hiém gap): Tang men gan
-Da va rdi loan mo duéi da (khang dugc biét dén): Ban do, phat ban, ngufa, may day...
Théng bdo cho bdc sinhiing tdc dung khdng mong mudh gép phdi khi st dung thudc
Qud liéu va cach xi tri
Khi diing ngoai, chuia c6 tning hop qud liéu dung dich nhé mat chifa moxifloxacin va dexamethason nio
dugc bio cdo. Thong tin vé qud liéu cia thudc con han ché. Khi nhd mat qud liéu ¢6 thé riia mt ngay béng
nudc dm dé loai bé thudc. Khang nhd thém thudc vao mét cho tai ths diém dung liéu tiép theo,
Dactinh dugclychoc
Nham dugtc Iy: Phéi hop khng sinh nhém fluoroquinalon va glucocorticoid
Ma ATC: S01CA01
Coché'tdcdung
Moxifloxacin:
(o ché tac dung cia moxifloxacin (ciing nhu cac khang sinh fluoroguinolon khéc) fién quan dén sy ic ché
enzym topoisomerase IV va ADN gyrase. Cac enzym nay cén cho su tai tao, sao chép, sifa chita va két hop lai
ADN ciia vi khudn. § cac vi khudn Gram (-), cac fluoroquinolon tc dung chi yéu vao ADN gyrase hon I3
topoisomerase [V, cdn & vi khuan Gram (+) thi nguigc lai.
Thit nghiém tinh nhay cdm clia moxifloxacin
Chua 6 dirliéu vé sy tuang quan duoc I§ vai két qua lim sang cila moxifloxacin khi st dung theo duing ding
tai chd. Theo két qua cda Uy ban Chéu Au vé kha nang khang khuan nhay cdm dua trén cic gid tri dich té c6
ngudn goc tir duang cong phan phdi MIC (ndng d e ché i thiu) dé chi ra sif nhay cam ctia moxifloxacin

Corynebacterium Khéng cd thong tin
Staphylococcus aureus 0,25mg/l
Staphylococcus, coag-neg. 0,25 mg/!l
Streptococcus pneumoniae 0,5 mg/|
Streptococcus pyogenes 0,5mg/l
Streptocaccus, viridans group 0,5 mg/|
Enterobacter spp. 0,25 mg/l
Haemophitus influenzae 0,125 mg/l
Klebsiella spp. 0,25 mg/l
Moraxella catarrhalis 0,25 mg/l
Morganella morganii 0,25 mg/l
Neisseria gonorrhoeae 0,032 mg/l
Pseudomonas aeruginosa 4,0 mg/l
Serratia marcescens 1,0mg/l

Ty 1& dé khang cd thé khac nhau vé m3t dia Iy va thii gian ca cic loai khang khang sinh ddc biét trong nhiém
khudn nang. Khi lua chon thudc khang sinh, bdc s nén ¢in nhic vitriva timg dia phuong khac nhau dé lua
chon thudc thich hgp.

Moxifloxacin nhay cdm vdi cdc vi sinh vat sau;

Visinh vdt nhay cdm théng thuing

Vikhugn gram duong hiéu khi:

- Ho Corynebacterium bao gém:

+ Corynebacterium diphtherige

+ Staphylococcus aureus (nhay cdm véi methicillin)

+ Streptococcus pneumonige

+ Streptococcus pyogenes

+ Nhom Streptococeus viridans

Vi khudn Gram am hiéu khi:

Enterobacter cloacae

Haemophilus influenzae

Klebsiella oxytoca

Moraxella catarchalis

Serratia marcescens

Vi khudn ki khi:

Proprionibacterium acnes

Cécvi khudn khic:

Chlamydia trachomatis

Mot s loai vi khudn dd khdng:

Vikhudn gram duong hiéu khi:

Staphylococcus aureus (@3 khang methicillin)

Staphylococcus, coagulose am tinh (d3 khang methicillin)

Vi khudn gram am higu khi:

Neisseria gonorrhoeae

Khéng cd.

Dexamethason:

Dexamethason [a fluomethylprednisolon, glucocorticoid tng hp, hiu nhy khéng tan trong nude. Cac
glucocorticoid téc dung bang cich gan kétvao thy thé 6 t€ bao, chuyén vi vao nhan té bio v & do d tic ding
dén 156 gen duoc dich md. Cc glucocorticoid ciing con ¢ mot s6 téc dung truc tiép, c6 thé khang qua trung
gian gén két véo thy thé. Dexamethason co tic dung chinh ctia glucocorticoid a chong viém, chdng di ing va
tic ché mién dich, rat it tac dung én can béng dién gidi. Vé hoat Iuc chdng viém, dexamethason manh hon
hydrocortison 30 1&n, manh han prednisolon 7 I4n.

Dexamethason ciing dugc ding tai chd tra vao két mac dé diéu tri chiing viém hay di ing & mét. Liéu phap
corticosteroid tra mat khong chia khoi bénh nén ¢an xdc dinh loai trif nguyén nhan viém, néu o thé.
Dactinh dugc déng hoc

Moxifloxacin sif dung tai chd trén mat, moxifloxacin duoc hdp thu vao hé théng tuin hoan. Nong do trong
trong huyét tuong cila moxifloxacin dugc do & 21 nam va ni sau khi diing liéu tai chd bing cich nho 3
1an/ngay x 4 ngay, gid tri trung binh tuong ting d trang thi 6n dinh cla Cmax va AUC 13 2,7 mg/ml va 41,9
ng.h/ml. Thai gian ban thdi ctia moxifloxacin dugic uéc tinh khodng 13 gie.

Sau khi ding tai chd trén mat, dexamethason dugc hap thu vio trong thuy dich, gidc mac, méng mét, mang
mach, thé mi vé vang mac. Hap thu hoan toan ¢6 thé xy ra nhung chi dang ké khi ding liéu cao hon hogic
trong diéu tri nhi md rang. Dexamethason natri phosphat nhanh chéng duoc bién doi thanh dexamethason
sau khi sir dung. Lén dén 77% dexamethason dugc lién két vdi protein. Hon 60% dexamethason duge thai tris
qua nudc tiéu trong vong 24 gio. Thi gian ban thai cila dexamethason xdpxi3,6 0,9 iy

Quy cach déng goi:

Hap 18ng 2 ml. Hap 16ng 3 ml. Hop 1 6ng 5 ml. Hop 1 6ng 10 ml,

Bao quén: Bao quin trong bao bi ki, tranh 4m, trénh anh sang, nhiét do duei 30°,

Han ding: 24 thang ké tif ngay sdn xuat. 15 ngay sau khi md nap.

Tiéu chudn chét ong: Tiéu chudn co'sé.
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