Rx: Thudc nay chi dung theo don thudc

DEXALEVO-DROP

Déxa tdm tay tréem
Doc kj hu'dng dén st dung trudc khi ding

Thanh phan
Mai 1 ml ¢ chifa:
Thanh phdn hoat chdt:

Levofloxacin (dudi dang levofloxacin hemihydrat) ...............cceeeeeeeees 5mg

Dexamethason phosphat (dudi dang dexamethason natri phosphat) ..

Thanh phdn td duoc:
Natri chlorid, natri edetat, natri hydroxid, hydrochloric acid, nudc cét pha tiém vira da 1 ml.

.Tmg

Dang bao ché: Dung dich nhd mét

M ta: Dung dich nhd mat trong suét dung trong 6ng nhua.

pH: 5,5-8,5

Chi dinh

Dexalevo-drop dugc chi dinh cho nhiing tinh trang viém & mat cd dép ting vdi steroid va c6 chi dinh dung
corticosteroid va khi cd nhiém khudn, viém két mac do céc chiing vi khudn nhay cdm véi levofloxacin:

+ Vi khudn ua khi Gram duong: céc loai Corynebacterium, Staphylococcus aureus, Staphylococcus epidermidis,
streptococci nhom C, F, va G, viridans streptococci hodc Streptococcus pneumoniae.

+ Vi khudn ua khi Gram am: Acinetobacter fwoffii, Haemophilus influenzae, Serratia marcescens.

(ac loai steroid nhd mat dugc chi dinh trong nhiing tinh trang viém két mac mi va két mac nhan cau, viém két mac
va ban phén trudc nhan cdu khi ngudi ta chdp nhan nguy co vén ¢ cia viéc st dung steroid dé nham gidm dugc
ph né va tinh trang viém. Chung cling dugc chi dinh st dung trong trugng hgp viém mang bo dao trugc man tinh
va tén thuong gidc mac do hoa chét, tia xa hay béng nhiét do di vat. Viiéc st dung mét loai thuéc hén hop c6 thanh
phan chéng nhiém triing dugc chi dinh khi nguy co nhiém khudn ndng & mét cao hay khi thay co kha nang hién
dién mt s vi khudn nguy hiém & mét.

Liéu diing va cach ding

- Ngay 1va 2: Nho 1-2 giot/lan vao mdt cach 2 git;, ngay 8 lan.

- Titngay 3 d&n 7: Nhd 1-2 giot/lan cach nhau 4 gio, ngay 4 lan.

Nén gidm dan s6 lan nhd thudc khi c cai thién cdc ddu hiéu 1dm sang. Thén trong khong nén ngung diéu tri qua
som.

DE tranh tap nhiém vao dau o nho thudc va dung dich thudc, khong dugc d€ dau nhé thudc cham vao mi mat,
viing xung quanh mt hogc bét ct vat nao.

D€ ngan chn thudc dugc hdp thu qua niém mac mii, déc biét 1a & tré so'sinh hodc tré nhé béng cach dung ngon
tay ép vao tdi Ié & g6c trong cia mét trong 2 — 3 phit sau khi dung thudc d€ ngan chan khdng cho thudc qua 6ng
16 - mii. Sau khi mé np, can b di giot dau tién trudc méi lan dung thudc.

Néu c6 nhiéu hon mt ché pham dung tai chd trén mét dugc chi dinh, cac ché pham phai dugc dung céch nhau it
nhdt 5 phit. Ché phdm thudc ma nén dugc sit dung sau ciing.

Tudn tha hudng dan cla bac sivé liéu lugng, s6 1an duing va thoi gian dung thudc. Khong tu'y nging st dung thudc
ma khong tham van y kién bac si. Khong st dung thudc da qua han.

Chéng chi dinh

- Qua man vdi quinolon, dexamethason hogc bat ct thanh phan nao cda thudc.

- Bénh nhan viém giac mac bi€u mo do Herpes simplex (viém giac mac dudi gai) va cac bénh do virus khac gay ra
tai gidc mac va két mac.

- B&nh nhiém ndm, bénh lao & mét, nhiém triing sinh m khong dugc diéu tri.

Canh béo va than trong khi dung thuéc

Dung dich Dexalevo-Drop khong nén tiém dudi két mac hodc khong nén dua truc tiép vao tién phong mat.
Levofloxacin trong Dexalevo-drop 6 thé lam cho mét nhay cdm han véi dnh sang thng thuding, nén deo kinh ram
va trénh anh séng tryc tiép ¢6 thé 1am gidm su kho chiu khi dung.

Nén dé phang khé nang nhiém ndm gidc mac sau khi sit dung steroid kéo dai. Cing nhu cac ché pham khang sinh
khac, dung thudc nay kéo dai co thé dan dén bdi tang vi sinh vat khong nhay cdm bao gom cd ndm. Néu xy ra boi
nhiém, nén bt dau diéu tr thich hgp. Khi can ké toa nhiéu lan, hay bét ci khi nao kham 1am sang thdy can nén
kham bénh nhan véi sit hé trg clia céc dung cu phéng dai nhu dén khe va khi cdn nén nhugm huynh quang.

Sit dung thudc cho phu nit ¢6 thai va cho con bu

Strdung & phu ni cd thai:

(hua ¢d cac nghién cdu an toan khi st dung thudc nhd mét chia levofloxacin va dexamethason cho phu nif 6 thai
do d6 can than trong khi st dung cho ddi tugng nay. Chi nén st dung thudc néu thdy kha nang cd lgi nhiéu hon
nguy co ddi véi thai.

Strdung & phu ni cho con bu:

Do thanh phén thudc dugc bai tiét qua sita me, do d6 can than trong khi st dung Dexalevo-drop cho phy nit cho
con b, nén quyét dinh tam thdi ngung nudi con b khi sit dung thudc.

Anh huéng dén kha nang lai xe va van hanh may moc

Thudc gdy gidm tam nhin tam thoi va cac tac dung phu khéc ¢d anh huéng dén kha nang Ii xe va van hanh may
do d6, nén can than khi st dung hodc khdng nén dung khi dang lam céc cong viéc nay.

Tuong tac, tuang ky ciia thudc

Chua cd nghién ctiu chinh xac vé tuong téc cta levofloxacin dudi dang thudc nhd mat véi cc thudc khéc. Tuy nhién,
khi duing mot s6 quinolon theo dudng toan than gy tang nong do theophyllin huyét tuang, can thiép vao chuyén
héa caffein, tang tac dung cta thudc chdng dong duding udng warfarin va dan xudt cta né, 6 lién quan dén sy
tdng cao tam thai trong huyét tuang cdia creatinin & bénh nhén uéng cyclosporin khi diing dong thai.
Dexamethason natri phosphat tuang ky véi daunorubicin, doxorubicin, vancomycin, khang diing phdi hgp véi céc
thudc nay.

Tac dung khéng mong muén cia thuéc

Nhiing téc dung ngoai y khi st dung nhiing thudc phéi hop steroid va khang khudn ¢ thé 1a do thanh phan steroid,
thanh phan khang khuan hay do cd hon hgp. Chua cd 6 liéu chinh xac vé tan sudt céc tac dung ngoai y.

- Nhiing téc dung phu thutng xuyén xdy ra véi thudc nhd mét chia levofloxacin la: Giam tam nhin tam thai, sot,
dm gidc ¢6 dj vat & mat, nhiic ddu, nong mat thoang qua, dau hodc khd chiu & mat, viém hong, sg anh sang.
Nhitng téc dung phu nay xudt hién trong khoang 1-3 % bénh nhén st dung thudc.
- Nhiing téc dung phu it gap hon: dj ting, phi né mi mat, khd mat, ngtia mat chiém 1% bénh nhan.
- Nhiing phén ting do thanh phan steroid la: tang nhan &p (I0P) c6 kha néng tién trién dén glaucom, tén thuong
than kinh thj khong thutng xuyén; cataract dudi bao sau; va chdm lién vét thuong.
Nhi€m khudn thi phét : nhiém khudn th( phét da co xdy ra sau khi st dung nhitng thudc chita steroid va khang
sinh. Nhiém ndm & gidc mac dac biét dé xay ra sau khi sit dung steroid dai ngay. Khi da diéu tri bang steroid phai
xem xét kha nang nhiém ndm trong bat ky trudng hop nao cd loét gidc mac kéo dai.

Théng bdo cho bdc si nhiing tdc dung khéng mong mudn gdp phdi khi sir dung thuéc
Qua liéu va cach xi tri
Chua ¢6 ditliéu cu thé.
Dac tinh dugc luchoc
Nhém duoc ly: Thudc phdi hgp khang sinh nhém fluoroguinolon va glucocorticoid.
Ma ATC: S01CA01
(o ché'tdcdung
Levofloxacin Ia mgt khang sinh tong hgp co phé rong thudc nhém quinolon (dan chét fluoroguinolon). Ciing nhu
céc fluoroquinolon khéc, levofloxacin c6 téc dung diét khudn do tic ché enzym topoisomerase Il (DNA-gyrase)
va/hodc topoisomerase IV 1a nhiing enzym thiét yéu cia vi khudn tham gia xtc tac trong qud trinh sao chép, phién
M va tu sta DNA cGa vi khudn. Levofloxacin 1a ddng phéan S-(-)-isomer cdia ofloxacin, n6 ¢6 tac dung diét khuan
manh gdp 8 — 128 lan so vdi dong phan D-isomer va téc dung gdp khodng 2 lan so véi ofloxacin racemic.
Levofloxacin ciing nhu céc fluoroquinolon khéc Ia khang sinh phé rong, 6 téc dung trén nhiéu ching vi khuén
gram am va gram duong. Levofloxacin (ciing nhu sparfloxacin) ¢6 téc dung trén vi khudn gram duong va vi khun
ky khi t6t hon so véi cac fl inolon khdc (nhu ciprofloxacin, emoxacin, lomefloxacin, norfloxacin, ofloxacin),

tuy nhién levofloxacin va sparfloxacin lai ¢o tac dung in vitro trén Pseudomonas aeruginosa yéu han so véi
ciprofloxacin.

Phd téc dung cda levofloxacin:

Vi khudn nhay cdm in vitro va nhiém khudn trong 1am sang:

- Vii khudn ua khi Gram am: Enterobacter cloacae, E.cofi, H.influenzae, H.p

)

Kiepsiela p

Legionalla pneumaphila, Moracelfa catarrhalis, Proteus mirabilis, Pseudomanas aeruginosa.

- Vi khudn khac: Chlamydia p iae, Mycopasma p

- Vi khudn ua khi Gram duong: Bacillus anthracis, Staphylococus aureus nhay cdm methicilin, Staphylococus
coagufase am tinh nhay cdm methicilin, Streptococcus pneumoniae.

- Vi khudn ky khi: Fusobacterium, Peptostreptococcus, Propionibacterium.

(dc loai vi khudn nhay cdm trung gian in vitro:

- Vi khudn va khi Gram duong: Enterococcus faecalis

- Vi khu@n ky khi : Bacteroides fragilis, Prevotelia

(4cloai vi khudn khang levofloxacin:

-Vikhudn ua khi Gram duong: Enterococcus faecalis, Staphylococus aureus meti-R, Staphylococus coagulase am tinh
meti-R.

Khéng chéo: in vitro, c khang chéo gitia levofloxacin va cac fluoroguinolon khéc. Do ca ché tac dung, thuong
khdng c6 khdng chéo giita levofloxacin va cac ho khang sinh khdc.

Dexamethason |a fluomethylprednisolon, glucocorticoid tng hgp. Glucocorticoid c6 tac dung béng cach gan két
vao thu thé & té bao, chuyén vi vao nhan té bao va & 6 tac dong dén mot s& gen dugc dich ma. Cac glucocorticoid
n ¢6 mdt s6 téc dung tryc tiép khong qua trung gian gan két vao thy thé. Dexamethason ¢6 cac téc dung chinh
clia glucocorticoid la chéng viém, chdng di ting va tic ché mién dich, con tac dung cén béng dién gidi thi rdt it. Vé
hoat lyc chdng viém, dexamethason manh hon hydrocortison 30 Idn, manh hon prednisolon 7 lan. Dexamethason
dugc dung tai ch dé tra vao két mac, dng tai ngoai hay niém mac mii dé diéu tri triéu ching viém hay di ing &
0ng tai ngoai hay mat. Liéu phdp corticosteroid tra mat khong chiia khdi cén xac dinh hodc loai trif nguyén nhan
viém néu c thé.

Pac tinh dugc dong hoc

Néng do huyét tuong clia levofloxacin do dugc trén 15 ngudi tinh nguyén trugng thanh khde manh  céc thoi diém
khac nhau trong mt dot diéu tri 15 ngay bang ché phdm nhé mét co chia levofloxacin 0,5% cho thdy néng do
levofloxacin trong huyét tuong 1 gid sau dung liéu dau tién trong khodng tir 0,86 ng/ml trong ngay déu tién dén
2,05 ng/ml/ngay thit 15. Nong do levofloxacin cuc dai 1 2,25 ng/ml dugc do & ngay thit 4 sau 2 ngay dung liéu
céch nhau 2 gig trong toan bd 8 liéu/ngay. Nong do levofloxacin cuc dai tir 0,94 ng/ml/ngay thii 1 dén
2,15ng/ml/ngay thi 15 thap han 1000 Ian nhitng béo cdo sau khi dung liéu levofloxacin dudng toan than.

Nong d levofloxacin trong nudc mét do dugc 6 30 nguai tinh nguyén trudng thanh, khée manh trong nhiing thi
diém khac nhau Ia tir 34,9 dén 221,1ug/ml trong sudt 60 phit sau dung liéu don.

Saukhi duing tai ché trén mat, dexamethason dugc hdp thu vao trong thiy dich, gidc mac, méng mét, mang mach,
thé mi va vong mac. Hap thu hoan toan c6 thé xay ra nhung chi dang k€ khi dung liéu cao hon hodc trong diéu tri
nhi mé rong. Dexamethason natri phosphat nhanh chéng dugc bién ddi thanh dexamethason sau khi stt dung. Lén
dén 77% dexamethason dugc lién két véi protein. Hon 60% dexamethason dugc thai trir qua nudc ti€u trong vong
24.gio. Thai gian ban thai ctia dexamethason xdp xi 3,6 + 0,9 gid.

Quy cach dong goi:

Hop 16ng 5 ml.

Béo quén: Bdo quan trong bao bi kin, trénh am, trénh anh séng, nhiét @ dudi 30°C.

Han dung: 48 thang ké tir ngay san xudt. 15 ngay sau khi mé nap.

Tiéu chuan chat lugng: Tiéu chudn co's6.

Nha sén xudt

cpC1HN
(Céng ty cd phan Dugc pham CPC1 Ha Noi
Cum cdng nghiép Ha Binh Phuong, Xa Vén Binh, Huyén Thugng Tin, Thanh phd Ha Noi.
T6-17-071125-T01945-C00783

Kich thudc: 95 x 288 mm
Thay ddi han dung theo CV




