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Rx Thude nay chi dimg theo don thudc
Thude nho mit
Micromox eye drops
Dé xa tam tay tré em
Doc kj hiedng dan sir dung trieée khi dimg

Thanh phin céng thire thubc:

M®bi ml ¢6 chira:

Thénh phan dwoe chédt: Moxifloxacin Hydrochloride 5,45 mg twong duong véi Moxifloxacin
dang base 5,0 mg.

Thanh phcin ta dwge: Boric Acid, Sodium Chloride, Sodium Hydroxide, Hydrochloric Acid,
nuée cit pha tiém.

Dang bio ché: ' )
Dung dich trong suot, mau vang xanh, khong chira cc hat van duc.

Chi dinh

Dung 'dich nhé mit moxifloxacin dugc chi dinh trong diéu tri viém két mac do vi khuén gay
ra boi cdc chung vi khuan nhay cam cua céc vi sinh vét sau day:

Vi sinh vat Gram duong hiéu khi:

Corynebacterium species *

Microbacterium species

Micrococcus luteus*(bao gébm cac chung khéng erythromycin, gentamycin, tetracyclin
va/hodc trimethoprim).

Staphylococcus aureus (bao gdm céac chiing khang methicillin, erythromycin, gentamycin,
ofloxacin, tetracyclin va/hoic trimethoprim).

Staphylococcus epidermidis (bao gdbm cac ching khang methicillin, erythromyecin,
gentamycin, ofloxacin, tetracyclin va/hogc trimethoprim).

Staphylococeus  haemolyticus (bao gébm cac ching khang methicillin, erythromycin,
gentamycin, ofloxacin, tetracyclin va/hodc trimethoprim).

Staphylococeus hominis (bao gdm cic ching khang methicillin, erythromyein, gentamyein,
ofloxacin, tetracyclin va/hodc trimethoprim).

Staphylococeus warneri* (bao gdbm céc ching khing erythromyein)

Streptococciis pneumoniae (bao gbm cac ching khang penicillin, erythromycin, tetracyelin
va/hoiic trimethoprim),

Streptococcus viridans (bao gdm cac ching khang penicillin, erythromyein, tetracyclin
vi‘hoic trimethoprim). .

Vi sinh vat Gram 4m hiéu khi:

Acinetobacter species

Haemophilus alconae (bao gbm cac ching khang ampicillin)

Haemophilus influenza ((bao gdm céc chiing khang ampicillin)

Haemophilus parainfluenzae™

Klebsialla preumoniae

Moroxella catarrhalis

Pseudomonas aeruginosa

Céc vi khuan khéc:

Chlamydia trachomatis

*Higu qua trén vi sinh vat nay duge nghién ctru ¢ it hon 10 su nhiém khuén.

Ngoai ra, dung dich nho mét moxifloxacin duge sir dung trong céc truong hop sau:
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- Diéu tri viém loét giac mac
- Dung trude va sau mo dé dé phong nhiém trung.

Cich ding va liéu dung
Chi ding dé nho mit. Khong duge tiém. Khong duge tiém dung dich nho mat moxifloxacin
dudi két mac, va Lung khong dugc dua thuoc truc tiép vao tién phong clia mat.

Nlm I giot vao miit b; viém 3 lan/ngay, dung thue trong 7 ngay. Tinh trang viém thuong dugce
cai thién sau 3 ngay, can tiép tuc diéu tri trong 2 - 3 ngay nira. Néu tinh trang viém khéng duoc
cai thién sau 5 ngay diéu tri, nén xem xét lai viéc chin doén vahoic diéu tri.

St dung ¢ tré¢ em

Khéng cin hiéu chinh lidu.
Sur dung & ngudi suy gan va suy thian

Khéng cin hiéu chinh liéu.

Cach ding

Dé tranh tap nhiém vao diu lo nho thudc, khong dugc dé dau nho thude tiép xue véi mi mit,
ving xung quanh mét hodc bit cir vét nao.

Chéng chi dinh
Dung dich moxifloxacin chéng chi dinh & nhiig bénh nhin co6 tién st man cim véi
moxifloxacin, véi cac quinolone khac hodc véi bat ky thanh phén nao c6 trong thude nay.

Cianh béo va thén trong khi ding thude

O nhirng bénh nhan ding quinolone dudng toan thin, bao gom moxifloxacin, di c6 mot qo
bdo cdo xdy ra phan (mg qua man nghiém trong va déi khi gy tir vong (sdc phan vé). Mot )
trueong hop xay ra sau liéu dau tién. Mot s6 phan tmg kém theo la truy tim mach, mat y thirc,
phit mach (bao gdbm phii thanh quan, hau hong hodc phit mit), tic nghén duong thd, khé tha,
noi mé day, va ngira.

Can ngimg ngay sir dung thube neu xdy ra phan ung di tng voi moxifloxacin. Phan tng qua
man cap tinh nghiém trong yéu cdu cin duoc cip ciru ngay 1ap tirc. Thé oxy va kiém sodt
dudmg thd néu can. "
Ciing nhu céc thude chdng nhiém khuén khéc, st dyng kéo dai c6 thé dén dén sur phat trién
quéa mirc vi sinh vat khong nhay cam, bao gém ca ndm. Néu xdy ra boi nhiém, ngimng str dung
moxifloxacin va ding tri liéu thay thé.

Viém va dit gan co thé xay ra khi diéu tri bing fluoroquinolon toan than bao gém
moxifloxacin, ddc bi¢t & nhitng b¢nh nhén lon luol va nhing ngudi duge diéu tri dong thoi voi
corticosteroid. Sau khi dung thuéc nho mit, nong do moxifloxacin trong huyét tuong cua
moxifloxacin thap hon nhiéu so véi sau khi dung liéu moxifloxacin diéu tri bing dudmg uong,
tuy nhién, nén thin trong va nén ngimg diéu tri bing thude nho mit moxifloxacin khi co diu
hiéu dau tién ciia viém gin.

Khong nén su dung thude nhé mat moxifloxacin dé diéu tri dy phong hoidc diéu tri theo kinh
nghiém viém két mac do liu ciu, bao gdm ca bénh nhan mit do liu ciu, vi ty 1é Neisseria
gonorrhoeae khang fluoroquinolone. Bénh nhén bj nhiém tring mat do Neisseria gonorrhoeae
nén duge diéu tri toan than thich hop.

Bénh nhin nén dugc khuyen cao khong deo kinh dp trong néu ho ¢é cic dau hiéu va triéu
chirng ciia nhiém triing mat do vi khuan.
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St dung cho tré em

Di lidu rat han ché dé thiét lap hiéu qua va tinh an toan cua thudc nhé mit moxifloxacin trong
diéu tri viém két mac & tré so sinh. Do d6, viée sir dung san phiam thudc nay dé diéu tri viém
két mac & tré so sinh khong duge khuyén khich.

Tré so sinh bi bénh duc mét nén duoc diéu tri thich hop cho tinh trang ciia ching, vi du: diéu
tri toan thén trong cac trurong hop do viém mét hot do Chlamydia hodc Neisseria gonorrhoeae.
San pham khéng duge khuyén cdo dé diéu tri Chlamydia trachomatis & bénh nhén duaoi 2 tum
vi nd chua duge danh gia ¢ nhitmg bénh nhan nay. Bénh nhén trén 2 tudi bi nhiém tring mit
do viém mét hot do Chlamydia nén duge diéu tri toan thin thich hop.

Thube ¢6 chira acid boric nén khéng ding cho tré nhé hon 2 tudi vi ¢d thé 1am giam kha ning
sinh san trong twrong lai.

Sir dung thude cho phu nir ¢6 thai va cho con bii

Thai ky '

Khong cé dir liéu hodc ¢ dir li¢u han ché vé viée sit dung thubc nhé mit moxifloxacin & phy
nit mang thai. Tuy nhién, khong ¢6 tic dung nao déi v6i thai ky vi phoi nhiém toan thén véi
moxifloxacin la khéng dang ké. San pham c6 thé duge sir dung trong thdi ky mang thai.

Cho con bt

Ngudi ta chua biét ligu moxifloxacin / cac chat chuycn héa c6 duge bai tiét vao sira me hay
khéng. Céc nghién ctru trén dong vat cho thdy su bai tiét & mirc do thép trong sita me sau khi
udng moxifloxacin. Tuy nhién, & liéu diéu trj clia thude nhd mét moxifloxacin thi khong c6
tic dung nao déi véi tré dang ba. Thude c6 thé duoc sir dung trong thoi ky cho con b,

Kha niing sinh san

Nghién ciru dé danh gid anh hudng cta vige sir dung thude nho mit moxifloxacin déi vai kha
ndng sinh san chua dugce thuc hién.

Anh huéng ciia thuoc dén kha ning lii xe va vin hanh may mée: Do thude c6 thé gay
giam thi luc, khoé mét, khé chiu & miit, dau mét, ngira mit, nén can than trong khi 1ai xe va vén
hanh may méc sau khi ding thude.

Twong tic thube

Cac nghién ciu tuong tac thuéc - thudc chua duoc thuc hién vai dung dich
moxifloxacin. Nghién c(ru in vitro chi ra rﬁng moxifloxacin khéng tre ché CYP3A4, CYP2DG6,
CYP2C9, CYP2C19 hoic CYP1A2. Diéu do cho thiy moxifloxacin khong cé kha ning thay
ddi duge dong hoce cia cac thude duge chuyén hoa bai cytochrom isozyme P450.

Tac dung khéng mong mudn

Céc phan tmg ¢6 hai sau day dugc phan loai theo quy udc sau: rat pho b1en (=1/10), pho bién
(>1/100 dén <1/10), khéng phd bién (=1 / 1.000 dén <1/100), hiém (= 1 / 10.000 dén <1/
1.000), rat hiém (<1/10.000) hogc khong dugce biét dén (khong thé wdc tinh tir dit liéu 6 sin).
Trong mbi nhém tin sudt, cac tic dung khéng mong mudn duge trinh bay theo thir ty mire do
nghiém trong giam dan.

Heé co quan Téan xuit Tac dung khong mong mudn
R61 loan h¢ thong bach | Hiém hemoglobin giam

huyét va mau
Roi loan hé théng mién | Khong duge biét | Qud min cam
dich
R6i loan hé than kinh Khong phé bién Pau diu '
Hiém Di cam

Al

1/
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) , Khéng duge biét | Hoa mat

Ro1 loan mét Phé bién dau mat, ngira mit

viém giac mac thiing, kho mit, xudt huyét
Khéng phd bién ket mac, ting nhén ap, ngla mét, phi mi
mit, kho chiu o mit,

khiém khuyét biéu mo gidc mac, roi loan
gidc mac, viem két mac, viém bd mi,
Hiém sung mit, phit két mac, mé mit, giam thi
Iy, ndi mé day, ban dé mi mét

viém nQi nhan, viém loét giac mac, mon
gidc mac, nhin ap tang, duc gidc mac,
thim nhiém gidc mac, ling dong gla(.
Khong duge biét | mac, di mg mét, viém gidc mac, phu gidc
' mac, so anh séng, phit mi mit, chay nudc
mét ting, tiét dich mat, cam gidc dj vat

trong mat
Ro6i loan tim Khong dugce biét | Hoi hop
RO loan ho hﬁp, long ngyre Hiém khé chiu & mii, dau hong, cam giac di vat
va trung thit (cd hong)
chirmg kho tho
Khéng duoc biét
Rai loan tiéu hoa Khong phé bién roi loan tiéu hoa
noén mua
Hiém budn non

Khong dugc biét
Réi loan gan mét Hiém alanin aminotransferase tang. gamma-

glutamyltransferase ting

Réi loan da va mo dudi da | Khong dugce biét | ban do, phét ban, ngira, may day

Tré em: Trong cac thir nghiém lam sang, thude nhé mét moxifloxacin da cho thiy an toan trén
bénh nhin tré em, bao goém ca tr¢ so sinh. O bénh nhén dudi 18 tudi, hai phan tng co hai
thudng gip nhét 1a kich trng mat va dau mit, ca hai déu xdy ravoity 1€ 0, 9%.

Dua trén dir lidu tir céc thir nghiém 1am sang lién quan dén bénh nhi, bao gbm ca tré so sinh,
loai va mirc d6 nghiém trong ctia cdc phan Gng ¢b hai & tré em trong ty nhu ¢ ngudl [on.

Qui liéu va cach xir tri

Do dic diém ciia ché phim nay, dy dodn khong c6 dc tinh khi nhé mat qué liéu hodc khi nudt
nhim mét lo thude vao dudng tiéu hoa.

Chura ¢6 treong hop qua liéu dung dich nhé mét moxifloxacin niao duoc bio cio. Khi nho miit
qué liéu moxifloxacin 6 thé rira mét ngay bing nurée dm dé loai bo thude.

biic tinh duge lue hoe

Nhom tac dung duge ly: Thude nhan khoa; thude khéng khudn, thudc khing khuan khac.

Ma ATC: S01A EO7

Co ché tde dung:

Moxifloxacin la mot fluoroquinolone thé hé thir tw c6 tac dung ¢ ché enzym DNA gyrase va
topoisomerase IV can thiét cho su sao chép, stra chita va tai hgp ciia DNA vi khudn.

Sur khéng thude:
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Tinh khang véi fluoroguinolone, bao gbm moxifloxacin, thuéng xay ra bai su dot bién nhiém
sic thé trong gen mad hoa DNA gyrase va topoisomerase IV. O vi khufin‘ Gram dm, khéng
moxifloxacin c6 theé 1a do dot bién trong hé thong gen mar (khéng nhiéu khéng sinh) va
gnr (khang quinolone). Khang thude ciing lién quan dén sy tac dung ctia bom protein trén vi
khudn va sir bit hoat enzyme. Khang chéo véi beta-lactam, macrolid va aminoglycosid co thé
khong xéy ra do sur khac biét trong co ché tac dung,

Céc ching vi khuin nhay cdm thong thudng

Vi khudn hiéu khi Gram duong:

Céc ching Corynebacterium bao gdm Corynebacterium diphtheriae

Staphylococcus aureus (nhay cam véi methicillin)

Streptococcus preumoniae

Streptococcus pyogenes

Nhom Streptococcus viridans

Vi khuén hiéu khi Gram am:

Enterobacter cloacae

Haemophilusenzae

Klebsiella oxytoca

Moraxella catarrhalis

Serratia marcescens

Vi khuén ky khi:

Propionibacterium acnes

Cac vi khuan khac:

Chlamydia trachomatis

Céc chiing vi khuin cén lru v vé tinh khang thu dwgc

Vi khuén hiéu khi Gram dwong:

Staphylococcus aureus (khang methicillin)

Staphylococcus, khong sinh coagulase (khang methicillin)

Vi khudn hiéu khi Gram &m :

Neisseria gonorrhoeae

Céc vi khuin khac:

Khoéng co.

Céce vi khuéin khéng thude vén cé

Vi khuin hiéu khi Gram &m :

Pseudomonas aeruginosa

Céc vi khudn khac:

Khong co.

Dic tinh duwge dong hoe

Sau khi ding moxifloxacin tai chd, moxifloxacin dugc hip thu vao tuin hoan chung. Nong do
moxifloxacin trong huyét tuong duge dinh lugng trén 21 bénh nhan nam va nir dung dang nho
mit vao 2 mit 3 lin mdt ngdy trong 4 ngdy. Gid trj trung binh ctia Cmax va AUC ¢ trang thai
6n dinh lin luot 14 2.7 ng/ml va 41,9 nghr/ml. Mirc d6 phoi nhiém thip hon khodng 1600 va
1200 1in so véi gia tri trung binh Cmax va AUC tinh dugc sau khi uéng 400 mg
moxifloxacin. Nira dri thai trir trong huyét trong ciia moxifloxacin duoc wéc tinh 14 13 gio.

Quy ciach dong goi: Hop 1 1o x 5 ml

bitu kién bao quan: Noi khd mat, tranh anh sang. Nhiét do dudi 30°C.



https://trungtamthuoc.com/

Han dung;: 36 thang ké tir ngay san Xuat. o
Chi sir dung trong vong 4 tuin (28 ngay) sau khi md lap lan dau.

Tiéu chuéin chit lrgng: USP.

Tén, dia chi cua co s¢ san Xuit:

MICRO LABS LIMITED ‘
Plot No. 113 -116, Phase 1V, KIADB, Industrial Area, Bommasandra, Bengaluru-360 099. An
Do.




