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+ HUGNG DAN SUDUNG THUOC

Thudc tra mét, nho tai
ISOTIC MOXICIN
1. Dang bao ché: Dung dich.
2. Cang thire: Cho 1 lo

Moxifloxacin 15mg
(dui dang Moxifloxacin hydroclorid 1635 mg)
Ta dueke (Natriclorid, Acid boric, Dinatri EDTA,
Polysorbat 80, NaOH, nude ¢t )viradd  30ml -N
3. Chi dinh: \‘ /
Isotic Moxicin duoe chi dinh

+ Diéu tri viém ket mac do cde vi khudn :

Vi khuin gram dumg hidu khi: Corynebacterium spp., Micrococcus luteus,
Staphylococcus — aureus,  Staphylococcus  haemolyticus,  Staphylococcus  hominis,
Staphylococcus warneri, Streptococcus pneumoniae, Streptococeus viridans.

Vi khuin gram am hidu khi: Acinetobacter Iwoffii, Haemophilus influenzae,
Haemophilus parainfluenzae.

Ngodi ra con ¢ tic dung véi Chlamydia trachomatis.

+ Viém tai ngodi, viem tai gilfa ¢ip va viém tai ¢6 mi man tinh khufn do cic ching vi
khudn nhay cim. Phong ngita trong phiu thudt viing tai nhu phiiu thudt xuong chiim va
sau phiu thuit

4. Cichding

- Nho mét: nguii 1n va tré em trén 1 wéi: nhd 1 giot/ ln x 3 14n/ ngay, trong 7 ngay.

- Nho tai: khéi ddu nho 2-3 giot, mdi 2-3 gidy, gidam s0 lin nho xudng khi da kiém sodt
duoc nhiém khudn.

5. Chong chi dinh:

- Qud min véi moxifloxacin, cdc quinolon khic, hode bit ky thinh phin nio cia thudc.
- Ngudi c6 tién sir QT kéo dai va dang sir dung cic thude chéng loan nhip tim nhém 1A
(Quinidin, procainamid), nhém [1 (amiodaron, sotalol)

- Tré em dudi | wéi.

6. Tac dung khong mong mudn cua thudc:

- Viém két mac, gidm thi luc, kho mat, viém gidc mac, kho chiu & mit, xung huyét, dau
mit, ngifa mat, chily méu dudi gide mac, chiy nute mit. Nhimg phin ing niy xiy ra & 1-
6% bénh nhan.

- Cic tic dung bat loi ngoai mit duge bio cio 1-4% bao gdm: sot, ting ho, nhiém tring,
viém tai giifa, viém hong, phét ban va viém mii.

Thong bao cho bdc sy tdc dung khéng mong nuén gap phai khi sit dung.

7. Tuong tic vai cic thude khac, cic dang tuong tic khic:

- Khi ding ciing warfarin, moxifloxacin lim ting tic dung chong dong méu, thai gi
prothrombin kéo dai, ting chi s6 INR; vi vily phai theo doi thdi gian prothromb
trang dong mdu khi diing moxifloxacin déng thoi véi warfarin.
- Céc thude chéng viem khong steroid khi ding cling moxifloxacin c6 thd Ay
kich thich thin kinh trung wong vi co giat.

- Cong huimg tic dung giy khoang QT kéo dai khi ding moxifloxacin v
Cisaprid, erythromycin, moxifloxacin, thutk chding trém cim 3 vong, thudc &
thin.

8. Than trong:

- Khi sir dung kéo dii ¢6 thé gay phit trién qud mifc cdc vi khudn khong nhay cim, ké
¢d ndm. Néu boi nhiém xdy ra, phii dp dung cic bién phip diéu tr thich hop. Trong
tutmg hop edn thiét, phai soi kinh hién vi vi sinh vat vi néu ¢6 thé, nhudm huynh quang.

- Chi diing d€ tra mat, khong duce tiém vio mét.

- Do moxifloxacin ¢6 thé giy khodng QT kéo dai trén dién tim dd, nén cin thin trong
khi sir dung moxifloxacin ciing véi mot s6 thudc khdc o6 thé gy ra khoing QT kéo dai
nhu cisaprid, erythromycin, thude chong trim cim 3 vong, thudc chdng loan thin. Cling
nén than trong khi sir dung moxifloxacin & ngudi bénh ¢6 r6i loan nhip tim nhu nhip
chiim va thi¢u méu co tim cap.

- Thin trong khi sir dung moxifloxacin & nguti bénh ¢6 bénh 1y thin kinh trung
uong nhu xo ddng mach ndio nang, dong kinh, vi ¢6 thé gay con co giat.

9. Sir dung cho phu nir 6 thai vi cho con bi:

- Vinguy oo dnh hudmg dén thai nhi rit Idn, do d6 khong nén sir dung cho phu nir
0 thai.

- Thue nghiém trén chudt cong cho thily moxifloxacin phin bd viio trong sita, do do
khong diing moxifloxacin cho nguini dang cho con b vi thutic c6 thé gy tic hai
cho tré nho. Trong tnimg hop cén thiét phai ding moxifloxacin, sau khi da can
nhic lei ich - nguy co, thi cdn ngimg cho con bi trong thid gian ding thudc.

10. Tic dung Ién kha nang ki xe hoace van hianh may moc:

Nén thin trong khi sir dung cho ngudi dang Lii xe hodc van hanh mdy méc vi tic
dung khong mong mudn cia thudc trén mit: gidm thi luc, kho mit, khé chiu & mit,
chiy nudc mit ...

10. Qua liéu:

- Néu nhd qui nhiéu thude vitlo mét, ¢in ria sach véi nhiéu nuée. Khong nhd thém
thudic viio mit cho 161 thod diém ding liéu tép theo.

11. Cac dic tinh duge lue hoc:

Cur ¢ché tic dung clia moxifloxacin lién quan dén sur e ché enzym tosoisomerase
IV via DNA gyrase. Cic enzym niy cfin cho sur tdi tao, sao chép, sita chifa v két hop
lai DNA ctia vi khudn. & céc vi khufin Gram 4m, tic dung chi y€u viio DNA gyrase
con & cic vi khufn gram duong thi nguoc lai.

Moxifloxacin 6 tic dung véi hdu hét cdc chiing vi khudn sau ¢ in vitro vi trong
cdic nhiém khufn trén 1am siing:

Vi khudn gram duong hi€u khi: Corynebacterium spp., Micrococcus luteus,
Staphylococcus aureus, Staphylococeus haemolyticus, Staphylococcus hominis,
Staphylococcus warneri, Streptococeus pneumoniae, Streptococcus viridans.

Vi khufin gram am hi€u khi: Acinetobacter Iwoffii, Haemophilus influenzae,
Haemophilus parainfluenzae.

Ngoai ra con ¢ tac dung voi Chlamydia trachomatis.

12. Cic dic tinh duoe dong hoc:

Néng do huyét wong clia moxifloxacin di duoe do & ngudi truing thanh nhd mit
dung dich moxifloxacin 0,5% 3 ldn mbi ngay. Gid tri nong d0 dinh C,,,, trung binh
@ tinh trang bido hod (2,7 ng/ml) va gid tr dién tich dudi duimg cong (AUC) hang
ngay (41,9 ng-gityml) thip hon 1600 va 1000 lin G, vd AUC thu duge sau khi
udng vii liéu diéu tn 400mg. Thii gian bdn thai ctia moxifloxacin ude tinh khodng
13 giir.

13.  Bao quan: Noi kho, nhiét do tir 15 - 25°C, trinh dnh sing

an ding: 24 thang ké tir ngdy san xudt.
15 ngay sau khi mérnip diing

i: Hop 11o3ml.

ap dung: TCCS
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