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2. Nhian hép 1 lo:
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ISOTIC MOXISONE \ '
MiceSigecacin 0,5% /‘
Dmamstheson phoephed 0,1%
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| 5. Chong chi dinh:

HUONG DAN SU DUNG THUOC

Thude tra nuit, nho tai
ISOTIC MOXISONE
1. Dang bio ché: Dung dich.

2. Cong thite: Cho | lo

Muoxitloxacin 25mg
(dudii dang Moxifloxacin hydrxlord 2725my)
Dexamethason phosphat Smp
(dui dung Dexamethuson natii phosphat 5,5 my)
Td duoe (N, EDTA, Natri clorid, Acid boric, ‘l_..h
Pulysorbat 80, Sorbitol NaOH, muc ¢at ) viada S0 ml k
3. Chudinh:

Isotic Moxisone duge chi dinh diéu tri
+Nhimg g hop nhiém khuin & mat, gay ra bén edc vi khudn nhay cim va dé ngan
ngla tinh trang viem v nhiém khudn ¢6 thé xiy ra sau phiu thuat o mét.

+ Viém tai ngodi, viém tai giffa ¢ip v viém tai c6 mi man tinh do cc chiing vi khudn
nhay cim. Phong ngifa trong phiu thudt ving tai nhu phiu thuat xuong chiim va sau phiu
thudt.

4. Cachdimg

+ Nho» mi:

- DX phong ngiia viém vi nhiém khudn sau phiu thudt & mét: nho 1 giot dung dich, 4 lin
Mot ngiy vao bén mit phiu thudt, bt diu | nghy ke phiu thuat vi kéo dai thém 15
ngity sau phiu thuat. Vi bénh nhan phiu thudt duc thity tinh thé, nho thusc ngay sau khi
phiu thudt xong. Véi bénh nhin phiu thuat bing LASIK, nhé thude rong vong 15 phiit
sau khi phiu thuar.

- Vi benh nhin bj nhiém  khuin mét do cde vi khudn nhay cim; nhé 1 giot/ 1dn x 4 lin/
ngity, trong 7 ngiy hode theo surchi din cia bie §1.

+ Nho tai:

khoi ddu nh 2-3 giot, mdi 2-3 gidh, gidm 0 1dn nho xudng khi da kiém sodt duoe nhié
khuiin.

- Qui min vt quinalon hode bt ky thinh phin aio el thuoc,

= Nz cotien su QT kéo di vit dang st dung i thude chong loan nhip 1
(Quinidin, procuinamid), nhom 11 (amiodaron, sotalot)

- Bénh nhan viém gide mac bieu mo do herpes simplex (viem gide mac d
do vaccinia, varicella vin e virus khic pay ra o gide mac vi ket mac.
mycohacteria o mit. Nhiém ndm (7 cde 16 chire thude mat. 3
- Benh nhin bi glocom hode cic bénh o thé gay méng gide mac hode mang
mal.

- T em dudi | tuoi.

6. Tac dung khong mong muon ctia thude:
* Lién quan dén Dexamethason:

- Glocom kem vdi ton thuong thiln kinh thi gidc, gidm thi gide va thi tnomg; due thiy tinh
thé: nhiém wiing thif phdt ¢ mat do tic che khi niing d€ khing cia cor thé; thing gide mac.
* Lién quan dén Moxifloxacin:

- O bénh nhan sir dung quinolon, 6 thé gap tde dung khong mong mudn toan than do
thudc hap thu. Phin ting qud mén nghiém trong ¢d thé gay 1 vong (sdc phan vé) da duce
bio wio, doi khi li ngay sau liéu ding diu tién. Mot s6 phan ing di kém véi truy tim
mach, bét tinh, phit mach (phit hiu hong, thanh quan vi mat), tic nghén dudng thd, khé
thds, miy day vi ngda. Néu xay ra phin (g di tng véi Moxitloxacin, ngimg ding thudke
ngay. Cic phin ting qud min nghiém trong cin dugic ¢ip ciu kip th,

- Viem két mae, siim thi lue, kho mit, viem gide mac, kha chiu ¢ mét, xung huyét, dau
mat. ngtia mal, chidy miu Judi gric mac, chity nude mit. Nhiing phin tng niy xay ra o | -
6% bénh nhan.

- Cide tde dung biit lo ngoai mat duge béo cdo 1-4% buo gém: sét, tang ho, nhiém tring,
viem fai g, viem hong, phit ban vil viém mii,

Thong bdo cho bic sy tdc dung khong mong nudn gdp phdi khi sit dung.

1. Tuong tic véi cic thuoc khie, cic dang tuong tic khic:

- Chira ¢ nghién cibu vé tuomg tic véi cac thudc khic, cde dang fuong tde khic cla
Moxitloxacin vit Dexamethason khi ding dudi dung thuoc tra mit,

8. Than trong:

theo dutmyg nho mat ¢ dong vit mang thai. Thudc cling o6 the gay e ché tuyén
thuging thiin ¢ tré sc sinh néu ngudi me ding thudc kéo dii.

- Diing dudmny tvén thin, nguy co dnh hudng cta moxifloxacin d6i véi thai nhi rit
Idn.

Do chua o6 nghién ciu ddy dd rén phu nif o6 thai, khong diing dung dich tra mit,
nhd i Isotic Moxisone cho phy ni o6 thai, trir khi can nhic thay lgi ich thu duoc
VUOL IO ngguy cordoi vi thai nhi.

* Phy i danyg cho con b
- Diing duimy toan than corticoid béi tiét vao sita me vii o6 nguy co déi v tré bi

fe. Khang o khi nhd mat, conticoid ¢6 duck phan b vao st me hay khong.

- Dlng dubng 10in thin, khi tigh hanh nghién cifu trén chuat eing cho thay
Muxitloxacin phan bo vao trong sita. Tuy nhién, chua o6 nghién ciu diy i
Moxifloxacin ¢ phin bé viio sita me hay khong khi diing theo dudng tra mit, nho
tai.

Cin than trong khi sir dung cho phu nir dang cho con bi. Chi sir dung khi thar cin
thiét hode theo su chi din cia béc s1.

10. Tic dung lén kha néng ki xe va vin hinh miy méc:

Nen thiin trong khi sir dung cho ngudi dang li xe hodc van hinh mdy mdc vi tic
dung khong mong mudn el thuc tén mét: gidm thi luc, kho mét, khé chiu ¢ mit,
chay nude mit ...

11. Qu liéu:

- Néu nho qui nhiéu thude vio mat, cin nr sach vii nhidu nude, Khong nho them
thude vao mit cho t6i thii diém ding lidu tiép theo.

12. Cic dac tinh duge lue hoc:

* Lién quan dén Moxifloxacin:

Cur ché vic dung cia moxifloxacin lign quan dén sy e ché enzym tosoisomerase
1V va DNA gyrase. Cic enzym niy cin cho sir 1i tao, sao chép, sira chita vi ket hop
4l DNA ciia vi khudn. & cde vi khudn Gram am, téc dung chit yéu vio DNA yrase
| G hua'n pram duong thi nguree lai.

Mo Q 6 tic dung Vi i hét cic chiing vi khudn sau ci in vitro va trong
trén lam sang:

W\ Juong higu khi: Corvachacierium spp., Micrococens luteus,
hreus, Staphvlococeus haemolvtions, Staphylococeus hominiy,
grneri, Streplococens prewmoniae, Streplococens viriduansy,

im hiéu khi: Acinetobacter Iwoffii, Haemophitus influenzae,
if influenzae.
4 tic dung vai Chlamydia trachomatis.

Xiametflison ¢6 tic dung chOng viém thong qua gidm su gidi phong acid
arachidonic, e ché sur ket dinh phén tir cc & bao néi mé mach méu, gidm tic dung
cyclooxygenase vi cytokine. Tic dung niy dn (6i giam gidi phong cic chat trung
gian héa hoc gy viém, gidm su két dinh cta bach ciu cdn luu thong vio ndi mo
mach miu, ngin nglra su di chuyén cta ching i cic t6 chiic bi viem ¢ mat. Hon
nifa, tic ché cyclooxygenase s& fim gidm prostaglandin gay viem, mot chit duc
biét i gy ton hai hing rao mau-thity dich, lam cho protein thim vio céc t6 chic &
mat.

13. Cic dac tinh duge dong hoc:

Niing d6 huyét wong ciia moxifloxacin di duge do & ngui tnémg thinh nhé mat
dung dich maxifloxacin 0,5% 3 lan mdi ngiy. Gid tri néng Jo dinh C,, trung binh
¢ trang thai can bing va muic do hip thu hing ngay du tinh (AUC) thdp hon 1600 v

KK an G, vit AUC thu duge sau khi utng vdi liéu diéu tr 400mg. This gian ban
thiii cia moxifloxacin wde tinh khodang 13 gic,

Sau khi nhd mét giot duy nhat dung dich dexamethason (),1% ¢ nhimg bén
phiu thudt duc thay tinh thé, néng do dexamethason thu dugk trong thiy diuh\

- Khi str dung it thude phai hop conticoid vi khdng sinh rong thif gian dai o6 thé gay
nhiém nim giae e vy hodc lim phat irién guid midv cic ching vi sinh vit khong nhay

| wim. Néw boi ninéns xay v, cin il gdip bic $1 vl dp dung nhimg bién phap digu i thich

hip. Trong truing hop cin thiél, phai soi kinh hién vi vi sinh vit, va néu ¢6 thé nhuom

NEU CAN THEM THONG TIN XIN HOI Y KIENBAC SY
THUGC NAY CHI DUNG THEO DON CUA BAC S¥

phiit vit 120 phit sau khi nhé thuck: trung binh khoding 31 + 3.9 ng/ml. N
14. Bio quan: Nui kho, nhiét do dudi 301'C, trdnh dnh sdng i ‘\
15, Han dung: 24 thing ké tr ngiy sén xuat. 3

15 ngay sau khi mé ndp ding el }

16. Pong g6i: Lo nhua Sml, 1 lo/hop _9_;,‘; ‘,-' D

17. Tiéu chuin fip dung: TCCS £ /Q

POC KY HUONG DAN SUDUNG TRUSCKHIDUNG -~ 4
DE XA TAM TAY TRE EM

huynh yuang. . X
- Khi sir dung kéo diii 6 thé gay phat mén qud mie cde vi khuin khong nhay cim, ké
ci nidm. Néu boi nhiém xiy ra, phii dp dung cdc bién phip diéu tf thich hop. Trong
trudng hop cin thiét, phai soi kinh hién vi vi sinh vat v néu oo thé, phuom huynh quang.
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Tel: 043.5113357 - Fax: 043.8511280

- Chi diing dé tra mat, khong duoe tiém vio mit.
9. Sir dung cho phu nir ¢6 thai va cho con bi:
= Pl niv oo then':

Mot st conticosterod da duce chimg minh B gy quai tha khi sirdung ligu

phsiin XUAL: NHA MAY DUOC PHAM HA NOI
'\m L5, Khu cong nghiép Quang Minh -Meé Linh - Ha Noi
< 2 Tel: (43.5250736
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