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Thauh phin
Mai | ml c6 chua:
Thémh phén hoat ¢hdt:
Moxifloxacin (Duéi dang moxifloxacin hydroclonid). .o SR 5,0 mg
Dexaxmtm\on phosphat (Dudi dang dexamethason natn phosphat).........1,0 mg
Thomh phén 14 dwoc: Natri edetat; natri clorid; acid boric; sorbitol, cyloxapol dvhg dich natri
hydroxid 10%, dung dich hydrochl oric acid 10%, nudce cit pha tiém vira dd.
Dang bao ché: Dung dichnhé mat
M6 ta: Dung dich trong subt dyng trong bng nhya.

_pH:6,0-9.0

Chi dinh

- Ding didu tri trudng hop n iZm khudn & mAt, 3} ya L cde ching vi Khudn nnay cam.
. Ngin ngira tinh trang viém va nh i8m khudn ¢ thé xdy ra sau khi phéu thuat & mét,

Lidu diing va cdch ding

PE phong nuive vidw v nliidm khuln sau khi pha thudt nuds:
o &

Nho 1 giot dung dich x 4 4 JAn/neay vao bén mét phiu thuét, bt ddu 1 ngdy trude khi phau
thudt va kéo dai thém 15 ngay sau phau thudt. Véi bénh nhan phau thut duc thity tinh thé,
nho thude ngay san ki phAn thujt xong. Véi bénh nhén phiu thuat khic xa bing LASIK, nho
thube trong vong 15 phiit sau khi phau thuét.

Vi bénh nhén bi nhidm khudn méat do vi khnén nhay cam: Nho thude 4 1An/mgdy, mdi lan 1
glot, trong vong 7 ngay hofc theo hudng dan cha béc s¥.

Nguoi cao tuéi: Khong cénhigu chinh ligu.

Tré em; Hitu qm V& an LGali trén iré em chua duge xéac dinh.

pétr énh tap rhifm vao ¢dn lo nho thudc va dung dich thy ubc, khéng duge dé dhu pho thude
cham vao mim &t, ving xung quanh mét holic bat ¢ vt nao.

D\, ngén chan thube duce hip thu qua niém mac mii, ddc biét 13 & tré so sinh hofc tré nho,
bng mii lc cin duoc dong lai bang céch ding tay trong 2 3 phut sah,}dn dimg ﬂmoc Sau
Khi m& nép, cin bd di glot du ucn frude mbi 1An ding thube. & ‘:>_/;7

Néu cé nbiff. hon mot ché ph Am dtma tai chd tren mat dwoc chi dinh, céc ¢hé phim phéi
duoe ding céch nhau it : nhit 5 pl UL Ché phém muoc md nén dugce sit dung sau cung

Tuén thn hhénc dfn ciia béc st vé Tlidu luong. so 14n dimg va thoi glan ding thude. Khéng tu

&

¥ nglmg st dung thuoe ma khong tham vén ¥ ki b Lie o7, ICouy s dung thube d& quéa han,
Chéng chi dinh
- Bénh nhén vidéin giac mac bidu md do Herpes simplex (viém gidc mac dudi gai
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- Béuls do Vaecinia, Varicedla va céc virus u](l(' glyra & két mac va glde mac.

- Nhiém l\nuan AMycobacieria mét, nhiém nAm & cde 14 chite thude mét

- Qud mén v&i quinolon, dexamethason hofie bét o thanh phédn nao cia thud

- Bénh nhén bi glaucom hofe cac bénh cd thé giy mong gisc mac hodc mang cﬁ‘n g clia mit,
Cianh hdo va thin trong khi ding thude

Nhu vén che thube cb st dang khéng sinh khae, dung th 18c keo dai c6 thé dén dén sy phat
trién qué mbic cde chiing i sinli ¢4t khdug nhay ciun, bao g sOim (d boi thifm nfm. Néu boi
nhi®m x&y ra, odn t6i gap bac sT vé ap dung nhiing bién phap d didu tri thich hop. Néu bi di
ung \01 cdc khéng sinh khic twong tw nhw moxifloxacin, cé thé di ving khi duﬂo dung dich
nho mat chia moxifloxacn va dexamethason. Irong cde trudmg hop nay, cdn ngung sur
dung thudic, 16 gip Lée 8T 68 ¢d cée bién phap didu tri thich hop.

St dung thude cho phy nft c6 thai va cho con ba

Thoi ky mang thai

Vi khdng ¢d cde nghién ciu ¢6 kiém sodt va ddy d0 & phu nilt mang thai, dung dich nho mit
chtra moxifloxacin va dexametheson chi nén ding trong thei k¥ mang thai khi loi {ch st dung

cao hon nguy co ¢6 thé xAy ra cho béo thai.
Thoti ky cho con bi
Moxifloxacin khéng duoc xéc dinh trong sfia me, méic dl moxiﬂoxacin Guoe cho 1a bai tidt
qua sita me. Tuy nhién, dexamethason véo s¥fa me va c6 nguy co dbi véi tré bl me. Do d6
khéng nén st dung dung dich nhé mét nay trong thoi ky cho con by
Anh huéng dén kha ningldi xe va van hanh mdy méc
Mbt s tac dung phu nhu khb m &, chay nude mat, gidm thi lye... c6 { 1€ xay ra do 46 cdn than
trong khi van hanh 141 xe vd van hanh miy moc. ‘
Tuong tae, tuwong Ky cua thude
Chua ¢ nghién cuu vé twong tac thude cla dung dich nhd mét chita moxifloxacin, Céc
nghitn ctru imvire cho thy moxifloxacin khong kim ham CYP3A4, CYP2D6, CYP2C9,
CYP2C19 hay CYPIA2Z vi v8y thudc ¢6 kha ning it 4nh hudng dén duoc déng hoc cla céc
thude clmyen héa béi cytochrom P450,
Dua trén két qua cla céc nghién ciu sit dung thubc theo dudng toan thén, corticoid ¢b thé
1am ting téc dung chéa barbitur at thubc chbng trAm cam 3 vong va 1am cla_n ‘Lac dung cha céc
thubc khéng cholinesterass, th udc chéng dbng, salicylat. Cac nghién el v& vén dé nay chua
thuc hién voi thude nhd mit. é‘{
Téc dyng khong mong muon clia thube P
Che the dung khéng mong muén duge pb 4n loai theo tAn sudt nhu saur”
Rét phd bidn (T?m suét 1/1 0), phd bién (1-n sudt 1/100 dén < 1/10) {t gitp (tin sudt 1/1000
dén < 1/100), hifm (tén subt l/ 0000 dén < 1/1000) rAt hifm (thn S'é < 1/10000) hodc
khong duoc bidt dén (chuz 6 s lidu théng k& cu thé)
Tdc dung khong mong nurbn do sir dung dexamethason bao gonu
Réi loan mét: ‘
Rét phd bién: Ap luc ndi rhin tang (sau 2 t udn didu tri)

chi nho huoc ngia, rat, nhin mé. Cde tridu chimg nay thudng
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Phd bién: Khé chiu & mét sau |
nhe va thodng qua, khdng d¢ lai héu qua /*,.-5
¥
LA -




3

It rlu}.. Cée ddu hidu friéu chimg cla df dng va nha}' cam ¢6 thé xay ra, lam cham qué trinh
didu ui {3ng neuy co hinh thanh duc thay tinh 1hé, nhim tring co hoi va téng nhin p.
RAt hifm: an né( mac, phit i i, vidi wdng LS die do corlicoid glly ra, vitm gide mac,
mong gifie mye, phi @fa'z"u, mac va lo¢t. O bénh nhén bj tac dung phu méng gidc mac ¢ nguy
co bi thiing gide mac df o biét trong diéu rj corticoid kéo dal.
RAi loan chung: l\.hl didy i corticoid kéo dai, hép thu {oan than cb thé x Ay va va gay ra uc
ché chire ning tuyén thugng thin.
Tdc dung /{fzonc neong mubr do si a’zuzg moxifloxacin bao gdm:
- Mdu va réi 10&11 hé théng bach huyét (hiém gap): Haemoglobin gidm.
- Réi loan hé théng midn dich (khong dwoe biét dén): Qua man
- Ré&i loan ha than kinh:
+ ft gcp Pau dhu.
+ Hiém: Df cam.
+ Khéng duge biét dén: Chéng mit.
- Réi loan mat:
+ Phd bién: Pau mit, mzu/ mét
+ [t gip: Sung huyét mat, kho miét, viém gide mac, xudt hu ét két mae, ngira mét, phit mi
mat, khé chiu & mat, '

A

+ Hiém gdp: Ton thuong bidu mo gide mac , 181 loan gide mac, viém két mac, viém bd mi,
sung mét, phi k &1 mac, nhin mé, thi fue 01ém ban @6 mi mét.

+ Khong duoc biét dén: Vitm loét gide mae; ting nhan ép, duc gide mac, s¢ énh séng, phtt mi
mc«i, chiy nude 'ma.t, cam gidc cd'beng mét. . ‘ . .
- Réi loan tim (khéng duoe biét'dén): Danh trbng ngwe.

- Réiloan hs Ezép, léng ngue:
+ Hiém g&p: Kho chiu & mii, dau hong.

+ Khéng dugc biét dén: Kho the

- R&1 loan titu héa:

It gap: Réi Toan vi gide

+ Hidm ggp: Nén

+ Khdng duoc bidt ¢én: Budn ndn

- Réi loan gan mét (hiém gp): Téng men gan

- Dava 161 loan m6 duéi da (khéng duge biét dén): Ban d6, phét ban, ngia, may day...

Thong béo clo bdc si nkitng tic dung khong mong mubn gip phil khi sit dung thude

Qua lifu va cdeh xi tri

Khi ding ngodi, chua cé truéng hop qué 11cu Qung dich nho mét chira moxifloxacin v
dexamethason nao dugc béo cdo. Thing tin vé & qui lidu cta thubc con han ché. I\hj nho mit

“D
qua lidu c6 thé rira mét ngay baug nuéc Am dé loai bo thude. Khong nhé theém thude vio mat
cho 161 thot diém ding lida iép theo. /f/(
Péc tinh duge lye hoe /»417 4
Nhém duge Iy Phéi hop khing sinh nhém flucroquinelen va gleocor‘écoid (/{ .

Mg ATC: SOICAQOL
Co ché tie dung
AMox zﬂm aCi:
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Co ché 1ac dung cua m

&én su e ché enzym topoisomer
sau cliép, sha chita

fluoroguinolon tée dylig
Gram (+) thi nguoce iq,l.

I't1y nghiém tinh nhay cam cia moxifloxacin

loxacin (cfing nhu cée khéng sinh fluo oqanw]on kh4
ase TV va ADN gyrase. Cée enzym-nay cdn cho sy tél tao,
va két mp lai ADN ciu vi Khndn, G cge vi khodn Gram (), ciie

chilt §cu vao ADN gyrase

¢) lién quan

¢ hon & topoisomerase IV, con & vi khuén

Clus ¢é dif 1idu v& su tuong quan duge 1§ v6i 4t qua 14m sang cia moxifloxncin khi sty dung
theo dudng dung tai chd. Theo ket qué cﬁa Uy ban Chau Au vé kha ning khang khudn nhay
cim dua trén cc gid tri dich t€ ¢6 ngudn gbe tir dwdng eong phén phdi MIC (ndéng do tic ché

141 thifu) dé chi ra sy nhay
Corynebacterium
Staphylococeus wureus
Staphylococcus, coag-neg,
Streptococcus pneumoniae
Streplococcus pyogenes
Streptococcus, viridans group

Enterobacter spp.

Haemophilus influenzae

Klebsiella spp.

Moraxella catarrhalis

Morganella morganii

Neisseria gonorrhoeae

Pseudomonas qeruginosd

Qmaw marcescens

Ty 12 d& khang co thé khéc nhau v& mit dia I -

cam cia moxifloxacin

Khéng ¢b théng tin
0,25 mg/l

0,25 mg/l

0.5 mg/l

0,5 mg/l

0,5 mg/l

0,25 mg/l

0,125 mg/l

0,25 mg/l

0,25 mg/l

0,25 mg/l

0,032 mg/l

4.0 mg/l

1.0 mg/]

v4 thoi gian ctia céc loal khéng khéng sinh d&c

biét trong nhifm khuédn ning. Khi fua chon thubce khéng sinh, béc s1 nén cén nhic vi tri v
timg dia phuong Khéc nhan 3 Tua chon thude thich hop, '

Moxifloxacin nhay cdm voi céc vi sinh vat saw

Vi sinh viit nkay cim thong thiwdng
Vi khuén eram duong hidu Khi:
- Ho Corynebacterivim beo gom:
+ Corynebacterivum diphiheriae
+ Staphylococeus aures (nhay cAm véi methic
+ Streptococcus preumoniae
+ Streptococcus pyogenes
+ Nhdm Streprococcus viridans
Vi khufin Gram &m higu khi:
"*“m'erobac:zer cloacae
Tuemophilus influenzae
]\/.7 bsiella oxytoca
Moraxella cararrhalis
Serraiia marcescens

Vi khuén ki khi:
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Froprionibacierivm aones
( 4o vi khuin khéc;
“hlunyadic 0 acliomiatis
Mt 56 loai vi kluudn 4 kling:
Vi khndn gram duong hiéu khi;
Staphviccoceus aureus (& khang methieillin}
Staphylecoccus, coagulase im tmh (dil khéng methicilling

Vi khudn gram &m hiéu kii:

Neisseria gonorrhoeas

Céo vi khugdn khac:

Khéng ¢o.

Dexametfiason:

Dexamethason Ia fluomethylprednisolon, gluomm ticoid tbng hop, hdu nhw khéng tan tr ong

nude. Cée glucocorticoid tée dung béno céch gén lcdt vao thu thé & & bao, chuyén vi vao

nhén t bio va & d6 d2 thc ddng dén 1 sb gen dwoce dich ma. Céc glucocorticoid ciing con cé

mét sb tac dung truc tidp, c6 thé khong qua trung gian gin két vao thu thé. Dexamethason cé

tac du.m chinh ctia glucocorticoid 1a chéng viém, chéng di tmg va (e ché mifn dich, ¢6 tac
mg &n cin bing dién gidi thi &t it. V& hoat luc chéng viém, dexamethason manh hon

Iny d ocortison 30 1an, ma.nh 10.111Le.m\olon 7 14n,

Dexzamethason cfing dvoc ding tai chd dé tra vio | cé‘n mac ¢é diéu ti cb’imo viém hay di Gng
& mét. Lidu phép comcostcrmd tra mét khong cera khéi bénh nén cén xéc dinh loai trr
nguyén nhén viém. néu o thé, ‘

Pictinh duge ddng hoe

Moxifloxacin st dung tai chd trén mét, moxifloxacin duoc hipthu vao hé thdng tuén hoan.
Néng b frong trong huyét trong ctia moxifloxacin duge do & 21 nam va nit sau khi ding
lidu tei chd bang c4ch nho 3 n/ngay x 4 ngdy, gia tri trung binh tyong tmg & trang thai 5n
dinh chia Cmax vA AUC 14 2,7 mg/ml va 41,9 ng.l/m], Thoi gian bin thai cta moxifloxacin
duge ude tinh khodng 13 go.

Sau khi ding tai chd trén mét, dexamethason duoc hip thu vio trong thiy dich, gide mac,
mbng mét, mang mach, thé mi v vong mac. Hp thu hodn todn ¢6 th& x4y ra nhung chi déng
k& khi diing liéu cao hon hodc trong diéu tri nhi mé réng. Dexamethason natri phosphat
nhanh chéng dupe bién ddi thénh dexamethason sau khi st dung. Lén dén 77%
dexamethason duge lién két véi protein. Hon 60% dexamefha'ton duge thai wir qua nude tidu
trong vong 24 gid, Thoi gian bén thél cia dexamethason x8p x13,6 £ 0,9 gid. ﬁﬂ( e
Quy cach déng gbi: o annll

Hop 1 dng 2 ml. Hop 1 éng3 ml. Hap 1 éng 5 ml. Hap 1 ng 8 ml. Hop 1 bng 10 ml.

.

Hoplwvins ng 0,4ml. Hép 2 vix 5 dng 0,4ml Hép 4 vix 5 8ng 0,4ml. Hop 10 vix 5 éng
0,4ml.

o

HFop 1 vix 5 éng Iml. Hop 2 vi x 5 éng 1ml. Hop 4vix 5 bng lml. Hop 10 vi x 5 bng 1ml.
Bio quan: Béo quén trong bao bi km, tranh Am, trénh dnh sdng, nhiét 46 dwéi 30°C
Han dung: 24 thang k& ti ngay san xudt. 15 ngay sau khi mé nap {’t i

|

Tiéu chudn chit lwong: Tidu ch uén co so : &




o cpetaw
Cong ty ¢0 phin duge phiam CPCL Ha N§i
Cum cong nghiép Ha Binh Phuong, Thudng Tin, Ha N
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