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TEM DOANH NGHIEP NHAP KHAU

(S& duoc dan trén hop sau khi hang dwoc nhap vé Viét Narﬁ)'~._

DN nhép khiu:
VIMEDIMEX BINH DUONG

Sé 18 L1-2 VSIP II, Puong s6 3, KCN Viet | /|4
Nam Singapore 2, Thi Dau M#t, Tinh Binh
Duong.

(Kich thuoc tem: 1,2 x 3,0 cm)
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HXA*

o din sir dung trwedc khi ding.

tay tré em.

Thong bido ngay cho bidc sj hodc dwoc sy nhitng tic dung khéng mong mubn gap phdai khi sic dung
thudc.

Néu cin thém théng tin xin héi y kién bdc sj.

Thudéc bin theo don.

THANH PHAN
Méi ml dung dich ¢6 chira:
Hoat chit:

Moxifloxacin hydroclorid 5,45 mg twong duong véi 5,0 mg moxifloxacin va dexamethason dinatri
phosphat 1,10 mg tuong duong véi dexamethason phosphat 1,0 mg.

Ta dwoye: edetat dinatri dihydrat, acid boric, natri clorid, sorbitol, tyloxapol, natri hydroxyd va/hodc
acid hydroclorid, nudc tinh khiét.

DANG BAO CHE
Dung dich nho mat.

Dung dich nho mit VIGADEXA la dung dich v6 tring, mau vang luc dén mau vang.

CHI PINH

Dung dich nho mit vo tring VIGADEXA duoc dung dé diéu tri nhiing truong hop nhiém khuan ¢

mat, gay ra bai cac vi khuan nhay cam va dé ngén ngua tinh trang viém va nhiém khuan c6 thé xay ra

sau phau thudt & mit.
LIEU DUNG VA CACH DUNG

Licu dung

Dé phong ngira viém va nhiém khuan sau phau thuat ¢ mat, nho | giot dung dich, 4 lan trong ngay
vao bén mit phau thuat, bt diu 1 ngay truéc phau thuat va kéo dai thém 15 ngay sau phau thudt. Vi
bénh nhan phiu thuat duc thuy tinh thé, nho thudc ngay sau khi phau thudt xong. V&i bénh nhan phau
thudt khiic xa bing LASIK, nho thudc trong vong 15 phit sau khi phéu thuat.

Vi bénh nhan bi nhiém khuan mat do cac vi khudn nhay cam, nho thuoc 4 lan/ngay, moi lan 1 giot,

trong 7 ngay hoac theo su chi dan cua bac si.
Nguoi cao tudi: khong cian dicu chinh licu khi su dung cho nguoi cao tuoi.
Tré em: Hiéu qua va do an toan cua thude trén tr¢ em chua duoe xdc 1ap.

Suy gan va suy thin

P Vigadesa Mosiflosacin 0.53% Dexamethason 0 1% Brazl CODS TDOC-0031719 % 1.0 Mar2016 VYN T eh2017 i
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Chuwa c6 nghién ciru ndo durge tién hinh trén bénh nhan suy gan va suy than

Cich dung

Chi dimg dé nho mit.

Sau khi mé& ndp, néu vong gan dam bao bi rdi ra, cin thao bé no di trude khi dung thudc.

De tranh tap nhiém vao dau nho thude va dung dich thude, tranh dé ddu nho thude cua lo thude tiép
x{ic v&i bat cir vat ndo. Pong chit nép lo thude sau khi dung.

Nén 4n vao 6ng dan 1é hoac nhdm mét nhe sau khi nho mét. Diéu nay c6 thé lam giam sy hap thu toan
thén cuia thude qua miét va givip giam tac dung khong mong mudn toan than.

Néu dang dung nhiéu hon mot loai thue nho mit, cac loai thude phai duge ding cach nhau it nhat 5
phit. Thuéc m& tra mit can dung sau cling.

CHONG CHI PINH

e Qua min véi moxifloxacin, dexamethason, bat cr ta duoc nao cia thudc hoac cac quinolon khéc.
e Viém giac mac do Herpes simplex.

* Bénh dau bo (vaccinia), thuy dau (varicella), va nhiém virus khac & gidc mac hodc két mac.

e Céc bénh do nim ctia cu tric mét hodc nhiém ki sinh tring khong duoc diéu tri. ?/'
e Nhiém khuan lao & mt.

e Bénh nhan bi glocdm hodc cac bénh co thé gdy mong gidc mac hodc cung mac mit.

CANH BAO VA THAN TRONG

Chi dung dé nhé mit.

KHONG DUQC TIEM.

Khong dugce tiém dung dich nho mét VIGADEXA dudi két mac hodc dua tryc tiép vao tién phong cua
mat.

o O cac bénh nhan dung quinolon dudng toan thin, phan tng qua man nghiém trong va doi khi gy tir
vong (sdc phan vé) di dugc bao cdo, mot sb trudng hop ngay sau lidu dung dau tién. Mot s6 phan
ung di kém vai truy tim mach, bat tinh, phu mach (phu hau hong, thanh quan hodc phu mat), tac
nghén duong tho, kho thd, may day va ngira. Néu xay ra phan Gng di tmg véi moxifloxacin can
ngirng dung thude ngay. Céc phan Umg qua man cdp tinh nghiém trong cin duge cép ctru kip thoi.
Cho thd oxy va kiém soat duong the tuy thude theo tinh trang lam sang.

e Sur dung corticoid kéo dai ¢6 thé dan t6i tang nhidn ap v@/hodc glocom kém theo ton thuong than
kinh thi giac, giam thi luc, giam thi truomg va gdy duc thiy tinh thé dudi bao sau. Bénh nhan dung
thube nho mat corticosteroid kéo dai can kiém tra nhan ap dinh ky va thuong xuyén. Diéu nay dac

biét quan trong doi vdi bénh nhi vi nguy co tang nhin ap do ding corticosteroid ¢ tre em ¢o the cao

1 Visadesa Mosillosacin 0.3% Desamethason O 1% Brazil CODS 1DOC-003 17190 10 M 2006 VN 1eh2017 200
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hom va xay ra sém hon so véi & ngudi 16n. Dung dich nha mat VIGADEXA khang diroe phé duyét
dé st dung cho bénh nhi.

Nguy co tdng nhén ap do dung corticosteroid vi/ hodc duc thiy tinh thé tang [én & nhitng bénh nhén
d¢ nhiém bénh (vi du; bénh nhan dai thio dudmg).

» Khi diéu ui bang fluoroguinolon dudng toan than co thé xudt hién viém va dut gan. Do dé can
ngimy diéu tri bing dung dich thudc nhé mit VIGADEXA ngay khi xuét hién nhitng ddu hiéu dau
tién cla viém gan (xem muc PITAN UNG BAT LOI).

o (6 thé xdy ra hoi chimg Cushing va/hode trc ¢ché tuyén thuong thin do dexamethason ding tai mat
duoce hfip thu vao hé tudn hoan sau khi diéu tri tich cuc hodc lién tuc trong thon gian dai & nhiing
bénh nhén c6 yéu t nguy co (xem muc TUONG TAC THUOC). Trong nhitng trudng hop nay,
khéng nén dimg diéu tri dét ngdt ma nén giam ding thude tir tir,

» Corlicosteroid co thé lam giam stc dé khang va tao diéu kién nhiém vi khuan khong nhay cam,
nhiém nam hodc vi rit hodc ki sinh tring va che lap cdc dau hi¢u lam sang cia bénh.

¢ (Can can nhic dén kha nang bi nhiém ndm & nhimg bénh nhan bj loét gidc mac kéo dai.

e Corticosteroid dung tai chd ¢ maét ¢6 thé lam cham su hdi phuc vél thuomy giac mac. Da biét vié
dung thude chéng viém khong steroid (NSAIDs) tai ¢hd ciing lam cham hodc tri hodn su phuc hoi
vél thuong. St dung ddng thoi thude chdng vidm khoéng steroid va steroid tai chd cé thé lam ting
nguy co doi voi vin dé hdi phuc vét thrwong (xem muc TUONG TAC THUOC).

e V&1 nhitng bénh lam mong giac mac hodc cung mae, dd cd gip gly thung cac bd phdn doé sau khi
duing corlicosteroid tai chd.

e Sir dung dai ngay cac khang sinh ¢6 thé din dén su phat trién qua mirc cac chung vi sinh vat khong
nhay cam, bao g@)m nam. Néu xay ra boi nhiém, can nglrng dung thude va tién hanh phuong phap
diéu tri thay thé.

TUONG TAC THUOC

Sir dung dong thoi steroid ding tai ¢chd véi thude chong viém khéng steroid (NSAIDs) tai chd co thé

lam tang nguy co doi véi van dé hdi phuc vét thuong gide mac.

Néng do cua dexamethason trong huyét twong ¢6 thé tang lén & nhitng bénh nhan diéu ti bang

ritonavir (xem ph?m CANI BAO VA THAN TRONG).

PHU NU CO THAI CHO CON BU VA KHA NANG SINH SAN

Phu nir ¢d thai

Dt lidu vé vige sur dung dung dich nho mat VIGADEXA trén phu nit mang thai van chua c6 hodc con

han ché.

Vice didu tri corticoid toan than kéo dai hode 1ap lai trong thad ky mang thai ¢6 lién quan dén nguy co

gia tang s cham phat trién cua thai trong tu cung. Can quan sat can than cac dau hi¢u cua hot chimg

Py teadexa Mosifoxacin 3% Desaniethason 1% Bragil CO1S TROC-005 1719 v 10 M2l 6 VYN Feb2 7 R
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suy giam chirc ning tuyén thuong than & nhitng tré so sinh ¢ me ding liéu corticosteroid déu dan
trong khi mang thai (xem phan CANH BAO VA THAN TRONG). Nghién ciru trén dong vat khong
chi ra moxifloxacin gay doc tinh sinh san truc tiép. Tuy nhién, dexamethason gdy doc tinh sinh san
dong vat khi dung duong toan than. Sir dung dexamethason 0,1% tai miat ciing dan dén di dang thai
nhi & tho (xem phin THONG TIN TIEN LAM SANG). Khéng khuyén cdo sir dung dung dich nho
miét VIGADEXA khi dang mang thai.

Cho con bu

Chua biét dung dich nho mit VIGADEXA c6 bai tiét vao sita ngudi hay khong. Céc nghién ciru trén
dong vat cho thdy thudc c6 bai tiét mot lwong nho vao sita sau lidu udng moxifloxacin. Mic du, duong
nhu moxifloxacin va dexamethason khéng tim thiy trong sita me hodc c¢6 kha nang gay ra tic dung
lam sang & tré so sinh khi me sir dung thude, nguy co & tré bt me 1a khong thé loai trir. Can quyét dinh
¢o can dung cho tré bd me hodc nging/tranh diéu tri khi can nhac loi ich cua viéc bu me ctia tré va loi
ich diéu tri @ me.

Kha nang sinh san ( )/

Dir liéu 1dm sang danh gia tac dung ctia moxifloxacin hodc dexamethason trén kha nang sinh san &
nam giGi va nir gidi con han ché. Dexamethason va moxifloxacin khéng anh huong dén kha niang sinh
san & chudt (xem muc THONG TIN TIEN LAM SANG).

ANH HUONG CUA THUOC POI VOI CONG VIEC

Nhin mo tam thoi hodc nhimng rdi loan vé thi luc ¢6 thé anh huong téi kha nang lai xe hoéc van hénlg*
may moc. Neu bi nhin mé khi nhé mat, bénh nhén can chd cho téi khi nhin 6 roi méi dugce phép tiép)

. W - . . )
tuc lai xe hoac van hanh may mac.

PHAN UNG BAT LOI / ~

N
Bing tong hop cac phan tng bat loi N
Cac phan ung bét loi sau day da dugc bao co trong cac thir nghiém lam sang voi dung dich nho mat N

VIGADEXA dugc phan loai theo cac quy udce sau: rat pho bién (>1/10), pho bién (> 1/100 dén <1/10),
khong phé bién (>1/1.000 dén <1/100), hiém (>1/10.000 dén <1/1.000) va rat hiém (<1/10.000).
Trong mo6i nhom tan sudt, cac phan tmg bat loi duoc sép xép theo thir tr muce dd nghiém trong giam
dén.

f ) Phan tng bat loi
Phan loai hé¢ thong co quan _
[thudt nglr cua MedDRA (phién ban.15.0)]

R61 loan tam than Hiém: mat ngu [

|
R61 loan heé than kinh Khdéng pho bién: ol loan vi glac \\
R61 loan tal mat Phs bién: ngira mat. kich tmg mat

d I ST Most losactn Vial) methason 0 1% 1  CCDS TPROCAAOOSITI9 s 1O Nar2006 VS Feh 2o Wl
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Khong pho bién: nhin mo, dau mi mat

R6i loan hé ho hip, 16ng nguc va trung thét Khéng phé bién: dau miéng-hdu

Céc phan g bt loi khac duoc xac dinh tir cac giam sét sau khi luu hanh dugce liét ké sau day. Khong
thé udce tinh tan sudt tir nhirg dir liéu o sin.

, Phin ng bét loi
Phén loai hé thong co quan
[thuat ngit cuia MedDRA (phién ban.15.0)]

Réi loan tai mat Chuea biét: sung huyét mit

Thong bdo che bic si hodc dwge si ciia ban nhing tic dung khong mong muon gip phii khi sie
dung thube. Bao gom ci cic tic dung khéng mong muén chwa dugc liét ké trong huéng dan si
dung nay.

QUA LIEU
Do déc diém cha ché phim nay, du doan khéng c¢6 ddc tinh khi nho mat qua liéu hodc khi nudt nham
mdt lo thude vao dudng tiéu hoa.

Néu nho qua nhiéu thubc vao mat, can ria sach voi nhiéu nuée am. Khong nho thém thude vao mat
cho 161 thoi diém dung lidu tiép theo.

PAC TINH DUQC LUC HQC

Nhém duge ly: Corticosteroid phdi hop vai khang sinh
Ma ATC: SO1CAOQ]

Co ché tac dung:

Dexamethason/Moxifloxacin 14 dung dich nho mat dang truong phoi hop moxifloxacin hydroclorid va

dexamethason natri phosphat.

Nhimg bénh nhan dugc khuyén dung tri licu phéi hop khang sinh va chat chéng viém nho mat bao
goém nhirng bénh nhan duoc chi dinh phdu thuat mit nhu m6 duc thuy tinh thé hodc phdu thuat 1t
khic xa. Nho mat két hop khang sinh va steroid cho cac bénh nhén nay thu duoc nhitng loi ich nhu
sau: thude steroid tre ché viém trong khi thube khang sinh kiém ché sy phat trién cua cac vi khuan co
kha nang gdy bénh nhay cam va cling co tac dung phong bénh. Rat nhi¢u chung vi khuan co lién quan
(&1 viém ndi nhan sau phau thuat chinh la nhitng vi khuan thuong cu trit xung quanh mat.

Moxifloxacin la mot {luoroquinolon thé hé 4, c¢o tac dung tc ché men DNA gyrase va men
topoisomerase 1V 1a cac men cén thiét tham gia vao qud trinh sao chép. chinh sira va tai tao DNA cua
vi khudn. Dexamethason 1a mot corticosteroid tac dung trung binh ¢o kha nang tham nhép 16t vao cac

mo mat. Cac corticosteroid ¢6 tac dung chong viém cling nhu co mach. giam dap ing viem va cac

Pl Visadexa MoxiTosaein 089 Desamethason O 1% Brazl CODS TDOC-003E7190 10 Mar2006 VN Feh2017 Shu
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triéu chitg & nhidu bénh nhing vé co ban khéng chira khai nhitng bénh nay.

Co ché chinh xac ciia tac dung chdng viém cla dexamethason 14 chua r8. Dexamethson &e ché céc

cytokin gy viém khic nhau va tao ra cac tic dung didu hoa glucose va didu hoa thang bang dién giai.
Tac dung duge lye hpe:

Dexamethason 13 mét trong nhitng corticosteroid manh véi tac dung chéng viém manh hon
prednisolon va hydrocortison.

Co ché khang thubde:

Su dé khang cta vi khuan véi cac fluoroquinolon, ké ca moxifloxacin, thudmg xay ra do dot bién
nhidm sic thé trong cdc gen mad hoa men DNA gyrase va men topoisomerase 1V. G vi khuan Gram
4m, sy dé khang v&i moxifloxacin cé thé do su dot bién trong cac hé théng gen. Su dé khang chéo
gitra moxilloxacin va cac khang sinh beta-lactam, macrolid va aminoglycosid kho ¢6 thé xay ra do sur
khdc nhau vé co ché tac dung ctia céc khang sinh nay.

Gia tri ngudng

Ngudng ndng do ue ché t6i thiu (MIC) (mg/l) duoc thiét 1ap bai Uy ban chdu Au vé tht nghiém tinh
nhay cam khang sinh coa vi khuin (EUCAST) nhu sau (S: nhay cam va R: dé khang):

o (Cac loai Staphylococcus §<05;R=1
o  Streptococcus A, B, C, G <05 R>]
s Streptococcus preumonice S<05:R>05
e [laemophilus influenzae S<0,5;R>0,5
e Moraxella catarrhalis §<0,5R>05
¢ Ho Enterobacteriaceae S<0,5R=>1
e (Cic loar khae S<05R>1

Viée xac dinh ngudng néng dd in vifro rat hitu ich trong dw doén hidu qua dicu ui ldm sang cua
moxifloxacin khi diing thude dudng toan than. Gia tri ngudng nay cd thé khong duoc ap dung khi
dung thude dé nho mit do nong d6 thudc cao hon duoce hép thu vao mat va cac dac tinh vat ly/hoéa hoc

tai mat ¢6 thé anh hudng dén tac dung cia thude tal vi tri nho mat.

Tinh nhay ¢cam cua vi khuan vat khane sinh:

Ti 1é dé khang vdi khang sinh co thé khac nhau tay theo vi tri dia Iy, cling véi thoi diém ldy mau va
cac thong tin v& sy dé khang thude tai dia phuong [a rat cn thiét, dac biét wrong truong hop diéu tri
cdc bénh nhidm tring nang. Khi cin thiél, nén xin y kicn cta cac chuyén gia trong truong hop khang
xac dinh duoe ti 1é dé khang thude tai dia phuong trude khi sir dung moxifloxacin dé diéu tri mot so

loat nhiém trung.

CAC LOAI NHAY CAM THUONG GAP

I Vigndena Mosillovacin 0.3% Desamethason ¢ 1% Brazil CODS 1000051719 4 Lo Nie2016 VN Feh2p |7 fi [0
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Vi sinh vit Gram dwong hiéu khi:
Céc loai Corynebacterium, ké ca
Corynebacterium diphtheriae
Staphylococcus aureus (nhay cam véi methicillin)
Streptococcus pneumoniae
Streptococcus pyogenes
Nhom Streptococcus viridans
Vi sinh vat Gram am hiéu khi:
Enterobacter cloacae
Haemophilus influenzae
Klebsiella oxytoca
Moraxella catarrhalis 14—~
Serratia marcescens
Vi sinh vat ky khi:
Proprionibacterium acnes
Cac vi sinh vat khac:

Chlamydia trachomatis

CAC LOAI CAN QUAN TAM DEN SU PE KHANG THUOC

Vi sinh vat Gram duong hi¢u khi:

Staphylococcus aureus (khang methicillin)

Staphylococcus, cac loat am tinh v&i men coagulase (khang methicillin)
Vi sinh vit Gram am hiéu khi:

Neisseria gonorrhoeae

Cac vi sinh vat khac:

Khong ¢o

| VISINH VAT MA SU DE KHANG VOI THUOC DA PUOC BIET TRUGC

PU Vicadesa Moxifloxacin 0.5 Desamethason 0 1% Brazl CCDS TROC-0051719 3 1.0 Mar2006 VN Febh2017 714
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Visinh vt Gram Am hiéu khi:
Pseudomonas aeruginosa

Cac vi sinh vit khac:

Khong co

Tinh an toan va hi¢u qua

Tinh an toan cta dung dich nho mat moxifloxacin/dexamethason dugc chimg minh trong nhitng thu
nghiém 1am sang & lidu chi dinh bao gém nhitng bénh nhan thdm nhiém giac méc, viém by mi do vi
khuén, viém gidc mac va viém két mac do vi khuan va phong ngira viém sau phau thuat.

DAC TINH DUQC PONG HOC

Duoc dong hoc toan than cuia moxifloxacin va dexamethason chua dugce nghién ciu ¢ nguoi khi dung
tai chd dung dich nho mat Moxifloxacin 0,5% hoic dang gel. Tuy nhién, dugc dong hoc cua

moxifloxacin va dexamethason khi dung duong uéng, tiém tinh mach hodc dung tai mét da duoc xac
dinh ro.

&1

Y
\
\

L\

Hfip thu

Moxifloxacin: Su xam nhdp cua moxifloxacin vao giac mac duge danh gia trén cac bénh nhan nguoi
I6n phdu thudt duc thé tinh thé sau khi dung tai chd dung dich nho mat Moxifloxacin 0,5%.
Moxifloxacin dé dang xam nhip vao giac mac va hép thu tot, gia tri nong dé dinh trung binh (Cmax)
dat duoc trong thiy dich trong vong 2 gio sau khi dung ché do liéu 2 ngay, mdi ngay 4 ldn (vao ngay
truée khi phdu thuat va trong ngay phiu thuat, mdi ngay 4 lan, mdi lan 1 giot) 1a 1,61 + 1,26 pg/mL va
Cmax dat duoc trong vong 30 phat khi dung ché dé liéu 1 ngay (4 lan trong ngay phau thuat, moi lan 1
giot cach nhau 15 phat) 1a 1,55+ 0,71 pg/mL.

Nbéng dé huyét twong cia moxifloxacin da duge do & nhitng ngudi truong thanh nho mat dung dich
moxifloxacin 0,5% 3 1an mdi ngay. Gia tri nong do dinh Cmax trung binh ¢ trang thai can bang (2,7
ng/ml) va mirc do hap thu hang ngay du tinh (AUCO-00;41,9 + 15,6 ngeh/mL) thip hon 1.600 va
1.000 14n Cmax va AUC thu duoc sau khi ubng moxifloxacin véi liéu diéu tri 400 mg. Thai gian ban
thai huyét twong cua moxifloxacin ude tinh khoang 13 gid. Trong cac nghién ctru duge ddng hoc duge
bao cdo trong y van, moxifloxacin dugce hap thu nhanh khi ding duong ubng & nhimg nguoi tinh

nguyén khoe manh va sinh kha dung dat 161 da gan 86%.

Dexamethason: Sau khi ding tai ché dung dich nho mat dexamethason 0,1% ¢ bénh nhan phau thuat

duc thuy tinh thé, ndng dé dexamethason duoc phat hién trong thuy dich sau 30 phut dung thude va
dat dinh sau 90 — 120 phat véi nong do trung binh la 31 ng/mL. C6 thé phat hién duoc nong do thap
trong thay dich sau 12 gity dung thude. Sinh kha dung dudmg udng ctia dexamethason dao dong tir 70-

80% ¢ nhiing doi twong binh thuong va ¢ bénh nhén.

- A
Phian bo
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Moxifloxacin: O ngudi, thé tich phan bd & trang thai 4n dinh 13 khoang 2,0 L/kg véi thoi gian ban thai
trung binh khoang 15 gitr. Ti I& gén véi protein huyét twong 1a khoang 48%. Luong protein gin véi
thudc 12 6n dinh trong khoang ndng d6 huyét twong duoc kiém tra (0,05 dén 4,7 mg/L).

Dexamethason: O nguoi, thé tich phén bd & trang thai én dinh 14 0,58 L/kg. In vitro, khong quan sat
thay su thay déi ctia protetin huyét tuong gin véi dexamethason trong khoang ndng do tir 0,04 dén 4
ng/mL véi ti t& trung binh gén voi protein huyét twong 1a 77,4%.

Chuyén hoa

Moxifloxacin: O ngudi, moxifloxain dugc chuyén héa qua con dudng Phase II thanh dang sulfat lién
hop véi amin bac 2 (M1) va glucoronid lién hop véi nhom carboxyl (M2).

Dexamethason: Sau khi dung duomg udng, hai chat chuyén héa chinh duge xic dinh 1a 6f-
hydroxydexamethason va 6-hydroxy-20-dihydrodexamethason.

Thai trir

Moxifloxacin: thdi gian ban thai déu 1a khoang 12 gio sau khi ding dung udng va tiém tinh mach. Do
thanh thai toan than cham, khoang 12 L/gid. Khoang 20% lidu ding duoc dao thai dudi dang khong
dbi vao nude tidu va do thanh thai & than 1a 43 mL/phat. M1 chu yéu bai tiét qua phéan (chiém 34%
lidu dang) va mét luong nho dugc tim théy trong nudc tiéu (3%). M2 chi bai tiét vao nudc tidu (14%).

Dexamethason: sau khi dung duong tiém tinh mach dexamethason, do thanh thai toan phan 13 0,125
L/gio/kg. Sau khi dung duong ubng, 2,6% dang khong dbi cua thuc gbc duge tim thay trong nudce

tiéu trong khi d6 70% luong thudc ¢ dang chuyén héa. Su khac biét nay khong phai do su thay doi

trong dd thanh thai toan phdn ma do su khéc biét vé thé tich phan bd va trong lugng co thé. .
Tuyén tinh/ khéng tuyén tinh :
Moxifloxacin: Dugc dong hoc cua moxifloxacin tuyén tinh trong khoang liéu tir 50 dén 800 mg sau
khi dang mét liéu don duong udng. Puong cong ndng do thude theo thai gian ¢ hinh dang tuong tu
nhau & tit ca céc liéu va khong phat hién su khac biét dang ké phu thudc liéu nao.

Dexamethason: Khong quan sat thiy dugc dong hoc tuyén tinh sau khi dung dudng udng & lidu tir 0,5

dén 1,5 mg khi AUC & dudi muc ti 1& voi liéu udng.

Mbi quan h¢ duge dong hoc/duge lue hoe

Mbi quan hé duge dong hoc/duoc luc hoc sau khi diing thudc nho mat chua duge thiét 1ap.
Duwogc dong hoc o nhirng ddi twong dic biét

Moxifloxacin: Duoc dong hoc cua moxifloxacin khong phu thudc tudi hodc gidi tinh khi so séanh giia
nhirng ngudi tinh nguyén 1on tudi va tré wédi. Chua cod nghién ciru nao vé duge dong hoc ¢ tré em
duoc cong bd. Khong cin phai diéu chinh liéu moxifloxacin ¢ nhing bénh nhén réi loan chiic nang
than hodc nhimg bénh nhan suy gan nhe dén trung binh. Dugc dong hoc ctia moxifloxacin trén nhimg

bénh nhan suy than nang chua dugc nghién ciru.
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Dexamethason: Dwrgc ddng hoc toan than ciia dexamethason khdng c6 su khac biét dang ké trén nhimg
bénh nhan suy than so véi nhitng ddi tuong binh thuong. Dugc dong hoc & tré em thay doi giita cac
nhém tudi nhung quan sat thdy nhimg bién thién lon giita cac bénh nhan.

THONG TIN TIEN LAM SANG
Trong cac nghién ciru tién 1am sang chi ra rang tac dung ciia moxifloxacin & ndng do cao hon ndng do
khi dung & ngudi it ¢6 lién quan dén viéc sir dung trén lam sang.

Dit lidu tién 14m sang dua trén cac nghién ciru thong thuong vé doc tinh lidu lap lai, ddc tinh trén gen,
kha nang gy ung thu, hodc doc tinh trén sy sinh san va phat trién cho thdy sir dung dexamethason &
mét véi lidu diéu tri duoc khuyén cdo khdng gdy nguy hiém & nguoi.

TINH TUONG KY
Khong ro. ( E/,
HAN DUNG

24 thang ké tir ngdy san xuat.

Vit bo lo thude sau khi md 1o 30 ngay.

PIEU KIEN BAO QUAN

Bao quan thudc o nhiét do khéng quéa 30°C.

QUY CACH DONG GOI

Hop 1 lo dém giot DROPTAINER* chita 5 ml.

CO SO SAN XUAT

NOVARTIS BIOCIENCIAS S.A.

Av. Nossa Senhora da Assun¢do n°.736 - Butanta

CEP 05359-001 - Séo Paulo - SP - Brazil.

Phién ban: CCDS TDOC-0051719 v.1.0 Mar2016/VN Feb2017
Licensed to Alcon by Bayer Intellectual Property Gmbl.

* nhan hi¢u thuong mai cua Novartis
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