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Solution for eye drops

| i i Screw the cap as firmly as
‘ | 1% mg Moxifloxacin /2 ml

possible to make a hole.

éng cang gén mét cang
nhung khéng cham vao

bop nhe, nhé timg giot]
m’t &

without touching it

Bao quan: Noi kho réo, thoéngn
tranh anh sang, nhiét do dwdi 30°C.

Quy cach: Hop 1 lonhwa2 mi

Cac thdng tin khac xin xem trong ter | |
hwéng dan sir dung

Doc ky dan sir dung m:éc

Démuécmhxa,t?m Vi tré em i

| Nha san xuit:

CONG TY CO PHAN DUPQ'C PHAM
CPC1HN

Cl.-n cong nghig¢p Ha Binh Phuong,
A Thirémg Tin, Ha Noi

|

to the eye as possible|

fl

Mé(/iégé’

g >

m?..,mm‘ Moxieye

Dung djch nhé mat

| 10 mg Moxifloxacin /2 mi

1
| 4
>

Mom i oxacm hydrochlond

twong dueong voi:
Moxifloxacin..................10mg
Chi dinh, chéng chi dinh, than

trong, li ulu'qmgvhcéchdung
Xin xem trong t& hwéng dan sir |
dung. |
Pwong ding: Thubctramat. |

Composition: Each plastic
ampoule (2 ml) contains:
Moxifloxacin hydrochlorid
equivalentto
Moxifloxacin.................. 10mg
Indications, contraindications,
precautions, dosage and
administration: Please see in the
leafletinside.

| Storage: In the cold dry place,
| protect from light, below 30°C
| SBbK:

S616SX:
NSX: dd/mm/yy
| HD:dd/mmlyy
|

Nha san xuét:

CONG TY CO PHAN DUQ'C PHAM
§ CPC1 HN
Cym cong nghiép Ha Binh Phwong,
A4 Thirong Tin, Ha Noi
Nha phan phéi:
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Kiém tra tinh nguyén ven
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Check
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Screw the cap as firmly as l Dung dich nhé méat
possible to make a hole.

Solution for eye drops |

nho tirmg giot vao

Hold the dropper (tip
down) with the other
hand, as close to the eye
as possible without
touching it

Bao quan: Noi khé rao, thoan
mét, trdnh anh sang, nhiét dg
duwéi 30°C.

Quy cach: Hop 1 lonhya 10ml |
Céc théng tin khac xin xem |
| trong tér hieéng dan st dung 1
| Doc ky hwéng dan sir dung |
trwede khi dan
' Dé thubc trénh xa
tré em

m voi

Nha san xuét: |
CONG TY CO PHAN DUQC PHAM |
CPC1HN

Cum cbng nghiép Ha Binh Phurong,
499 Thyromg Tin, Ha Noi

Mdpmm“um mm
mwg:;g-u&ngmm|

'&mﬂoxmominﬂﬂnﬂ

Moxifloxacin hydrochlorid
twong duwong voi:
Moxifloxacin..................50mg
Chi dinh, chéng chi dinh,
than trong, liéu lwong va
cachdung:

Xin xem trong t& hwéng dan
| strdung.

! Pwéng dung: Thubctramét |

Composition: Each plastic
ampoule (10 ml) contains:
Moxifloxacin hydrochlorid
equivalentto [
Moxifloxacin..................50mg
indications, contraindications,
precautions, dosage and
administration: Please see in
the leaflet inside.

Storage: In the cold dry place,
protect from light, below 30°C

SBK:

S6L6SX:

NSX: dd/mmlyy
HD: dd/mm/yy

Nha san xuét:

| CONG TY CO PHAN DU'QC PHAM
| CPC1 HN
|

Cym cbng nghiép Ha Binh Phuong,
©PC I Thyong Tin, Ha Noi

| Nha phan phéi:
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Thanh phén:
Mdidng (5 ml) chira:

ﬁ_

Moxifloxacin hydrochlorid

smpouls beforsopening. | § _ Eo.:nn_._.m.:u&_
Moxifloxacin...........c...... 25mg
Xody nlp thep chiky mn unﬂe n 2._ djnh, ché bng chi a_a_.

26 mg Moxifloxacin /8 mi w__._ xem trong t& hudng dén st _
ung.

Dwéng ding: Thubc tramét

26 mg Moxifioxacin /6 ml

}
o thijt ] thiv tgo
Solution for eye drops \%/ Bl """ | Dung djch nhé it Hﬂ.hﬂ% U hegmg VA

Composition: Each plastic
ampoule (5 ml) contains:
Moxifloxacin hydrochlorid |
equivalentto |
Moxifloxacin.................. 25mg
Indications, contraindications,
uiﬁ_.&ooo. dosage and
administration: Please see in |
the leaflet inside.

Storage: In the cold dry place,
ua,ma from light, below 30%

n_q_..n: No'l kho réo, ﬁ___o._._m
nh dnh séng, nhiét &
n_k_._ 30°C.
Quy cach: Hop 1 lonhya 5ml
Céc théng tin khéc xin xem
trong t&r huréng dén str dung
Boc _ww h dén str dung
i din

Dé Scmo trénh xa tam véi

| tré em

| NSX: dd/mmiyy
HD: dd/mm/yy

| Nha san xuéit:
| Nhi sén xuét: [ mwozwioonzp:ucdn:t..
ooznioonxpzucﬂn_.zz._ Q. ,_.!n._;aa.i._.__izz.}..?p
:Di:nn.i%:’ui._v:uia A Thurémg Tin, Hil N8I
Thurémg Tin, Nha phén phéi: 7
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o COPHAN \=
x| DUGC PHAM ) * ) Moxieye
\e\ cPe1 Ha NB1 /5 .
\’o— /7 Dockj hudng din sit dyng truede khi ding
" Xuaw - '

Néu cin thém théng tin xin héi ¥ kién bdc sy, dwoc sj.
[Thanh phian] M&di 1 ml chira :
Hoat chdt: Moxifloxacin hydrochlorid twong duong véi 5 mg moxifloxacin.
Td duoc: Acid boric, borax, natri clorid, acid hydrochloric, natri hydroxyd, nude tinh khiét
vira du 1 ml.
[Dang bao ché] Dung dich nhé mit.
[Quy cich déng géi] :
Hop 1 lo nhya 2 ml
Hop 1 lo nhya 5 ml
Hop 1 lo nhya 10 ml
[Pac tinh dwge lwe hoc]:

Co ché tac dung ctia moxifloxacin (ciing nhu céc khang sinh fluoroquinolon khéc) lién quan
dén su trc ché enzym tosoisomerase IV va ADN gyrase. Cac enzym nay can cho sy tai tao,
sao chép, stra chira va két hop lai ADN cua vi-khudn. & cdc vi khuin Gram (-), cac
fluoroquinolon tic dung chu yéu vao ADIﬂ-_-gyrase hon 14 tosoisomerase IV, con & vi khuan
Gram (+) thi nguoc lai. TN

Moxifloxacin ¢6 tic dung véi hau hét céc ching cua céc vi khudn sau ca in vitro va trong
cac nhiém khuan trén 14m sang;

Vi sinh vat Gram ﬁl_m'ng hiéu khi

Corynebacterium. species* /
Microbacterium species il

Micrococcus luteus* (bao gdm nhimg chung vi khuin khang lai erythromycin, gentamicin,

tetraéYClin vé!hoé,ig.ﬁ‘imethoprim).

Staphyloéb’éic;gg:(fi?lreus (bao gébm nhitng chiing vi khuin khéng lai methicillin, erythromyecin,
gentamicin, ofloxacin, tetracyclin va/hogc trimethoprim)

Staphylococcus epidermidis (bao gém nhimg chung vi khuin khang lai methicillin,
erythromycin, gentamicin, ofloxacin, tetracyclin va/hodc trimethoprim)

Staphylococcus haemolyticus (bao gdm nhimg ching vi khudn khang lai methicillin,
erythromycin, gentamicin, ofloxacin, tetracyclin va/hodc trimethoprim)

Staphylococcus hominis (bao gdm nhitng ching vi khuin khang lai methicillin, erythromycin,

gentamicin, ofloxacin, tetracyclin va/hodc trimethoprim)

crciun
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Staphylococcus warneri* (bao gém nhitng ching vi khudn khang lai erythromycin)
Streptococcus pneumoniae (bao gdm nhimg ching vi khuin khéng lai penicillin,
erythromycin, tetracyclin va/hodc trimethoprim)

Streptococcus viridans group (bao gdm nhimg ching vi khuin khang lai penicillin,
erythromyecin, tetracyclin va/hodc trimethoprim)

Vi khuén Gram 4m hiéu khi:

Acinetobacter species*

Haemophilus alconae (bao gdm nhimg ching vi khuan khang lai ampicillin)

Haemophilus influenzae (bao gdbm nhimg chung vi khun khang lai ampicillin)

Haemophilus parainfluenzae*

Klebsialla pneumoniae

Moraxella catarrhalis

Pseudomonas aeruginosa

Céc vi sinh vat khdc: /
Chlamydia trachomatis ” /

* Hiéu qua trén vi sinh vat nay duoc qg_hié‘n{_(_:_l'ru fthon 10 su nhiém khuén

- -

[Dwoe dong hoc]:

Nong do huyét twong cua m0x1fl0xacm da Chrqc do & nhitng nguoi truong thanh, ca nam va

nit, nho mit dung dich moxifloxacin 0,5_;% 3 14n mbi ngay. Gia tri nong d6 dinh Cyax trung g
binh ¢ trang thai can b?ing- (2,7 ng/ml) vabmirc d6 hip thu hang ngay du tinh AUC (45 j@f
ng.h/ml) thap horn 1600 va 1000 lan Cumax v AUC thu duge sau khi uéng moxifloxacin véi cO' Pt
lidu diéu tri: 400 mg Thm gian ban thai huyét tuong ciia moxifloxacin udc tinh khoang 13 ':JQE d
BN 2

Dung'dlch nho mﬁfMoxieye duoc sir dung dé didu tri nhiém khuin & mit do céc chung vi
sinh vat nh@y cam, diéu tri viém loét gidc mac ; phong ngira tinh trang viém va nhiém khuén
c6 thé xay ra sau khi phau thuat mat.
[Lleu lwgng va cach dung]:

- Dung dich nhé mat Moxieye chi dung dé nho mit.

- Sir dung & ngudi 16n, ké ca ngudi cao tudi: nho 1 giot vao mét bi viém 3 lan/ngay,

dung thubc trong 7 ngay.

cPCIHN
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- Tinh trang viém thudng dugc cai thién sau 5 ngay, can tiép tuc diéu tri trong 2 -3 ngay
nira. Néu tinh trang viém khong duogc cai thién sau 5 ngay diéu tri, nén hoi y kién bac
si.

- Sir dung & tré em: khong can hiéu chinh lidu. An toan va hiéu qua cua dung dich nho
mit c¢6 moxifloxacin & tré em duéi 1 tudi chua duge xac dinh.

- Sirdung & ngudi suy gan than: khong can hiéu chinh lidu

Luu y: dé tranh tap nhiém vao dau lo nho thude, khong duoc dé dau nhé thube tiép xtic véi
mi mat, viing xung quanh mét hoéc bat cir vat nao. Déng chit 1o thude sau khi dung.

Tuan thi huéng dan ciia bac sT vé lidu lugng, s6 1an dung va thoi gian ding thude. Khong tu
y ngimg st dung thudc ma khong tham vén ¥ kién bac si. Khong sir dung thube da qua han.
Quan sat dung dich thudc nhé mit cén than trude khi dung.

[Chéng chi dinh]:

Ban khong duge sir dung dung dich nho mit Moxieye néu ban bi di ttng véi bat cir thanh

A \ 3 A roawX . h = re . = . . .
phén nao cua thudc, c6 tién sir qua man véi moxifloxacin, cdc quinolon khéc.

[Than trong]:

Khong duge ding dung dich nhé mét Moxieye theo dudng tiém. / ;

- Nhu v6i cac thude chdng nhiém khuéin khac, dung thudc kéo dai c6 thé dan dén su
phat trién qua mirc cac ching vi sthéltkhﬁng nhay cam, bao gdm ca bdi nhiém ndm. Néu
boi nhidm xdy ra, cin t6i gap béc si va dp dung nhimg bién phap diéu tri thich hop. Néu ban
bi di ing véi cac khang sinh khéc tuong tl.rnhl.r moxifloxacin, ban c6 thé di tmg khi dung
dung dich nhd mﬁt Moxieye. Trong céc trudng hop nay, can ngung sir dung thude, téi gap

THﬁNG":r-:B_‘;AOI NGAYCHOBAC ST HOAC DUQC SI NHUNG TAC DUNG KHONG
' "4/ MONG MUON GAP PHAI KHI SU DUNG THUOC.

[Sir dung thude éh'({_jphu nir c6 thail:

Vi khong ¢6 cac 'ngﬁién ctru ¢6 kiém soét va day du & phu nir mang thai, dung dich nhé mit
moxifloxacin chi nén dung trong thoi ky mang thai khi loi ich stir dung cao hon nguy co ¢o
thé xay ra cho bao thai.

[Si dung thude trong thoi ky cho con bi]:

Moxifloxacin khong dugc xac dinh trong sita me, mic du moxifloxacin duoc cho 1a bai tiét
qua stra me. Nén thén trong khi sir dung dung dich Moxieye trong thoi ky cho con ba

[Sit dung thudc trong nhi khoa]:

An toan va hiéu qua ctia dung dich Moxieye & tré em duéi 1 tudi chua duoc xéc dinh.

cPCAHN
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Khong c6 bing chimg thudc nho mét dung dich Moxieye ¢6 tac dung trén céc khép chiu luc
mgc dit mdt vai thude quinolon ding theo dwdng udng cho thdy gay bénh ly khép ¢ dong vét
chua trudng thanh.

[Sir dung thube trong ldo khoa]:

Khong c6 su khac biét tong thé nao trong an toan va hiéu qua da dugc quan sat giita bénh
nhén 16n tudi v tré tudi.

[Anh hwéng t6i kha ning 14i xe va diéu khién may moéc]:

Ciing gidng nhur khi nho mét bat cir thude nao khac, nhin m& tam thoi va céc rdi loan thi giac
c6 thé 1am anh hudng dén kha nang lai xe va diéu khién may moéc cia ban. Néu bi nhin md
sau khi nho thudc, ban phai chdr dén khi nhin rd lai mai duge 14i xe va diéu khién mdy moc.
[Twong tac thube):

Chua c6 nghién ciru vé twong tac thudc cia dung dich nhd mit chira moxifloxacin. Cac
nghién ctru invitro cho théy moxifloxacin khong kim him CYP3A4, CYP2D6, CYP2C9,
CYP2C19 hay CYP1A2 vi vay thubc ¢ it kha nidng anh hudng dén duoc dong hoc cua cac

-

C6 thé gap phai viém két mac, giam thi lLIc kho mat viém giac mac, kho chiu & mét, cuong

thudc chuyén héa boi cytochrom P450.

[Téc dung khéng mong mudn (ADR)] .

tu, dau mét, ngira mét, xuét huyét dug'l,__l;ct mac va chay nuée mét. Cac phan g ndy xay ra &
xap xi 1 — 6% bénh nhang, |
Céc tac dung khong mong mudn khac khong dién ra & mét da duge béo cdo &ty 18 1 -4 %

A «® 1 A A W, » " A 2 A a \ s ~e
nhu sot, ho, nhiem khuén, viém tai.giita, viém hau, man do va viém miii.

[Qua Ileu va l’rtrl']

Khi dung ngoal chu'a co. truong hop qua liéu dung dich nhé mét chira moxifloxacin nao dugc

bao cao Thon ; n vé qua liéu cua thubc con han ché. Khi nhd mit qua lidu dung dich
Moxwye c6 thé fu’a mat ngay bang nude 4m dé loai bo thude
[Bao quan] y
Noi khd rao, thoang mat, tranh anh sang, nhiét 6 dudi 30 °C.
[Han dung]:
24 thang ké tir ngay san xuét. 30 ngay sau khi mé nap lo.
PE THUOC TRANH XA TAM TAY TRE EM.

Nha san xué.t
Cong ty ¢6 phin dwge phim CPC1 Ha Nji ,
Cum cong nghiép Ha Binh Phuong - huyén Thuong Tin- Thanh phd Ha Nai.

PHO CUC TRUGNG cPCAHN




