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[Thanh phan Han ding sau khi mo
M3i 1mL chua nap: 28 ngay.
uc nho mét Siic
oap] c*;‘;hg"n‘jﬁ NEWMYTOBA sbiosx
Ophthalmic Suspension NSX
[Bao quan] {Fluorometholon fmg/mL) » HD
Trong bao bi kin, tranh 01%
anh sang, nhiét 46 dudi — ‘ san Xudt tai Han Quéc boi
30°C.  emL @REYON PHARMACEUTICAL CO 1D,
[Composition] Each 1mL contains, [Thanh phdn] M3i 1mL chira,
Fluorometholong-------—----1mg Fluorometholon-—------———-1mg
[Dosage form] [Dang bao ché]
Ophthalmic Suspension Hn dich nhé méat

[Indications, Dosage&Administration,

Contraindications and Others
information]
Please see the insert paper.

[Quality specification]
Manufacturer’s standard

[Storage]

Store in tight container, protected
from light, below 30°C.

Shelf-life after opening: 28 days

For more information please see
the insert paper.

KEEP OUT OF REACH OF CHILDREN
READ INSERT PAPER CAREFULLY BEFORE

.

Anti—inflammation

NEWMYTOBA

Ophthalmic Suspension
(Fluorometholone fmg/mL)

0.1%

CEE0D REYONPHARMACEUTICAL CO.L10.
6510 Harsan,Decsannyen, Icheoun,

[Chi dinh, Lidu Iwvong&Cach ding,
Chéng chi dinh va céc thong tin khac]
Xin doc t& huéng dén st dung.

[Tiéu chudn chét lwong]
TCCS

[Béo quan]

Trong bao bi kin, tranh anh sang, nhiét
@6 dwoi 30°C.

Han ding sau khi mé ndp: 28 ngay

Céc thong tin khac vui Iong xem to
hubng dén st dung kém theo.

[aéxmuwmém

SBK (Visa No.):
$616 SX (Lot No.):
NSX (Mfg. Date):
HD (Exp. Date):

Thudc nhé mat
NEWMYTOBA
Ophthalmic Suspension
(Fluorometholon mg/mL)

0,1%
- 6mL |

Sin xudttai Han Quéc boi:
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Rx: Thude nay chi dung theo don thube

NEWMYTOBA 0.1% Ophthalmic Suspension

Fluorometholon 6mg/6 ml
Dé xa tim tay tré em
Doc kj huéng din sir dung truwedce khi diung

Thanh phin

M3i lo thude nhd mét 6 ml chira:

Thanh phan hoat chdt: Fluorometholon...... 6,0 mg

Thanh phdn td dioc: Benzalkonium clorid, dinatri phosphat hydrat, natri dihydro phosphat,
dinatri edetat hydrat, polysorbat 80, natri clorid, nudc cat pha tiém.

Dang bao ché: Vién nén bao phim }[é
M6 ta: Lo chira hdon dich mau tréng nga nhat

Chi dinh

Viém cé dép Gng steroid nhu: viém mi mit, viém két mac, viém gidc mac, viém cing mac,

viém phan trudc ciia nhan ciu.

Liéu ding va cach ding

Léc trudce khi sir dung.

Nho 1 giot mdi lan dung vao tui két mac mét, 2-4 Ii‘in/ngéy.Trong 24-48 gid dau c6 thé ting

lidu lén 2 giot mdi 1 gid.Néu triéu chimg bénh khong cai thién sau vai ngay diéu tri, bénh nhan

can duoc dénh gia lai phac dd diéu tri.Thoi gian diéu tri phu thudc loai, mac do nghiém trong

clia bénh va kha ning dap tng v6i diéu tri, tranh diéu trj trong thoi gian dai. Khi ngimg thudc,

phai giam dan liéu lugng dé tranh sy gia ting mirc d6 ning cua bénh.

Tré em: Sy an toan va hi¢u qua cia thudc & tré em dudi 2 tudi chua duge nghién clru.

Chéng chi dinh

Tién sir qua man fluorometholon hoc cac thanh phin thudc.

Nhiém virus & gidc mac, két mac bao gdm Herpes simplexgiac mac (viém giac mac dudi gai),

virus vaccinia (gdy bénh dau mua), bénh thily dau, nhiém vi khuén lao va nhién khuén chua

dugc diéu tri, bénh ndm cAu trac mét va mit bi do chua chuén doan (c6 thé do nhiém virus).

Canh bdo va than trong khi dung thudc

—  Thudc nhoé mit chira corticosteroid khong nén ding lau hon 1 tuan trir khi dugc theo dai
cua bac si chuyén khoa va do 4p luc ndi nhdn thuong xuyén, dung kéo dai tdng nguy co véi
cac bénh nhiém virus trén mét

— Nguy co ting nhan 4p (v6i ton thuong than kinh thi gidc), khiém khuyét vé thi luc va hau
qua duc thuy tinh thé bao sau do st dung kéo dai corticosteroid nén than trong & bénh nhan
tang nhan ap. Khi diéu tri kéo dai, cdn thuong xuyén theo dai nhin 4p cuia bénh nhén.

—  Pidu tri kéo dai bing corticosteroid c6 thé lam méng gidc mac va cing mac va c6 khi lam
thing giac mac du hiém. Vi vdy, nén do d¢ day cua gidc mac thudng xuyén.

— Sir dung corticosteroid liéu cao c6 thé lam cham qud trinh lanh cia vét thuong dic biét sau
phau thuét duc thay tinh thé.

—  Sir dung kéo dai c¢6 thé giam dap tmg ciia co thé va ting nguy co nhiém khuan, nhiém nim
& mét. Phai dung khang sinh thich hop d& tranh boi nhidm.Sau dot diéu tri kéo dai véi
corticoid & mét, phai kiém tra nhim nédm dai ding giac mac.




— Néu tinh trang mat khong cai thién sau 7-8 ngay diéu tri, cn can nhéc dén bién phap diéu
tri khac.

—  Dbi v6i bénh nhan mang kinh ap trong:

Trong trudng hgp c6 nhiém khuan mit, nén khong deo kinh trong vai ngay do nguy co lan rong

nhiém khuén.

Thudc c6 chira benzalkonium chlorid gy kich tng mét va c6 thé déi mau kinh 4p trong mém

nén tranh tiép xuc thude vai kinh ap trong (nén thao kinh ap trong khi st dung thudc).

Sir dung thude cho phu nir ¢6 thai va cho con ba

Phu nit c6 thai

Thir nghiém trén dong vat fluorometholon c6 kha ning gy qudi thai va lam chét phoi néu dung

liéu cao. Chua c6 thir nghiém kiém ching trén ngudi, do d6 khong nén dung thude cho phu nix

c6 thai.

Phu nit cho con b

con bu.

Anh huwéng cia thude 1én kha ning lii xe, vin hanh may moéc

Mot s6 tac dung phu cia thubc nhu mo mét, x6t nhe, kich rng mét c6 thé lam giam sy tap
trung va kha niang phan tng nén can than trong khi lai xe va van hanh may méc.

Twong tic, twong Ky ciia thudc

Trong trudng hop ding thém cic ché pham nho mit khac, chd 15 phut gitra cc lan nho
thudc.Chua cé nghién ciru tuong tac thude nao dugc thuc hién.

Tac dung khong mong mudn cia thudce

Céc tac dung khong mong mudn khi sir dung thude véi tin s6 nhu sau: thuong gap (1/100 <
ADR < 1/10), khong biét: ty 1& chua dugc xé4c dinh, dugc bdo cdo dudi day:

Roi loan hé mién dich:

Khong biét: Qua man

Mit:

Thuong gap: Téang &p luc ndi nhdn

Khoéng biét: Kich tmg mit, sung huyét, dau mét, rdi loan thi gidc, chay nudc mét, phi né mi,
md mét, ngira mét, gidn ddng tir, duc thuy tinh thé, viém loét gidc mac, nhiém khuan mit.

Réi loan tiéu héa

Khong biét: R&i loan vi gidc

Da va cdc réi loan mé duwéi da

Khong biét: Phat ban

Huéng din cdch xir tri ADR:

Céc ADR phin 16n du nhe, phai theo doi sat nhiém khuin & mat, nhan 4p va tranh dung
thube kéo dai

Thong bdo ngay cho bdc sy hodc dwgc sy nhitng phdn irng c6 hai gap phai khi sie dung
thubc

Qua liéu va cdch xi tri

Chua c6 béo céo vé tinh trang qua liéu thudc.

Diic tinh dwgec luc hoe

Nhoém dugc ly: Corticosteroid.

Ma ATC: SO1BAO07

Chua biét thude c6 bai tiét vao sita me hay khong nén khong nén dung thude trong thai ky cho /é[/y
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Fluorometholon 1a mt corticosteroid tong hop (glucocorticoid), mot dan xut ciia prednisolon
desoxy dugc sir dung dé diéu tri viém mét.
Fluorometholon la corticoid téng hop cé dac tinh khang viém.N¢ c6 tac dong manh lén md
lympho, (rc ché phan tng viém véi mac do trung binh so v6i cac corticoid khac.
Fluorometholon lam giam phéan Gng di Gmg bing cich giam sung huyét, trc ché phu né, ling
dong fibrin, gidn né mao mach, sy van chuyén bach cu, hoat dong thuc bao, tang sinh nguyén
bao soi, ling dong collagen va hinh thanh seo di kém véi qua trinh viém.
Corticosteroid tic dong bing cach cam Gng sinh tdng hop phospholipase ciia nhiing chat trung
gian chinh cua phan Gng viém nhu prostaglandin va leukotrien bang cach trc ché sy giai phong
tién chit cua nhitng chit nay 1a acid arachidonic.Acid arachidonic dugc giai phong tir céc
phospholipid bdi men phospholipase A».
Dung lau dai céc corticosteroid lam tdng nhan 4p va giam thi luc. Trong céc nghién ctu lam
sang & mat cua bénh nhan dugc diéu tri béng fluorometholon 0,1 % va dexamethason 0,1 %, /Z
fluorometholon cho thdy tang nhan 4p it hon so véi dexamethason. /Z Q
Dic tinh dwge dong hoc
Kha nang ngdm cua fluorometholon qua gidc mac nguyén ven thi t6t hon da s6 cac corticoid
khac va khong thay déi nhiéu so véi khi gidc mac da bi béc biéu mo, 30 phit sau khi nho
fluorometholon 0,1%, ndng d cao nhit dat dugc trong gidc mac la 1,5-1,9 mcg/g va tién
phong la 0,14mcg/g.
Sau khi tham nhap gidc mac va thiy dich, fluorometholon dugc chuyén héa nhanh.
Quy cich dong goi:
Hop 1 lo 6 ml.
Béo quéan: Trong bao bi kin, tranh anh sang, nhiét do dudi 30°C.
Han ding: 36 thang ké tir ngay san xuit. Diing trong vong 28 ngay ké tir khi mé nép lo.
Tiéu chuén chit lwgng: Tiéu chudn co s&
Nha san xuét
REYON PHARMACEUTICAL CO., LTD.
69-10, Hansam-ro, Deoksan-myeon, Jincheon-gun, Chungcheongbuk-do, Han Quédc
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