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- HON DICH NHO MAT THAN NU'G'C CORTICOSTEROID CHONG VIEM -

Rx H6n dich nhé mat Flumetholon® 0,1
<Fluorometholon=>

I

Pé xa tam tay tré em

Doc ki hwéng dan st dung trwwde khi dung

Thubc nay chi diing theo don thudc

Flumetholon 0.1 1a hén dich nhé mat than nwéc chira 0,1%
fluorometholon (9-Fluoro-118, 17-dihydroxy-6a-methylpreg na-1,4-diene
-3,20-dione), mdt corticosteroid tdng hop chéng viém. Flumetholon 0,1
c6 hiéu qua trong diéu tri cac bénh viém & mat, va co tac dung khdng
mong mubn trén ap Ilwe ndi nhan it hon so voi.cac ché pham nhd mat
corticosteroid théng thwong chira dexamethason hoac betamethason.
[THANH PHAN]

Thanh phan hoat chéat: Méi lo 5 mL chira 5 mg fluorometholon.
Thanh phan ta dwoc: Natri clorid, benzalkonium clorid, polysorbat 80,
methylcellulose, dinatri edetat hydrat, dibasic natri phosphat hydrat,
natri dihydrogen phosphat dihydrat, va nwéc tinh khiét.

[DANG BAO CHE]

Flumetholon 0.1 & hén dich nhd méat than nwéc vé khuan, khi lac c6
mau trang duc. Hon dich c6 pH 6,8-7,8 va ap Iwc tham thau 0,9-1,1.
[CHI DINH] .

Cac bénh viém & viing mét phia ngoai va phan truwéc cia mat: viem bo
mi. viém két mac, viém giac mac, viém cling mac, viém thwong cung
mac, viém méng mét, viém méng mét-thé mi, viém mang bo dao, viém
sau md, v.v...

[LIEU DUNG VA CACH DUNG]

Thudc nhé mat _

Lac ky trwée khi dung

Théng thuwdng, mbi 1an nhé 1-2 giot vao mét, 2-4 lAn/ngay.

Lidu diing c6 thé dugc didu chinh tuy theo tudi va triéu chirng cia bénh
nhan.

Xt Iy thudc sau khi sir dung

Khéng c6 yéu ciu dac biét vé xtr Iy thudc sau khi str dung.

[CHONG CHI DINH]

Chéng chi dinh thuéc nay & nhitng bénh nhan sau day:

- Bé&nh nhan co tién str qua man cam voi bat ky thanh phan nao cla
thudc.

Chéng chi dinh twong déi (Theo nguyén tac chung, chong chi
dinh thuéc nay & nhirng bénh nhén sau day. Néu viéc diing thuoc
nay dweoc can nhic 12 can thiét, nén dung than trong.)

- Bénh nhan bj trot xwdc gidc mac hodc loét giac mac. [Thudc nay co
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- Bénh nhar%aﬂl w.gloénr/n ket- gléc mac do virus, bénh lao mat, bénh nam mat

hay mat mwng mu. [Thudc nay co thé lam cac bénh nay nang thém,
hoac gay ra thung giac mac.|

[CANH BAO VA THAN TRONG KHI DUNG THUOC]

Duwong dung

Chi dung dé nhé méat.

Khi ding

Huéng d&n bé&nh nhan cén than khéng cham true tiép dau lo thuoe vao
mét dé tranh nhiém ban thudc.

[SU DUNG & NGU'OI LON TUOI]

Chure nang sinh Iy & ngudi lon tudi thwong suy giam, can than trong khi
diing thudc nay & bénh nhan Ion tudi.

[SU DUNG TRONG NHI KHOA]

Can than tmng khi diing thudc nay déc biét & tré em duwdi 2 tudi. [Dd an
toan clia thubc nay & tré nho va tré em chuwa duoc thiét 1ap.]

[SU DUNG LUC CO THAI VA CHO CON'BU]

Chi dung thubc nay cho phy ni¥ cé thai hodc co kha nang c6 thai néu
loi ich diéu tri mong doi hon han nguy co c thé xay ra do dung thude.
[D6 an toan clia thudc nay trong sudt thai ky chwa duoc thiét 1ap.]

Chua c6 théng tin vé doc tinh cla san pham nay trén thai nhi.

Khung rd fluorometholon cé bai tiét vao siva me hay khéng. Khéng
khuyén cao cho con bl trong khi diéu tri véi thude nay.

[ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC]

Chura cé nghién clru vé anh hwdng clia thude 1&n kha nang lai xe hoac
van hanh may moc. Néu xay ra cac tac dung khéng mong mudn nhu
nhin m& thoang qua khi nho thude, bénh nhan khéng nén lai xe hay van
hanh may mac cho dén khi nhin ré.

[TWUONG TAC THUOC VA TUONG KY]
Twong tac thudc

Chuwa c6 di liéu vé twong taec thudc. Néu benh nhan can dung dong
thei thubc nhé mét khac, hudng dén ho ding thudce dé trwdc va doi sau
5 phat méi dung thudc nay.

Twong ky
Do khc‘.’mg co cac nghlen ctru vé tinh twong ky clia thudc, khéng trén 1an
thubc nay vi cac thude khac.

[TAC DUNG KHONG MONG MUON]

Trong tdng sb 10.343 bénh nhan dwoc diéu tra & Nhat Ban trong sudt
giai doan tir trirdc khi thudc dwoc phé duyét téi hau mai, cac tac dung
khéng mong mudn da dwqrc bao cao ¢ 25 bénh nhan (0,24%). Cac tac
dung khéng mong muon chinh la tang ap lere ndi nhan & 13 bénh nhan
(0, 13%} kich (rng mat va xung huyét két mac & 5 bénh nhéan (0,05%),
va tiét gi mat & 4 bénh nhan (0,04%).

Néu quan sat thdy tac dung khéng mong muon, nén ap dung bién phap
thich hop ké ca ngwng ding thudc.
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Cac tac dung khéng mong muon ¢é y nghia 1am sang

<Mat>

- GlI6cém: tang ap lwe ndi nhan hodc glécdm doi khi co thé xay ra sau
vai tuan dung thudc. Can giam sat dinh ky ap lwc néi nhan trong quéa
trinh diéu trj.

- Herpes giac mac, nam giac mac, nhiém Pseudomonas (khong rd ti Ié
méc): Thudc nay co thé gay herpes giac mac, ndm giac mac, nhiém
Pseudomonas,v.v... Trong cac trwdng hop nay, can cd cac bién phap
diéu trj thich hop.

- Thiing giac mac (khong rd ti 1& méac): Thiing giac mac c6 thé xay ra
néu dung thudc nay cho nhirng bénh nhan bi herpes giac mac, loét
hodc chan thvong giac mac, v.v...

- Puc thdy tinh thé dwéi bao sau (khong rd ti 16 méc): Buc thly tinh thé
dwai bao sau co thé xay ra khiding thude nay dai han.

Cac tac dung khéng mong muén khac

Loal Ti Ié mac Khéng rb ti 1é méc

Qua man cam Viém b& mi, viém da mi mat,
phat ban

Mét Kich (rng mat, xung huyét két

mac, lang dong & gidc mac
Hé théng tuyén yén-vé thuong (e ché hé thong tuyén yén-vd
than (néu ding thudc nayidai han) | thugng than

Céc tac dung khéng mong muén | Cham lanh vét thwong

khac

Théng bao ngay cho bac sy hoac dwoc sy nhirng phan trng co6 hai
gap phai khi str dung thuoc

[QUA LIEU VA XUIF TRI]

Khéng cé dir liéu vé st dung thudc qua liéu, khéng ding qué liéu chi
dinh ctia thude.

Bénh nhan nén dwoc tich cuc theo dbi dé cé bién phap xt tri kip thoi.
[DUQC LUC HOC]

Tac dung chdng viém

Nhém dwore ly: Céc gidc quan - Nhan khoa - Cac tac nhan chong viém
- Céc corticosteroid, don chat

Ma ATC: SO1BAO7

Trén cac mé hinh viém rnang bd dao thuc nghiém gay béi ferritin hoac
protein huyét thanh bé & thd, hén dich nhé mat ﬂuurumethr:}lnn cho tha'_ﬁ,r
tac dung chéng viém twong dwong voi tac dung chéng viém cla ché
pham nhé mat dexamethason co cung nong dd.

Bang duwdi day tém tat ti 18 hiéu qua clia san phadm nay trong cac nghién
ctru lam sang dwoc thwe hién trén 107 bénh nhan c6 bénh mat ph:’;
ngoai (viéem bd mi, viém két mac di rng, viem ket mac bong, viém ket
mac mila xudn. viém két-aide mac dich. viém aidc mac néna. herpes
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P i 1[]4 benh nhan c6 bénh phan trudc

gia mac, viém ::ung mac,v.v..
clia mat (viém méng mat, viém mcmg mat-thé mi, viém mang bo dao,
v.v...) va 105 bénh nhan viém sau mo (sau phau thuét duc thuy tinh the,

glécdm, bong vong mac, lac mat va cac bénh ly khac).
Ti & hiéu qua % (s6 bénh nhan)

Hiéu qua | Hiéu qua | Hiéu qua | Khéng biét hodc
dang ké kha khéng hiéu qua
Bénh mat phia 15,9% 49,5% 22.4% 12.,1%
ngoai (17) (53) (24) (13)
Bénh phan 6,7%: 51,9% | 23,1% 18,3%
trudc clia mat (7) (54) (24) (19)
Viém sau mo 13,3% 552% | 26,7% 4,8%
(14) (58) (28) (5)
(Téng hop di lidu ndi bd)
[DU'Q'C BONG HOC] '

Phan bo tai mat & thé
Sau khi nho tai chd 25 pL hén dich nhé mét fluorometholon 0,1% duoc
danh dau phéng xa vao mat tho, cac ndng dé phéng xa & giac mac va
thily dich dat dén dinh 1,99 ug/g sau 5 phat va 0,16 pg/g sau 45 phut,
twong rng. Cac nong do phong xa sau khi nhé mat 30 phut la 1,544
uglg & giac mac, 0,738 ug/g & két mac nhan cau, 0,320 ugl/g & méng
méat, 0,178 uglg & cling mac, va 0,154 ug/g & thiy dich. Fluorometholon
duwoc dao thai khoi mo méat nhanh hon so voi dexamethason va

prednisolon acetat.

[QUY CACH BONG GOIj

Hop 1 lo nha 5 mL.

[BAO QUAN]

Bao quan dwdi 30°C trong bao bi kin.

Vi cac tiéu phan trong hén. dich co thé khﬂng phan tan tuy theo diéu
kién bao quan ngay ca sau khildc thuéc k¥, nén bao quan thudc voi

dau lo hwdng 1én trén.
[HAN DUNG]

Han diing ctia thudc la 36 thang ké tir ngay san xuét va khéng nén dung
thudc sau ngay hét han ghi trén bao bi. Hiy bé thudc sau khi mo 1

thang.

[TIEU CHUAN CHAT LUQNG]

Tiéu chuan co sé&

[CO SO SAN XUAT]

SANTEN PHARMACEUTICAL CO., LTD.

Nha may Shiga: 348-3, Aza-suwa, Oaza-shide, Taga-cho, Inukami-gun,
Shiga, Nhat Ban
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