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- HGN DICH NHO MAT CORTICOSTEROID CHONG VIEM -
Fx  Thudc ban theo don

H&n dich nho mét Flumetholon® 0,02

<Flucromethalone>

Flumetholon 0,02 ta hén dich nhd mét chira 0,02% fioromatholone (8-
Fluore-114,17-dinydroxy-Ge-methylpregna-1,4-dlene-3,20-dione},  1&a  mdl
corticesteroid thng hop chéag viém., Flumetholon 0,02 cbng higu trong didu tri
cac bénh viem phia ngoai mét, va l3m tang 4p lyc ndi nhin It hon so v&i cac
ché ph&m nhd mit corticosterold thdng thueng chira dexamethasone hoc

betamethasone.

MG TA]
Nhén higu Fiumetholon 0,02
Hoat chét Fluoremetholone
Ham lugng/mb 0,2 mg

Dinalri edelat hydrat, natr chiorid, benzalkonium chiorid,
Thanh phin khdng hogt | natrl dinydregen phosphal dihydrat, dau théu ddu B0 duge

tinh hydra hoa polyoxyelhylen, methylcelltose, dibasic naln
phosphat hydrat va nwdg tinh khiét
pH 6,8--7,8
Ap lue thim thau 08-1.1
Ma 18 HBn dich nhé méi vo tring, khi lic ¢ mau %
{DANG BAOQ CHE]

Han dich nhd mét

vidm cling mac, viem thieng oling mac, v.v...

{LIEU LUONG VA CACH DUNG]

Thubc tra mét

Lc k§ trwéo khi dung, Thang thuéng, mai 1An nhé 1-2 giot vao mdt, 2-4 Tan/
ngay.

Lidu ding c6 thé duge didu chinh Hy theo tudl va tiéu ching cia bénh
nhan.

[CHONG CHI BINH] (Khong dwpe diing thude nay abi vol cac

bénh nhin sau day.)

1) Bénh nhan cé idn st qua man cam véi bat ky thanh phan nao cla thude.

2) Bénh nhan bi trhy hogic loét gisc mac. {Thubo nay <o thé lam cac bénh
nay nang thém hodc gay ra thing gidc mac.)

3) Bénh nhan bj viem giac —két mac do virus, bénh lao mat, bénh nAm mat
hay mét mung mil, {Thubc nay o6 thé lam cée bénh nay ngng thém, hodc
gay ra thing giac mac.}

[THAN TRONG]

1. Phin ong phy
Théng bao cho béac si nhirng tic dyng khéng mang mudn gip phai
khi si¥ dyng thudc.
Phan tng phy déi véi thubce nay duoc béo ¢do & 3 trong sd 7.276 bénh
nhén duge danh gid trude va sau khi thubc duge chap nhan (0,04%).
Phén ¢ng phy chinh 13 1&ng nhén ap & 2 bénh nhén {0,03%), lam néng
them viem k&l mac dj ¢ng & 1 bénh nhén (0,81%). [l.ac dénh gid phan
bng phu} '
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1)Phin ng phy cbd § nghia 1am sing {"hiem"; <0,1%, It gdp: 0,1% -
<5%, khéng bidu hién ddc higu: 25% hodic chua 16 tan susf)
<Méat>

{1) Glaugoma: Téng nhan 4p hodc glaucoma §ai khi ¢4 thé xay ra vai
tuhn sau khi dting thube ndy kéo dai. Chr gidm sat dinh ky 4p lve ngl
nhan trong qué trinh didu ifi.

(2) Herpes glic mac, nidm gidc mac, nhidm Psaudomonas
aeruglnosa: Ding thude nay c6 thé dan dén herpes glac mac, nadm
gi4c mac, nhiém Pseudomonas aarugmosa w.v,. Héu xay ra cac trigu
chitng nay, cn cb céc bign phap gidu tri thich hop.

(8) Thiing gléc mac: Coé thé xay ra thiing glac mac néu ding thudc nay
cho nhitng bénh nhan bj herpes gidc mac, loét hodc chin thirong
gGiac mac, V. v....

{4) Byc thity tinh thé dwéi bae sau: Ding thudc ndy dai han cé ihd xdy
ra dyc thiy tinh thé diréi bao sau.

2)Phin tng phy khic

Néu o6 cac phan tng phy sau ¢iy, nén Ap dung bién phap thich hop nhw

ngung ding thude.

Tan suét khéng rd

Qua mén cam Vidm ber mi, viém da mi mét, phat ban

Ml Kich (rng mat, xung huyét két mac

Ha lhéng tuyén vén — vb thwgng | Ue ché he théng tuyén yen —va theong thin
than (néu diing dal han)
Céc phén eng phy khdc Lam vét ihuong chim ianh

Z, Sir dyng & ngwdi lon {ubi
Vi chive ndng sinh Iy & ngwot Ion tudi ihu’o’ng suy giam, cén cb blén
phap d& phang thich hep khi ding thudc nay,

3. Sir dyng khi cb thal, sinh d& hofic cho con ba
Tranh dung thuoc néy kéo dii hoge thwdng xuyen cho phu m’y cé thai

mang thai chwa duge xéc dj nh i

Si¥ dyng trong nhi khoa

Chn than trong khi dung thude nay, dic bigt & tré |
an toan clla thudc nay & tré em chura dwgce xde dinh.]; W

L

8. Tac dgng trén khd niing 141 xe va str dyng méy moc, < \ ‘Yg~
Chura duge biét, "
6. Thin trong khl diing * O

1)Boc k§ hrdng din sl dyng trwde khi ding. Néu ?ﬁ memz--tﬁéﬁé
tin, xin héi ¥ Kién cia bac si.

Z)Thuéc nay chi diing theo don cda béc si,

3)Dudng dung: Chi cling d& nhd mét.

4)Dé thude xa thm tay tré em.

§)¥nhi diing: Can than khdng dé dAu 1o cham trips tiép vao mét dé tranh
nhigm ban thude.

6) Tuong tac vii cac thube khac va cac twong tc khac: Chua ob div ligu

7} Qué ligu: Chwa cb dir g

[DUQC LYC HQC]
Téc dyng khang viém
H&n dich nhéd mét fluorometholone ¢ tae dung khang vigm cé thé so sanh
v& téc dung khang viém cla ché phdm nhid mét dexamethasons o6 cling
nbng db trén mang mach nho thyc nghiém dwge tao ra boi ferritin hodo
protein huyét thanh bé & thé.

[DUQC DONG HOC]
Phin b noi nhan
Sau khi nha tai ché 25 uL hén dich nnd mét fluorometholone ©,1% duoc gdn
chét phéng xa vao ma thd, ndng d6 ¢b hoat tinh phdng xa & gidc mac dat
dén dinh 1,99 pg/g sau 5 phit va & thiy dich dat dén dinh 0,16 pg/g sau 45
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phit.  N8ng d6 cb hoat tinh phong xa sau khi nhd mat 30 phit i 1,544 pgig
& gidc mao, 0,738 pgfg & hanh két mac, 0,320 pg/g & méng mét, 0,178 pglg
& cling mac, va 0,154 ug/g & thiy dich. Fluoromethefone duge dao théi
khéi mé mat nhanh hon so vdi dexamethasone va prednisoione acelate.

[BAO QUAN/HAN DUNG]
1} Bao quan & nhiét a6 t 1-30°C trong lp thude dwgc déng kin,
2) Ngay hét han dugc ghl trén nhan va hop thudc.

3} Han diing: 36 thang k& ti ngay sén xuét. .
4) Khéang ding thubc qua han s dung. gﬂ/)
5) V1 céc hat trong hin dich c6 thé khong phan tan tiy theo didu kign bdo -

quan ngay ¢ sau khi ¢ ky, nén gl thubc véi ghu lo hudng ien trén.
6} Sau khi 83 mé lg thudc, thél han sik dyng cla thude 1& 1 thang. P

[QUY CACH BONG GOl
Hop 1lg nhiza xS mlL

San xuit bot: |
SANTEN PHARMACEUTICAL CO., LTD, (A
, 9-49, Shimoshinjo 3-chome, Higashiyodogawa-ku, Osaka 533&651%%5‘&

Tel; +84-6.6924-7045  Fax; +816-6325-8209 S
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