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Composition: Each film coaled tablet contains. Thanh phdn: M&i vién nén bac phim chua
ki Fexolenading HC. .o 180 mg Fexofenading HOL......e 180 mg
=] [T R I —— 1 tablet. o due e ViBeicss s ississmnmsrssens 1 vién.
’_.f Indlcatl ontra-indicatl dosage, administration: Chi dinh, chéng chi dinh, lEu dung, cach ding:
S
—_— Please reter 1o enclosed package insert. Kemn td hudng dan s dyng bén lrong hap.
F: Storage: Bdo quan:
/ In a dry and cool place, below 30°C, prolect from direct Nail kn thodng, nhigt dé dugi 30°C, tranh anh
e sunlight. sang
I\u-/.
— Specification: Manufaclurer, Tiéu chudn: Nha san xut,
—_— Keep out of reach of children. P& xa tdm tay tre em,
i Read the package insert carefully before use. Boc ki hudng dan sU dyng truge khi dung.
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n dai bao phim chifa:
Fexofenadine HCI 180 mg
T4 dudc: Lactose, Polyvinyl pyrrolidon K30, Colloidal silicon dioxyd, Magnesi stearat, Natri starch
glycolate, Hydroxypropylmethyl cellulose 606, Hydroxypropylmethyl cellulose 615, Talc, Titan
dioxyd, Polyethylen glycol 6000, Mau Tartrazin yellow lake, Mau Red iron oxid, Mau Yellow iron
oxide.
Phén loai
FEXOFENADINE 180-US la thu6c khdng histamin thé hé thi 3.
Chi dinh
FEXOFENADINE 180-US dugc chi dinh trong cdc trudng hgp sau:
—  Gidm nhe céc triéu chitng di k&m vd8i viém mii di ¢ng nhu hit hoi, chdy mii ngita mii ,
nghet miii, ngda vdom/hau/hong.
— Didu trj cdc triéu ching cla mé day vo cin man tinh, lam gidm ngia va s0 lugng ddt mé
day. 3
Doc k§ huéng dén sit dung trude khi ding. Néu cdn biét thém thong tin, xin héi y kién bdc sT
Liéu lv¢ng va cdch dung
Lidu diing va thdi gian ding thudc cho titng trudng hgp cu thé thy theo chi dinh ciia Bdc si diCu tri.
Lidu ding cho ngudi 16n va tré em trén 12 tui: viém mdi di ting 180mg Nlan/ngay
Khong cin diéu chinh liéu & bénh nhin suy gan va 16n tudi.

Céch ding W
Ding dudng udng.
Chéng chi dinh )‘

Bénh nhan c6 tidn st qud min véi bat cif thanh phan nao cla thudc

Bénh nhin dudi 12 tudi.

Thén trong

Phu nit mang thai, cho con bii T
Thén trong cho phu nif mang thai, phu nif cho con bu. Chi diing khi that cin thiét. =
Anh huéng khi ldi xe va v@n hanh mdy méc:

Thuéc it gdy budn ngdi, nhung vin cin thin trong khi vin hanh médy méc hogc 14i tau xe.

Tudng téc thudc e
Vi thudc 6 thé 1am gidm tdc dung ciia thudc khdng acid chifa nhom va magie nén diing thudc K
cdch nhau 2 gid. N
Tédc dung phu ]

Trong cac nghién ciru 1am sang co6 kiém sodt, ti 1& gaip tac dung khong mong muon ¢ nhom bénh nhén

dung Fexofenadine twong ty nhom ding placebo. Céc tic dung khong mong mudn cia thude khong bi

anh huong boi lidu ding, tudi, gici va ching toc ciia bénh nhan.

Thiromg gdp, ADR >1/100

Thin kinh: Budn ngti, mét méi, dau ddu, mét ngi, chéng mét.

Tiéu hoa: Budn non, khé tiéu. , ’

Khéc: Nhidm virus (cam, ciim), dau bung kinh, nhi&m khuén ho hap trén, ngira hong, ho, sot, viém tai

giira, viém xoang, dau lung.

It gp, 1/1000 < ADR <1/100

Than kinh: So hai, rdi loan giac ngu, 4 mong.

Tiéu hoa: Khoé miéng, dau bung.

Hiém gip, ADR < 1/1000




Da: Ban, may day, ngira.

Phan mg qué man: Phi mach, tirc ngue, kho thd, do bimg, chodng phan vé.

Huwdng dan cdch xw tri ADR

Céc téc dung khong mong mudn cua thudc thuong nhe, chi 2,2% bénh nhén phai ngimg thube do cac
tac dung khong mong muon cua thudc.

Théng bdo cho Bdc sy nhiing tdc dung khong mong mudn gdp phdi khi sit dung thudc.

Qus kiéu va cdch xd tri:

Qu4 liéu: budn ngil, chéng mit, khé miéng

Xt trf: St dung cdc bién phap thong thudng dé loai bd phin thudc thim phin mau 1am gidm ndng
d5 thudc trong mau khong dang ké (1,7%). Khong c6 thudc gidi doc ddc hi¢u.

Dang trinh bay

Hop 1 vix 10 vién.

Tiéu chufn

Tiéu chuin cd sd.

Han dung

36 thdng k€ tit ngy sdn xuit
Bao quin H/

Bio quan thudc & noi kho thodng, nhiét d dudi 30°C, trdnh 4nh sdng.

D€ thudc xa tdm tay tré em.

Cong Ty TNHH US Pharma USA

L6 B1 - 10, Pudng D2, Khu cong nghigp Tay Bic Ct Chi — TP. H6 Chi Minh — Viét Nam.
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