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COMPOSITION:
Each film-coated tablet contains:

Fexofenadin HCh oo oiimsmsmii 120 my
Excipients: .., -5 1 film-coated tablet
INDICATIONS:

Symptomatic treatment of seasonal allergic thinitis, chronic
idiapathic urticaria in adults and children over 12 years old
DOSAGE-USAGE, CONTRAINDICATION, SIDE-EFFECTS AND
OTHER INFORMATIONS:

Please read the instruction sheat to use.

STORAGE:
Diry place, avoid the sunlight, below 10°C
SPECIFICATION: Mariufacturer
VISA:
KEEP OUT THE REACH OF CHILDREN
READ CAREFULLY THE INSTRUCTION
BEFORE USE

Pharmaceutical Joint Stock Company
1 Mo 521, An Lai, Hoa Loi, Ban Cat, Binh Duong
TEL: {0650} 3589 038 - FAX: (D650) 3580 207
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THANH PHAN:
Mdi vien nén bao phim chia

BAD QUAN:
£}e nai khé thoang, tranh anh sang, nhigt 46 dugi 30°C
TIEU CHUAN: TCCS

SDK:

Fexofenadin HCI

.. 120mg

Bigu trj triéu ching trong viém mii dj Ung theo mia, may day man tinh vo
CAn & ngud |8n v tré em trén 12 tudi

LIEU DUNG-CACH DUNG, CHONG CHi BINH, TAC DUNG KHONG MONG
MUON VA CAC THONG TIN KHAC:

Kin doc ky to hudng dan su dung thude

T4 duloc - viia T vien DE XA TAM TAY TR EEM
CHI BINH: POC KY HUGNG DAN SU DUNG
TRUGC KHI DUNG

Cong ty CP Dugc Pham ME DI SUN

gy 29 321, kbu pha An Lol phudng Hoa Lai,
SN x4 Bén Cat, tinh Binh Duang
T (D50} 3589 036 - FAX: (D6S0) 3589 297
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Fexofenadin HCI 1 20mg Fexofenadin HCL 1 20mg
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Fexofenadin HCI 120mg Fexofenadin HC 120mg
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Dé xa tim tay tré em
Doc kj hudng dén sir dung treée khi ding
Néu cdn thém théng tin xin héi § kién bdc si
Dang bao ché: Vién nén bao phim
SIZECIN

TRINH BAY: Hop 3 vi x 10 vién nén bao phim

THANH PHAN: M3i vién nén bao phim c6 chira:

Fexofenadin HCI: ........coocoevemrerureonreceeeeeeeeseeee e, 120 mg

Ta dugc: Lactose, PVP K30, Natri starch glycolat, Magnesi stearat, Tinh bot mi, HPMC 606, HPMC
615, Titan dioxyd, Talc, PEG 6000, vira du 1 vién.

DUQC LUC HOC:

—  Fexofenadin 1a thuéc khang Histamin thé hé hai, c6 tac dung d6i khang dic hiéu va chon loc
trén thu thé H, ngoai vi. Thubc 1a mot chét chuyén héa c6 hoat tinh ciia terfenadin nhung khong con

b doc tinh d6i véi tim do khong e ché kénh kali lién quan dén su tai cuc t& bao co tim. Fexofenadin
khong c6 téc dung dang ké déi khéng acetylcholin, ddi khang dopamin va khong c6 tac dung irc ché
thu thé alpha,- hoic beta-adrenergic. O liéu diéu tri, thudc khéng gy ngui hay anh hudng dén than kinh
trung wong. Thudc c6 tic dung nhanh va kéo dai do thuéc gén cham vao thy thé H, tao thanh phtrc
hop bén vimg va tach ra cham.

DUQC PONG HOC:

~  Thudc hip thu tét khi ding duong uéng. Sau khi uéng mét vién nén 60 mg, nong d¢ dinh trong
médu khoang 142 nanogam/ml, dat dugc sau 2 - 3 git. Néu uéng dung dich fexofenadin 60 mg, 2 I4n
mdt ngdy, néng d6 dinh trong mau & trang thai cén bing khoang 286 nanogam/ml, dat dugc sau
khoang 1,42 gi¢. Thirc &n lam giam ndng do dinh trong huyét tuong khoang 17% nhung khéng 1am
cham thoi gian dat ndng d6 dinh cua thube.

= Tilg lién két v6i protein huyét twong ciia thubc 12 60-70%, chi yéu 12 véi albumin va alpha-
acid glycoprotein. Thé tich phén bd la 5,4 - 5,8 lit/kg. Khong 13 thubc c6 qua nhau thai hoic bai tiét
vao sita me hay khong, nhung khi diing terfenadin da phét hién duoc fexofenadin 1 chat chuyén hoa

_ cla terfenadin trong sira me. Fexofenadin khong qua hang rao mau- néo.

‘,,- ~  Xdép xi 5% lidu ding cua thubc duoc chuyén hoa. Khoang 0,5-1,5% dugc chuyén héa & gan
nho hé enzym cytochrom Pyso thanh chat khéng c6 hoat tinh, 3,5% duoc chuyén héa thanh din chét
ester methyl, chii yéu nho hé vi khuén rudt.

= Thoi gian ban thai cua fexofenadin khoang 14,4 gi0, kéo dai hon & ngudi suy than. Thube thai
trir cht yéu qua phan (xdp xi 80%), 11-12% lidu ding dugc thai trir qua nude tiéu dudi dang khong
ddi.

CHI PINH:

- Sizecin dugc chi dinh dung diéu trj tri
tinh v can ¢ ngudi 16n va tré em trén 12 tudi.
CHONG CHIi PINH:

- Qua min véi fexofenadin.

- Tré em duéi 12 tudi.

mg trong viém mili di g theo mua, may day man
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LIEU DUNG VA CACH DUNG:
DOi v6i tré dudi 12 tudi va trén 6 théng tudi: khuyén dung dang bao ché hén dich ubng.
Viém miii di vmg, may day man tinh vé can:
—  Ngudi 16n va tré em trén 12 tudi: % vién x 2 14n /ngay.
Ngueoi suy than:
—  Ngudi I6n va tré em trén 12 tudi bj suy than hay phai thim phan mau: % vién x 1 lin /ngay
Nguoi suy gan: Khong can diéu chinh lidu.
Thubc diing duong uéng, thoi didm ubng thudc khdng phu thude vao bita an.
Hodc theo si huéng din cia thiy thubc.
TUONG TAC THUOC :

—  Erythromycin va Ketoconazol 1am ting ndng d6 va dién tich duéi duodng cong, ndng do - thoi
gian cla fexofenadin trong méu, co ché c6 thé do lam ting hép thu va giam thai trir thuéc nay. Tuy
nhién, tuong tac khong cé y nghia trén 14m sang.

~  Thubc khang acid chira nhom, magnesi néu ding ddng thoi véi fexofenadin s& lam giam hip

b thu thuéc, vi vay phai dung cac thube nay céch nhau (khoang 2 gi). =
THAN TRONG: N

= Tuy thuéc khong c6 ddc tinh trén tim nhur chét me terfenadin, nhung can phai than trong theo %G TY

ddi khi ding fexofenadin cho ngudi d3 c6 nguy co tim mach hodc da c6 khoang Q-T kéo dai tir trurde.

~  Cén khuyén ngudi bénh khéng tu ding thém thube khang hiatamin nao khéc khi dang st dung 575U

fexofenadin. .

~  Cén thén trong va diéu chinh lidu thich hop khi dung thude cho ngudi c6 chirc ndng thin suy 1o
giam vi nong do thude trong huyét twong ting do nira doi thai trir kéo dai. Cin than trong khi dung
thudc cho ngudi cao tudi (trén 65 tudi) thudng c6 suy giam sinh ly chirc ndng than.

= D0 an toan va tinh hiéu qua cta thudc & tré em dudi 6 tudi chua xéc dinh duoc.

- Cén ngimg fexofenadin it nhit 24-48 gio trude khi tién hanh cac thir nghiém khang nguyén
tiém trong da.

~  Thudc c6 chira lactose cin than trong déi véi bénh nhan c6 vin dé va di truyén khong dung nap |
galactose hoic thiéu enzym lactose, hoic bénh nhén kém hép thu glucose-galactose khong nén sir dung

-~ thudc nay.
‘-f PHU NU' CO THAI VA CHO CON BU:

— Do chua c6 nghién ciru day du trén ngudi mang thai, nén chi dung fexofenadin cho phu nir
mang thai khi loi ich cho me vuot trdi nguy co dbi véi thai nhi.

—  Khéng rd thude ¢6 bai tiét qua sira hay khong, vi vy cn than trong khi dung fexofenadin cho
phu nit cho con bu.
TAC PONG CUA THUOC LEN VAN HANH MAY MOC VA LAI XE:

~  Tuy fexofenadin it gdy buon ngu, nhung van cin thén trong khi 14i xe hodic didu khién méy méc
doi hoi phai tinh to.
QUA LIEU VA XU TRi:

—  Théng tin vé ddc tinh cdp cua fexofenadin con han ché. Tuy nhién, budn figt, chéng mit, kho
miéng da duogc bao céo.

= Xitri: sir dung céc bién phép thong thudng dé loai bo phén thuéc wa duge hip thu & dng
tiéu hoa. Diéu trj hé trg va diéu trj triéu chimg, XV
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~  Thim phan mau lam giam ndng d¢ trong méu khong déng ké (1,7%). Khong c6 thube gidi doc
dac hiéu.
TAC DUNG KHONG MONG MUON:
Trong c4c nghién ctru 1dm sang c6 kiém soat, ti 1& gip tac dung khéng mong muén & nhém ngudi
bénh ding fexofenadin tuong tw nhém ding placebo. Céc tac dung khong mong mubn cua thube
khong bi anh hudng bai lidu duing, tudi, gidi va chung tdc ciia bénh nhan.
Thwong gap, ADR > 1/100
—  Than kinh: budn ngu, mét moi, dau dau, mét ngu, chong mat.
- Tiéu hoa: buén ndn, khé tiéu

viém tai giira, viém xoang, dau lung.
It gap, 1/1000 <ADR <1/100
—  Than kinh: sg hai, rdi loan gidc nga, 4c méng.
—  Tiéu héa: khé miéng, dau bung.
O Hiém gap, ADR <1/1000
—  Da: ban, may day, nga.
—  Phan tmg qu mén: phi mach, tirc nguc, khé thd, do bimg, choang phan vé.
Hudng dan cach xir tri ADR:
Céc tdc dung khong mong mudn cia thude thudng nhe, chi 2,2% bénh nhan phai ngimg thube do
céc tac dung khong mong mudn cua thude.
Thong bido véi bac si cac tic dung khéng mudn gip phii cia thube.
BAO QUAN: Noi kho thoang, tranh anh séng, nhiét d6 duéi 30°C
HAN DUNG: 36 thang.
Khong sir dung qua han ghi trén bao bi
TIEU CHUAN: TCCS s6 0650-015-2013
Logocongty:  [MEDISUN

Nha san xuét: Congtyc;_pl_lan Dwgc Phim ME DI SUN
Dia chi nha san xuat: s 521, khu ph6 An Loi, phuong i, thi x3 Bén Cat, tinh Binh Duong.

0 Dién thoai: 0650 3589036 — Fax: 0650 3589297
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