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Hép 5 vix 10 vién nén bao phim

Tocimat 120

Fexofenadin Hydroclorid 120 mg
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Thanhphén: D€ xa tAm tay clia tré em

Fexofenadin hydroclorid. Doc ki hudng dan su dung trude khi ding

Tadugcvd SBK/Reg.No: s B L &
Chi dinh, Chéng chi dinh, Cach dung, e i

Liéudung & Cdcthéngtin khac: S8 16 SX/Lot. No

Xem toa hudng dan st dung bén trong

hép. Ngay SX/Mfg. Date:

BéoQué": HD/Exp. Date

Ndi kho, nhiét do khong qua 30°C, tranh
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Thﬁr-’m?rmﬁ@{m‘n,nén bao phim chira:
FexofchAa TRAFOCIOrid............... 120 mg
TRAUIE VN ors it s oo s 1 vién

(Ta dugc: Microcrystalline Cellulose, Croscarmellose natri,
Pregelatinized Starch, PVP K30, Colloidal Silicon Dioxid, Natri
Stearyl Fumarat, Natri Starch Glycolat, Crospovidon, HPMC, bdt
Talc, Titan dioxyd, PEG 4000, Ethanol, mau dé oxyd sit, mau vang
oxyd sat, nudc tinh khiét).

Dang bao ché: Vién nén bao phim.

Quy céch déng gbi: Hop 5 vi x 10 vién.

Dugec lyc hoc:
Fexofenadin 1a thuéc khang histamin thé hé hai, ¢6 tac dung ddi
khémg dac higu va chon loc trén thy thé H, ngoai vi. Fexofenadin 1a
chit chuyén héa c6 hoat tinh cua Terfenadin nhung khong con dgc
tinh dbi vai tim do khong irc ché kénh Kali lién quan dén sy tai cyc
té bio co tim. Fexofenadin khong co tic dung ding ké d6i khang
acetylcholin, ddi khang dopamin va khong c6 tac dung Gic ché thy
thé «l-adrenergic hoic B- adrenergic. O liéu diéu tri, thudc khong
gdy ngi hay anh huong dén thdn kinh trung wvong. Thudc tic dung
nhanh va kéo dai do gén vao thu thé H; tao thanh phirc hgp bén vimg
va tach ra cham.

Duge dong hgc:
Fexofenadin hydroclorid dugc hip thu nhanh vao co thé theo duong
ubng va dat ndng d dinh khoang 427 ng/ml sau 1 — 3 giv khi uéng
liéu 120 mg/ngay. Khoang 60 — 70% fexofenadin gén két vdi protein
huyét tuong.
Fexofenadin dwoc chuyén hoa khong déang ké (co thé qua gan hofc
khong) Thoi gian ban thai cia thudc khoang 11 — 15 gidr. Pa sb
thudc dugce dao thai qua mat, khoang 10% duogc bai tiét nguyén ven
qua nudc tidu.

Chi dinh:
Dang cho ngudi 16n va tré em trén 12 tudi dé

- Lam giam triéu chimg viém miii dj vmg theo mua: hit hoi, chay nuéc
mii, ngra mili, ngira hong, mat do ngura, chay nudc mit,

- Lam giam tri¢u chimg may day man tinh vé cin: ngira, ndi man do,
giam s6 lwgng ban dat.

Liéu lirgng va cdch ding:

- Udng trudc bita n,

- Ngudi 16n va tré em > 12 tudi: 120 mg x 1 1an/ngay.

- Nguoi gia, ngudi suy gan, suy thdn: khong cin diu chinh lidu.

Chéng chi djnh:
Qué mén véi Fexofenadin hay bat cir thanh phan nao cua thudc.

Thén trong:

- Ngudi ¢6 nguy co tim mach hodc da co khoang QT kéo dai tir trudc.

- Khong dung ddng thai véi cac thude khang histamin khac

Thubc it gay budn ngii nhung cin phai than trong véi ngudi l4i xe va

vén hanh may.

Khéng ding cho tré em dudi 12 tudi vi dd an toan chua duge xic

dinh.

Cén ngimg fexofenadin it nht 24 - 48 gitr trudc khi tién hanh céc

thir nghi¢m khéng nguyén tiém trong da.

Tlrorng tdc thude:

- Thubc khang acid chira nhom, magnesi dung ddng thdi véi
Fexofenadin s& lam giam hép thu thudc, vi vdy dung cac thudc nay
céch nhau khoang 2 gid.
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- Erythromycin va Ketoconazol lam tang néng do va dién tich dudi
duong cong cua Fexofenadin trong huyét tuong do lam tang quéi
trinh hap thu va giam thai trir ddi voi thude nay. Tuy nhién tuong tac
nay khong c6 y nghia vé mat 1am sang.

Sir dung cho phu nir ¢6 thai va cho con bii:

- Thoi ky mang thai: Chua c6 nghién ctru ddy du trén ngudi mang thai.
Chi dung cho ngudi mang thai khi that cin thiét.

- Thoi ky cho con bu: Khéng 1o thudc c¢6 bai tiét qua sita me hay
khéng. Cin th4n trong khi dung cho phu nit dang cho con bu.

Téc djng cia thude khi 14i xe va viin hanh may:

Vi thude co tac dung phu gay budn ngi, mét moi, dau ddu ... nén
can than trong khi lai xe »a véan hanh may.

Tac dung l\hong mong muon

Phén loai theo tan suét xudt hién cia tic dung khong mong mubn:

Rét thudng gip (21/10); thuong gap (>1/IOO va <1/10); it gap

(121.000 va < 1/100); hiém gép (210.000); rat hiém gap (< 1/10.000);

khong 13 (tAn sudt khong thé thlet 13p tir dit liéu sén co).

Céc tac dung khong mong mudn gip & ngudi lén

RGi loan hé thén kinh

- Thudng gip: Pau ddu, budn ngu, chéng mat

RGi loan hé tiéu héa

- Thudng gip: budn nén.

ROi loan chung

- It gap: Mét moi.

Céc tac dung khong mong mudn gip & ngudi 16n nhung chua rd tin

sudt:

Réi loan hé Ihé'ng mién dich

- Phén tmg qua min véi cac biéu hién nhu: pht mach, dau thit nguc,
kho tho, do bung mat, phan v¢ toan than.

Réi loan tam thdn

- Mét ngn, cang thing, réi loan gidc ngi hoic gip 4c mong

Réi loan hé tim mach

- Tim dép nhanh, danh tréng nguc

Réi loan hé tiéu héa

- Tiéu chay

Ré6i loan da va mé duéi da

- Ban, may day, ngira. ‘) »
Thong bdo cho Bdc si nhitng tdc dung khong mong muar( i
2ap phii khi sir dung thudc P CPNEY

Qud4 lidu va chch xir tri: o
- Thong tin vé ddc tinh cAp ciia Fexofenadin con han ché¥Tu
c4c triéu chimg budn ngd, chéng mit, khd miéng da &
Xir tri: khdng c6 thubc giai doc diic hiéu. Didu trj hd tro va diéu tri
trigu chimg. Dung céc bi¢n phép thong thuong dé loal bo thuoc &
ong tiéu hda, dung phuong phéap thdm phan mau d¢é glam ndng o
thudc trong mau khong dang ké (1,7%). Khong co thudc giai doc diic
hiéu.

Han ding: 36 thang ké tir ngay san xuét.

Bio quén: Noi kho, nhiét d¢ khong qua 30°C, tranh 4nh séng.

Dé xa tim tay ciia tré em
Doc kj hudng din sic dung trde khi ding.
Néu cin thém thong tin, xin héi y kién Bdc st

San xudt tai:

CONG TY CO PHAN DUQC - TRANG THIET Bl Y TE BINH
DINH (BIDIPHAR)

498 Nguy&n Thai Hoc — Phuong Quang Trung — Thanh phé Quy Nhon
— Binh Dinh — Vigt Nam

Tel: 056. 3846040 * Fax: 056. 3846846




