
MAU NHAN bY ol Ure

G
M
P
 
W
H
O

D:
86

16
 

SX
:

CT
Y 

CP
 

DU
OC
. 

TT
BY

T 
BI
NH
 
B'
NH

GMP WHO

Hép 5 vix 10 vin nén bao phim

Tocimat 120
Fexofenadin Hydroclorid 120 mg

Sin ut tr
NF CONG TY CO PHAN DUGC - TRANG THIET BI Y TE BINH DINH (BIDIPHAR)

sidiphar 498 Nguyén Thdi Hoc, Phuong Quang Trung Thann phé Quy Nhon. Binh Binh, Viet Nam

Thanh phan: Dé xa tam tay cla tré em
Fexofenadin hydroclorid.. Doc ky hudng dan su dung truée khi ding

Noi kho, nhiét dé khong qua 30°C, tranh

Tadudova SDK/Reg.No: | a Hse 7
Chi dinh, Chéng chi dinh, Cach dung, — . %

Liéu dung & Cac thong tin khac: $6 Id SX/Lot, No |

Xem toa hudng dan su dung bén trong |
hdp. Ngay SX/Mfg. Date:

Bao quan: HD/Exp. Date |
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Fexotedaihl Hysbactorid . 120 mg
Ta duge vd. we] vién
(Ta duge: Microcrystalline Cellulose, Croscarmellose  natri,

Pregelatinized Starch, PVP K30, Colloidal Silicon Dioxid, Natri

Stearyl Fumarat, Natri Starch Glycolat, Crospovidon, HPMC, bét

Talc, Titan dioxyd, PEG 4000, Ethanol, mau dé oxyd s&t, mau vang

oxyd s&t, nuéc tinh khiét).
Dang bao ché: Vién nén bao phim.
Quy c4ch déng géi: Hop 5 vi x 10 vién.

Duge lye hoe:

Fexofenadin la thuéc khang histamin thé hé hai, cé tac dung ddi
khang dac hiéu va chon loc trén thy thé H; ngoai vi. Fexofenadin 1a

chat chuyén héa co hoat tinh cua Terfenadin nhung khong con déc

tinh déi vdi tim do khéng tre ché kénh Kali lién quan dén sy tai cy

té bao co tim. Fexofenadin khong cd tac dyng dang ké déi khang

acetylcholin, déi khang dopamin va khong c6 tac dung tre ché thy

thé al -adrenergic hoac B- adrenergic. O liéu diéu tri, thuéc khéng

gay ngu hay anh hudng dén than kinh trung uong. Thudc tac dung
nhanh va kéo dai do gan vao thy thé H, tao thanh phic hop bén vimg

va tach ra cham.
Duge dong hge:

Fexofenadin hydroclorid duge hap thu nhanh vao co thé theo dung
uéng va dat néng d6 dinh khoang 427 ng/ml sau 1 — 3 gid khi uéng
liéu 120 mg/ngay, Khoang 60 — 70% fexofenadin gin két véi protein
huyét tuong.
Fexofenadin duge chuyén hoa khéng dang ké (co thé qua gan hoac

khong). Thdi gian ban thai ctia thuéc khoang 11 — 15 gid. Da sd

thuéc duge dao thai qua mat, khoang 10% duc bai tiét nguyén ven

qua nude tiéu.

Chi dinh:

Dung cho nguoi én va tré em trén 12 tudi dé
- Lam giam trigu chimg viém mii dj tmg theo mia: hat hoi, chay nuéc

mii, ngira mii, ngira hong, mat d6 ngira, chay nude mat.
- Lam giam trigu chimg may day man tinh v6 c4n: ngira, néi man dé,

giam sé lugng ban dat.
Liéu lung va cach ding:

- Udng trudc bita an.
- Ngudi Idn va tré em > 12 tudi: 120 mg x | lan/ngay.
- Neudi gia, ngudi suy gan, suy than: khong can diéu chinh liéu.
Chong chi djnh:
Qué min v6i Fexofenadin hay bat ctr thanh phan nao cta thudc.

Than trong:

Ngudi co nguy co tim mach hodc da cé khoang QT kéo dai tir trudc.

Khong ding déng thii véi cac thudc khang histamin khac
Thuéc it gay buén ngu nhung can phii than trong véi ngudi lai xe va
van hanh may.

- Khéng ding cho tré em duéi 12 tudi vi d6 an toan chua duge xdc

dinh.
Can ngimg fexofenadin it nhat 24 - 48 gid trudéc khi tién hanh cdc
thir nghi¢m khang nguyén tiém trong da.

Twong tac thude:

- Thuéc khang acid chira nhém, magnesi ding déng thoi voi

Fexofenadin sé lam giam hap thu thudc, vi vay ding cac thuédc nay

céch nhau khodng 2 gid.

Tot tirtet

<eN MAU TO HUONG DAN SU DUNG THUOC

- Erythromycin va Ketoconazol lam tang néng d6 va dién tich dudi

dugng cong ctia Fexofenadin trong huyét tuong do lam tang qua

trinh hap thu va giam thai trir déi véi thuéc nay. Tuy nhién tuong tac
nay khéng co y nghia vé mat lam sang.

Sir dung cho phy ni cé thai va cho con bi:

- Théi ky mang thai: Chua cé nghién ctru day di trén nguoi mang thai.

Chi ding cho ngudi mang thai khi that can thiét.
- Thdi ky cho con bi: Khéng 1d thuéc c6 bai tiét qua sita me hay

khéng. Can than trong khi ding cho phy nt dang cho con bu.

Tac dOng cia thuéc khi l4i xe va van hanh may:

Vi thuédc cé tac dung phy gay budn ngu, mét mdi, dau dau ... nén
can than trong khi lai xe va van hanh may.

Tac dung khéng mong muén:

Phan loai theo tan suat xuat hin cua tac dung khong mong musén:
Rat thudng gap (21/10); thuong gap (1/100 va <I/10); it gap
(121.000 va < 1/100); hiém gap (210.000); rat hiém gap (< 1/10.000);
khéng 16 (tan suat khong thé thiét lap tir dit liu séin c6).
Cac tac dung khong mong muén gap 6 ngudi lén

Réi loan hé than kinh

- Thudng gap: Dau dau, budn ngu, chong mat

Réi loan hé tiéu héa

- Thudng gap: budn nén.

Réi loan chung
- It gap: Mét mai.
C&c tac dung khong mong muén gap 6 ngudi 1én nhung chua 16 tan
suat:
Réi loan hé thong mién dich

- Phan img qua mn véi cac bigu hién nhu: phi mach, dau that ngyc,

kho tho, do bimg mat, phan vé toan than.

Réi loan tam than
- Mat nga, cang thing, rdi loan giéc ngu hodc gap 4c mong
Réi loan hé tim mach
- Tim dap nhanh, danh tréng ngye
Réi loan hé tiéu héa

- Tiéu chay

Réi loan da va mé dudi da

- Ban, may day, ngtra.

Thong bdo cho Bac si nhitng tac dung khong mong mudi

gdp phai khi str dung thudc

Qué ligu va cach xt tri:

- Thong tin vé déc tinh cap ciia Fexofenadin cén han oh Tuy

cdc trigu chimg buén ngu, chong mat, kh6 miéng da 4

Xt tri: khong cé thude giadi doc dic higu. Diéu tri hé tro va diéu tri
trigu chimg, Dung cdc bién php théng thudng dé loai bé thudc 6
éng tiéu héa, ding phyong phdp thdm phan mau dé giam néng do
thuéc trong mau khéng dang ké (1,7%). Khéng cé thudc gidi déc dac

higu.
Han ding: 36 thang ké tir ngay san xuat.
Bao quan: Noi khé, nhiét dO khong qua 30°C, tranh Anh sang.
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Dé xa tam tay cia tré em
Doc kj huéng dan sit dung truéc khi ding.
Néu can thém thong tin, xin hdi y kién Bac st

(ally ite!

San xudit tai:

CONG TY CO PHAN DUQC - TRANG THIET BI Y TE BINH
DINH (BIDIPHAR)
498 Nguyén Thai Hoc — Phuong Quang Trung — Thanh phé Quy Nhon

— Binh Dinh — Viet Nam
Tel: 056. 3846040 * Fax: 056. 3846846
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