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86 16 SX/Batch No:

Ngéy SX/Mir.Date:
HD/Exp.Date:

1 FeDimtast ™

Céng thirc: mbi vién chifa
Fexofenadin HCI
Té dugc vira di

60mg
1 vién

Chi djnh:

Diéu tri tridu chitng trong viém mii di (ng theo ma,
may day man tinh v0 cin & ngudi lon va tré em
trén 6 tudi.

Ch6ng chi djnh, liu ding, twong tac thudc,
téc dung phu, sif dung cho phy nif c6 thai
va cac thing tin khéc:

Xin doc tb hugng din sir dung.

Béo quén: noi khd mat, trinh dnh sang,
@ nhiét dg dudi 30°C

3. MAu nhan hdp 10 vi x 10 vién

GMP - WHO

I "
F;foMTAST

Fexofenadin HCI

60mg

Antihistamine

Wz

GMP-GLP-GSP Box 10 blisters x 10 film coated caplats
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BE XA TAM TAY CUA TRE EM
BOC KV HUGNG DAN SU DYNG TRUGC KHI DONG
NEU CAN THEM THONG TIN XIN HOI ¥ KIEN BAC Si

CONG TY TNHH SX - TM DUGC PHAM THANH NAM

60 Pai LO Doc Lip - KCN Viét Nam Singapore, Thudn An,
Binh Duong, Viét Nam

VP: 3A Bang TAL, P. Tan Binh, Quan 1, TP, HCM, Vigt Nam
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CONG HOA XA HOI CHU NGHIA VIET NAM
Péc Lap - Ty Do - Hanh Phiic
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2. M&u nhan hop 3 vi x 10 vién

Box 3 blisters x 10 film coated caplets
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THANH PHAN : M3i vién chifa

Fexofenadin HC1 60 mg %/ > g ) \\:‘i /
T4 dugc vita di .. 1 vién. P, 10

(Avicel PH101, Natri starch glycolat, PVP. K30, Talc, Magnesi stearat, HPMC 2910, PEG 6000, Sunset yellow,,

Cdn 96%). '

DUJC LYC HQC
Fexofenadin 13 thuéc khdng histamin th€ hé hai, c6 tic dung d6i khdng ddc hiéu va chon lgc trén thy thé
H, ngoai vi. O liéu diéu tri, thuSc khong gdy ngdi hay dnh hudng dén thin kinh trung uong. Thudc ¢ tdc
dyng nhanh va kéo dai do thuSc gfn chdm vao thy thé H,, tao thanh phitc hgp bén vitng va téch ra chim.

DUGC PONG HQC

. Fexofenadin hép thu t5t khi ding dudng u6ng. Sau khi udng, ndng d§ dinh trong méu dat dugc sau 2 - 3

gid. Thudc lién k&t vdi protein huy€t tuong khodng 60 — 70%. Fexofenadin khong qua hang rao mdu - ndo.
Nita ddi thai trit clia fexofenadin khodng 14,4 gid, kéo dai hon & ngudi suy than. Thudc thii trit chi y&u
qua phin (xdp xi 80%), 11 — 12% liéu ding dugc thii trir qua nudc ti€u dudi dang khong ddi.

CHI PINH PIEU TRI
Diéu tri triéu ching trong viém mdi dj @ng theo mia, may day man tinh v6 cin & ngudi 16n va tré em trén
6 tudi.

LIEU LUGNG VA CACH DUNG
Thudc ding dudng udng, thdi di€m udng thudc khong phu thude vao bita in.

—  Viém mii dj ung:
+ Ngudilén va tré em trén 12 tubi: 60 mg x 2 1in/ngay, hodc 180 mg udng 1 ldn/ngay. & bénh nhan suy

thin 60 mg x 1 lan/ngay.

+ Tréemtit6— 12 tudi: 30 mg x 2 1An/ngay. G tré em bi suy than 30 mg x 1 lAn/ngay.

— May day man tinh vo cdn:
+ Ngudilén va tré em trén 12 wdi: 60 mg x 2 ldn/ngdy. & bénh nhan suy thin 60 mg x 1 1in/ngay.
+ Tré emtir 6 — 12 tui: 30 mg x 2 1in/ngdy. O tré em bi suy thin 30 mg x 1 lin/ngay.

— + Nguoi suy gan: Khong cin diéu chinh liéu.

CHONG CHI PINH
Qud min véi fexofenadin hodc véi bat ky thianh phin nio cda thudc.

CANH BAO VA THAN TRONG KHI SU DUNG

— Than trong khi ding thudc cho ngudi di ¢6 nguy cd tim mach ho#ic di ¢6 khodng Q-T kéo dai tir trudc.

— Khong ding thém thudc khdng histamin nao khdc khi dang sit dung fexofenadin.

— Thin trong va diéu chinh liéu thich hgp khi ding thudc cho ngudi ¢6 chitc ning thin suy gidm.

— Thin trong & ngudi cao tudi (trén 65 tudi) vi thudng c6 suy gidm sinh 1y chic ndng than.

— Cén ngiing ding fexofenadin it nhit 24 — 48 gid trudc khi ti€n hanh cdc thi nghiém khéng nguyén tiém
trong da.
D¢ an toan va tinh hiéu qua cua thudc & tré em dudi 6 tudi chura xdc dinh dugc.

TU'UNG TAC V61 CAC THUOC KHAC

—  Erythromycin va ketoconazol 1am ting ndng d6 fexofenadin trong huyét tuong, cd ché c6 thé do 1am ting
hdp thu va gidm thdi trr thude nay.

— Thudc khéng acid chita nhdm, magnesi n&€u dung ddng thdi véi fexofenadin s& 1dm gidm hp thu thudc, vi
vay nén ding cdc thudc ndy cdch nhau (khodng 2 gid).

TRUGNG HQP CO THAI VA CHO CON BU

— Thdi ky mang thai: Chua ¢6 nghién citu ddy dd trén ngudi mang thai, nén chi diing thudc cho phy nif mang
thai khi 1gi ich cho me vudt trdi nguy co ddi véi thai nhi.

— Thai k¥ cho con bd: Khéng rd thudc c¢6 bai ti€t qua sifa me hay khong, vi viy cin thin trong khi ding
fexofenadin cho phu ni¥ dang cho con bu.

TAC DUNG POI VGI KHA NANG LAI XE VA VAN HANH MAY MOC
Tuy thudc it gAy budn ngi nhung vin cin thin trong khi 14i xe hodc diéu khié€n mdy méc ddi hdi phéi tinh
tdo.
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TAC DUNG KHONG MONG MUON “%
T4c dung khong mong muén ciia thudc khong bi anh hudng bdi lidu dung, wéi, gisi vé&;}/ﬁug toc clia bénh
nhén, &,
Thuomg gdp: Budn ngd, mét mdi, dau ddu, m4t ngd, chéng mit, budn ndn, khé tiéu, nhiént yirus, nhiém
khuén ho hap trén, dau bung kinh, ngita hong, ho sét, viém tai giifa, viém xoang, dau lung. 6
It g@p: S¢ hii, r6i loan gidc ngd, 4c mong, khé miéng, dau bung. %
Hiém gdp: Ban, may day, ngifa, phi mach, tic ngyc, khé thd, d6 bitng, chodng phin vé. (/O

Théng béio cho béic si nhitng tdc dung khéng mong muén giip phdi khi st dung thudc
QUA LIEU VA XU TRi
— Théng tin vé doc tinh cip ciia fexofenadin con han ché. Tuy nhién, bubn ngl, chéng mit, khé miéng da

dugc bdo cdo.
— Xt trf: St dung céc bién phdp thong thudng dé loai bd phan thudc con chua duge hip thu & Sng tiéu héa.

Piéu tri tri¢u chitng va diéu tri hd trg. Khong 6 thudc gidi doc dic hidu.
BAO QUAN : Bdo qudn noi khdé mdt, trdnh 4nh sdng, nhiét d6 dudi 30°C
HANDUNG  :36 thing k€ tif ngdy sdn xudt
TIEU CHUAN : TCCS
TRINHBAY  :Hop: 3 vi, 10 vi x 10 vién.
KHUYEN CAO :

P& xa tim tay clia tré em
Poc ky huéng din sit dung trude khi ding
Né&u céin thém thong tin xin hdi y ki€n bic si

CONG TY TNHH SX-TM DUGC PHAM THANH NAM
Bia chi: 60 — Pai 16 Pdc lap, KCN Viét Nam Singapore, Thuin An, Binh Dudng
DT: (0650) — 3767850 Fax: (0650) — 3767852
T Vin phong: 3A Pidng Tat, P. Tin Dinh, Q.I, TP. HCM

Tp.HCM, ngay Ol thing 08 ndm 2012
KT/ Gidm doc
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70202675, Phé Gidm doc
S o, Y
70/, CONG n\’ 3
f’,ﬁf’l/ TRACK R M sy ma)
| - SAN )(’L!i‘! d
FUONG 1 6UOC Prpne Y I

*
O\THiN
PHO CUC TRUONG \:‘:1’ U[I ‘.: T e




