MAU NHAN THUDC
1.M&u nhan vi x 10 vién nén bao phim
- Noi dung va mau sic: Nhu mau
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2. Hop 1 vi x 10 vién nén dai bao phim
- NOi dung & mau sac : Nhw mau

Ent€fast 1 ZOFWﬁHOg

Fexofenadin hydre

Anti- Hlstammes

Box of 1 Blister x 10 long film coated tablets
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TIEU CHUAN : TCCS EE XA TAM TAY CUA TRE EM
TCCS
SBK BAD QUAN : NOI KHO MAT, TRANH ANH SANG, NHIET BO DUOI 30°C
SBK:
BOC KY HUONG DAN SU DUNG TRUOC KHI DUNG

g [wmp-wio] cn

Ent€fast 1 20mg

Fexoftenadin hydroc

Anti- Hlstamlnes

Bwoz 1 1583 > 1

Hop 1 vi x 10 vién nén dai bao phim

Ent-¢ fast 12
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3. Hop 2 vi x 10 vién nén dai bao phim
- N&i dung & mau sac : Nhw mau

Ent€fast 1 20r6;|g

Fexofenadin hydr

Anti- Hlstamlnes

Box of 2 Blister x 10 long film coated tablets
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JE XA TAM TAY CUA TRE EM
TIEU CHUAN : TCCS s
SOK BACQ QUAN : NOI KHO MAT, TRANH ANH SANG, NHIET BO DUOI 30°C
) BOC KY HUONG DAN SU DUNG TRUOC KHI DUNG

' GMP

Ent€ fast 1 20mg

Fexaofenadin hydr

Anti-Histamines

Hép 2 vi x 10 vién nén dai bao phim

Ent-€ fast 120mg
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4. Hop 5 vi x 10 vién nén dai bao phim
- N&i dung & mau séc : Nhw mau

VVHOl

Ent¢ fast 1 20mg

Fexofenad

Anti- Hlstammes

Box of 5 Blister x 10 long film coated tablets
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TIEU CHUAN : TCCS DE XA TAM TAY CUA TRE EM
20K = 3AD QUAN : NOI KHO MAT, TRANH ANH SANG, NHIET BO DUDI 30°C
S
DOC KY HUONG DAN SU DUNG TRUOC KHI DUNG
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Ent€fast 1 20mg

Fexofenadin hyd

Anti- Hlstammes
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Hop 5 vi x 10 vién nén dai bao phim

Ent-€ fast 120m
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| DUGC LYC HoC:

7¢ ffdng 24n st dyng thude - E GhiF-WH LY

ENTEFAST 120 mg

cONG THUC:
Fexofenadin hydroclorid ... .ovvvvereinviesecinsnerinnnene. 120 M@
Té duge: Lactose; tinh bt ngd; povidon (PVP); DST; magnesi stearat; talc; aerosil; natri laurylsulfat; HPMC; PEG 6000; titan dioxyd............ 1 vién nén dai bao phim,

DANG BAD CHE: Vign nén dai bao phim,
QUY CACH BONG GOI: Hop 1 vix 10 vién; hap 2 vix 10 vign; hgp 5 vix 10 vién.

Fexofenadin, chat chuyén héa clia terfenadin, 14 thudc khdng histamin th& h# 2, ¢6 tic dung ddi khang dac hidu va chon Ipc trén thy thé H1 ngoai vi.

DUGC BONG HOC:

Thudc hap thu t6t khi ding duding udng. Sau khi uSng ndng do dinh dat dugc sau 2-3 gids, Thic 3n 1am gidm néng dd dinh trong huyat tuong khodng 17% nhung khdng
lam cham thdi gian dat néng do dinh clia thudc.

Ty 12 lign ket véi protein huy&t tudng clia thudc 12 60-70% chli y&u 12 véi albumin va alpha,-acid glycoprotein.

X4p x1 5% liéu dung clia thutic dugc chuyén héa. Khodng 0,5-1,5% dugc chuyén hoa & gan nhd hé enzym cytochrom P450 thanh chat khong c6 hoat tinh. 3,5% duge
chuyén héa thanh din chat ester methyl, chl y&u nha hé vi khudn rudt.

Nira dasi thai tris cha thudc khodng 14,4 gid, kéo dai hon & ngutii suy than. Thudc thai trir chll y&u qua phan (x&p x180%), 11-12% lidu diing duge thai trir qua nudc tidu dudi
dang khdng déi.

CHI BINH:

Fexofenadin dugc chi dinh diing diéu tr tridu chiing trong viém mii dj iing theo mua, may day man tinh vd cn & ngudli 16n va tré em trén 6 tudi.

CHONG CHI DINH:

Qué man cAm vdi cac thanh phdn clia thudc.

THAN TRONG:

- Tuy thufic khdng cd ddc tinh trén tim nhu ch&t me terfenadin, nhung vin c4n phai than trong theo déi khi diing Fexofenadin cho ngudii da co nguy cd tim mach

- C4n khuy&n ngubi bénh khéng ty diing thém thudc khang histamin nao khdc khi dang st dung Fexofenadin .

- Gén than trong va diéu chinh liéu thich hgp khi diing thuc cho ngudsi ¢ chdc ndng than suy gidm vi néng dd thudc trong huygt tuong ting do nifta ddi thai trif kéo dai.

Cén than trong khi diing thudic cho ngudsi cao tudi (trén 65 tudi) thubing cd suy gidm sinh Iy chifc ndng than.
TUONG TAC THUGC:

- Erythromycin va ketoconazol lam tng néng d9 va dign tich dudi duting cong nBng d9- thdi gian cﬁa‘Fexofenadin trong mau, cd ché cd thé do [am tang h&p thu va gidm
thai tri thudc nay. Tuy nhién tuong tac khdng cd y nghia trén lAm sang.

- Thugc khdng acid chifa nhom, magnesi néu diing déng thdi véi Fexofenadin s& 1am gidm hép thu clia thusic, vi vAy phai diing céc thubic nay cach nhau (khoang 2 gid)
TAC DUNG KHONG MONG MUGN (ADR) ‘

Céc tac dung khdng mong mudn clia thuc khdng bj &nh hudng bdi lidu diing, tudi, gidi tinh.
- Thuting gdp, ADR >1/100

Thén kinh: Budn ngli, mét mdi, dau ddu, mat ngll, chéng mit,

Tigu ho&: Budn ndn, khé tidu.

- [t g&ip, 11000<ADR<1/100,

Than kinh: S¢ hai, rdi loan gidc ngll, 4 mdng

Tiéu héa: Khé migng, dau bung

- Him gip, ADR<1/100

Da: Ban, may day, ngla

Phén ting qué min: Phi mach, tc ngyc, kho thd, dd bitng, chodng phin vé.

SU DUNG CHO PHY N €6 THAI: : \C 2
Do chua c6 nghién clu ddy db trdn ngubii mang thai, nén chi ding Fexofenadin cho phy nil mang thai khi Igi ich clwp

SU DUNG PHY NO CHO CON BU:

Khdng rd thudc 6 bai tiét qua sia me hay khong, vi vy c4n than trong khi diing thudc cho phy n dang cho con bd.
01 V61 NGUDI LAI XE VA VAN HANH MAY MGC:

Tu% Fexofenadin it gay bubn ngli, nhung vAn c4n than trong khi I4i xe va digukhién may méc ddi hdi phai tinh tdo.
LIEU DUNG VA CACH DUNG: E
Thudc ding duting ung PHO cyc TRU@NG

- Liéu thdng thuing d8 diéu trj cho ngudi I6n va tré em tir 12 tudi trd 1&n: 1 vien / ngay. Q/V b OVA

Ngudi bi suy gan: Khang cin diéu chinh liu. W ‘e{ (%?
Duing cdch xa 2 gity d8i véi cac thulic khang acid cd chifa gel aluminium hay magnesi.

QUA LIEU VA XU TRI;

Thong tin v& dgc tinh cap clia Fexofenadin cdn han ch. Tuy nhién, bubn ngl, kho migng, chong mat da dugc canh béo

X trf: SU dyng céc bign phap thang thuting dé loai bd phdn thudc cdn dang dugc hap thu & Gng tidu hoa. Didu tri hB trg va diutr trigu chiing.
Thdm phan mau lm gidm néng do thuiic trong mAu khdng déng k& (1,7%). Khdng c6 thudc gial doc dac hidu,
Thudt nay chi diing theo don ciia béc sT.

Doc kj hudng din st dyng trude khi ding.

NEUu cén thém théng tin xin hdi j kign bac sT.

Théng bdo cho bac sTnhifng tic dyng khdng mong mudn khi sit dung thudc.

Han diing: 36 thing k& tif ngay sin xust.

Diéu kign bdo quén: d& noi khd mat, tranh 4nh sdng, & nhigt 49 dudi 30°C.

Tiéu chufn: TCCS.

San xudttai:

CONG TY CO PHAN DUGC BONG NAI

2218 - Pham Van Thudn - P. Tan Tién - TP.Bi&n Hoa - Tinh Béng Nai - Vigt Nam
DT, Fax: 061. 3821608
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E-mail: donai_pharm@yahoo.com.vn




