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10 x 10 TABLETS /

COMPRIMES

j FILM-COATED /
-w DRAGEIFIES
SPECIFICATION:

IN-HOUSE

ALLERSTAT

FEXOFENADINE HYDROCHLORIDE
TABLETS 120 mg

COMPRIMES DE FEXOFENADINE
HYDROCHLORIDE 120 mg
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Ea:h film-goated tablet contains :

fenadine HCL 120 mg
torg dgiow 30°C. Protact from light.
-~K | &) pedicinea out of reach of children

f i -Dosa directad by the Physiclan
5 medmd drageifiea contient :

bhafine HCL 120 mg

« o Cal it au dessous de 30°C et & 'abr de la lumidre

4 g argpf tous |es médicaments hors de portéa das enfants

sologle: Survre as indications du médecin,
DO NOT EXCEED THE PRESCRIBED DOSE.
INDICATIONS, ADMINISTRATION, CONTRAINDICATIONS
READ CAREFULLY THE ENCLOSED LEAFLET BEFORE USE
DESTROY CAREFULLY. NOT FOR CHILDREN.

NE PEU ETRE OBTENU QUE SUR ORDONMNANCE MEDICALE
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ALLERSTAT 120

(Vién nén bao phim fexofenadin hydrochlorid 120 mg)

CANH BAO:

Néu cdn thém théng tin, xin hdi y kién bdc si.

Khéng dang qud liéu chi djnh.

Xin théng bdo cho bdc st biét cdc tdc dung khéng mong mudn xdy ra trong qud trinh sit dung.
Dé thubc xa tam tay tré em.

Poc k¥ hudng dén sit dung trudc khi sit dung.

Khoéng dang thudc da qud han sit dung.

THANH PHAN: f%.

Mbi vién nén bao phim ¢6 chifa:

Hogt chat; fexofenadin hydrochlonia «..qomnnnamsmnamammis s 120 mg

Td dugc: cellulose vi tinh thé (Avicel pH 101), lactose, polyvinyl pyrrolidone (PVP K30),
natri croscarmellose, tinh bt ngd, natri lauryl sulfate, cellulose vi tinh thé (Avicel pH 102),
magnesi stearate, talc tinh ch&, Opadry II brown 85G86605 (hdn hdp rugu polyvinyl hydro

-
héa, talc, titan dioxid, macrogol, lecithin, oxid sit viang, oxid sit dd). o
DUGC LUC HOC : »
Fexofenadin la thu6c khdng histamin th€ hé hai, ¢ tdc dung ddi khdng ddc hiéu va chon loc
trén thu thé H, ngoai vi. Thudc 12 mdt chit chuyén héa c6 hoat tinh cida terfenadin nhung
khong con ddc tinh ddi vdi tim do khong e ché kénh kali lién quan dén su tdi cuc t& bio cd
tim. Fexofenadin khong c6 tdc dung ddng ké doi khang acetylcholin, ddi khdng dopamin va -

khong c6 téc dung c ché thu thé alpha,- hoic beta-adrenergic. O liéu diéu tri, thudc khong
gdy ngl hay dnh hudng dén than kinh trung uong. Thudc ¢é tic dung nhanh va kéo dai do
thudc gdn cham vao thu thé H,, tao thanh phiic hdp bén vitng va tdch ra cham.

DUJC PONG HQC :

Thudc hap thu tot khi diing dudng udng. Sau khi udng 1 vién nén 60 mg, ndng d6 dinh trong
mdu khodng 142 nanogam/ml, dat dudc sau 2 - 3 gid. Néu udng dung dich fexofenadin 60
mg, 2 1an mét ngay, ndng d6 dinh trong mau & trang thdi cin bing khodng 286 nanogam/ml,
dat dugc sau khodng 1,42 gi. Thitc dn lam gidm ndng do dinh trong huyét twong khodng
17% nhung khong 1am cham thdi gian dat ndng dd dinh ciia thude.

Ti 1€ lién két vdi protein huyét tuong cla thudc 1a 60 - 70%, chi y&u 1a v6i albumin va
alpha;-acid glycoprotein. Thé tich phan b& 1a 5,4 - 5,8 lit/kg. Khong rd thudc ¢é qua nhau thai
hodc bai ti€t vao sita me hay khong, nhung khi diing terfenadin di ph4dt hién dudc
fexofenadin 12 chat chuyén héa cia terfenadin trong sita me. Fexofenadin khong qua hang
rao mdu - ndo.

Xap xi 5% liéu diung ctda thudc dugc chuyén hod. Khodng 0,5 - 1,5% dudc chuyén héa § gan
nhd hé enzym cytochrom Pyso thanh chat khdng c¢6 hoat tinh. 3,5% dugc chuyé'n héa thanh
din chét ester methyl, chli y&€u nhd hé vi khudn rudt.

Nita ddi thai trir cda fexofenadin khodng 14,4 gid, kéo dai hon 3 ngudi suy than. Thudc thai
trif chid y&€u qua phin (xap xi 80%), 11 - 12% liéu ding dudc thii trir qua nudc tiéu dudi dang
khong ddi.

CHI PINH:

Vién nén fexofenadin hydrochlorid 120 mg dugc chi dinh dung diéu tri triéu ching trong viém
mili di @ng theo mlia, may day man tinh vo cin & ngudi 16n va tré em trén 12 tudi.
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LIEU LUGNG VA CACH DUNG:

Thudc diing dudng udng, thdi di€m udng thudc khong phu thudc vao bita an.

Viém mui dj vng:

Liéu khuyén cdo clia vién nén fexofenadin hydrochlorid 120 mg d€ diéu tri triéu chitng cho
ngudi 16n va tré em trén 12 tudi 12 120 mg/ ngay (1 vién), udng 1 lan/ngay. Liéu cao hon ¢
thé ting tdi 240 mg x 2 1an/ngdy khong Iam ting thém tdc dung diéu tri.

May dav man tinh vé cdn:

Liéu khuyén cdo clia vién nén fexofenadin hydrochlorid 120 mg cho ngudi 16n va tré em trén
12 tudi 12 120 mg/ ngay (1 vién), uéng 1 lan/ngay.

Cdc dbi tugng ddc biét (suy gan, suy thin, nguoi gia): Khong cin diéu chinh liéu.

CHONG CHI PINH :

Qud min vdi fexofenadin hay bat cif thanh phin nao ciia thudc. {‘2/

CANH BAO VA THAN TRONG:

Tuy thudc khong c6 doc tinh trén tim nhu chat me terfenadin, nhung vin cin phai than trong
theo doi khi dung fexofenadin cho ngudi da cé nguy cd tim mach hodc did c6 khodng Q-T kéo
dai tir trudc.

Can khuyén ngudi bénh khong tu ding thém thudc khdng histamin ndo khdc khi dang st
dung fexofenadin.

Tuy fexofenadin it gdy budn ngd, nhung vin cin than trong khi 14i xe hoic diéu khién mdy
moc doi hoi phdi tinh tdo.

Can thin trong va diéu chinh liéu thich hgp khi diing thudc cho ngudi ¢6 chifc ning thin suy
gidm vi ndng d6 thudc trong huyét tuong ting do nita ddi thai trif kéo dai. Cdn than trong khi
ding thude cho ngudi cao tudi (trén 65 tudi) thudng cé suy gidm sinh 1y chifc ning than.

P06 an toan va tinh hiéu qud cda thudc & tré em dudi 6 tudi chira xdc dinh duge.

Can ngitng fexofenadin it nhat 24 - 48 gid trudc khi ti€n hanh cdc thit nghiém khing nguyén
ti€m trong da.

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC

Chua ¢6 bio cdo lién quan. Tuy nhién thudc c6 thé gy budn ngili, chéng mat, dau dau, do dé
nén thén trong khi l14i xe hodc vin hanh may méc.

TUONG TAC THUOC:

Erythromycin va ketoconazol 1am ting ndng d6 va dién tich dudi dudng cong ndng dd - thdi
gian clia fexofenadin trong mdu, cd ch€ c6 thé do l1am ting hdp thu va gidm thai trit thudc
nay. Tuy nhié€n, tudng tdc khong c6 y nghia trén 1am sang.

Thudc khdng acid chita nhodm, magnesi néu diing dong thdi véi fexofenadin s& 1am gidm hép
thu thudc, vi vy phdi dung cdc thudc nay cdch nhau (khodng 2 gid).

SU DUNG CHO PHU NU CO THAI VA CHO CON BU

Thai ky mang thai

Do chua ¢6 nghién cifu diy dd trén ngudi mang thai, nén chi ding fexofenadin cho phu ni
mang thai khi Igi ich cho me vugt tri nguy cd ddi véi thai nhi.

Thdi ky cho con bi

Khong ro thudc ¢ bai ti€t qua sita hay khong, vi vdy cin thin trong khi ding fexofenadin
cho phu ni¥ dang cho con bd.

TAC DUNG KHONG MONG MUON:

Trong cdc nghién citu 1dm sing c6 ki€m sodt, ti 1& gip tdc dung khong mong mudn & nhém
ngudi bénh dung fexofenadin tudng ty nhém ding placebo. Cic tic dung khdng mong mudn
ctia thudc khong bi 4nh hudng bdi liéu dung, tudi, gidi va ching tdc clia bénh nhan.
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Thuong gap, ADR >1/100

Thén kinh: Budn ngli, mét mdi, dau diu, mit ngl, chéng mit.

Tiéu hod: Budn ndn, kho tiéu.

Khéc: Nhiém virus (cdm, ctim), dau bung kinh, nhiém khudn h6 hap trén, ngita hong, ho, sét,
viém tai gifta, viém xoang, dau lung.

It gap, 1/1000 < ADR <1/100

Than kinh: S¢ hdi, rdi loan gidc ngd, 4c mong.

Ti€u hod: Kho mi€ng, dau bung.

Hiém gdp, ADR < 1/1000

Da: Ban, may day, ngia. )

Phin tng qué méin: Phit mach, tifc nguc, khé thd, dd birng, chodng phén vé. }zz

QUA LIEU VA XU TRi KHI QUA LIEU: =

Thong tin vé doc tinh cip clia fexofenadin con han ch&. Tuy nhién, budn ngii, chéng mit,
khd miéng da dugc bdo cdo.

Xt tri: Stt dung cdc bién phdp thong thudng dé loai bd phin thudc con chua duge hap thu &
Ong tiéu hod. Piéu tri hd trg va diéu tri triu chitng.

Th&m phan mdu lam gidm ndng do thudc trong mau khong ddng ké (1,7%). Khéng c6 thude
giai doc dac hiéu.

BAO QUAN:

Bédo d nhiét d§ dudi 30°C. Tranh dnh sdng.

DANG BAO CHE VA QUY CACH PONG GOI:

Hop 10 vi x 10 vién nén bao phim.

TIEU CHUAN CHAT LUGNG:

Nha sdn xuit a
HAN DUNG:

24 thang k€ tir ngdy sdn xuat »
S6 16 sdn xuat (Batch No.), ngay san xuat (Mfg. date), han ding (Exp. date): xin xem trén
nhin bao bi.

Sdn xudt béi:
CADILA PHARMACEUTICALS LTD.
1389, Trasad Road, Dholka — 387 810, District: Ahmedabad, Gujarat State, India

C0 56 sé hitu gidy chitng nhén san phdm digc phdm:
CADILA PHARMACEUTICALS LTD.
Sarkhej Dholka Road, Bhat-Ahmedabad, 382 2 J.

‘Qﬁfarati{n' 1
% :
Ngay xem xét lai t& huéng din sif dung:
05/07/2013

PHOAUC TRUONG
Npuyin Vs Himg
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