IMEXOFEN®180

POC KY HUONG DAN SU’ DUNG TRUO'C KHI DUNG.
DE XA TAM TAY TRE EM.

THANH PHAN CONG THU*C THUOC:

M&i vién nén bao phim chia:

Thanh phén dwoc chét:

Fexofenadin hydroclorid ............cccooiciiiiiiiiiicice, 180 mg
Thanh phén ta dwerc: Lactose monohydrat, Cellulose vi tinh thé, Povidon,
Natri croscarmellose, Magnesi stearat, Colloidal anhydrous silica,
Hydroxypropyl methylcellulose, Macrogol, Titan dioxyd, Red iron oxyd,
FD&C yellow 6 alum lake (E 110).

DANG BAO CHE:

Vién nén bao phim.

Vién nén dai, hai mat tron, dwoc bao bdi mét mang phim méng mau hdng.

CHIiPINH:

Imexofen 180 dwoc chi dinh @& lam gidm cac triéu chirng clia may day vo

can man tinh & ngudi Ion va tré tré em tir 12 tudi trér 1&n.

LIEUDUNG -CACHDUNG:

Liéu dung:

Ngwei lén:

— Liéu khuyén dung 1a 180 mg (1 vién) m&i ngay.

_ Fexofenadin la chat chuyén héa co hoat tinh dworc ly clia terfenadin.

Tréem:

- Tréemttr 12 tudi tré 1&n: Lidu khuyén duing la 180 mg (1 vién) méi ngay.

- Tré em dudi 12 tudi: Hiéu qua va do an toan cua fexofenadin hydroclorid
chotré dui 12 tudi chwa dwoc nghién clru.

Cac déi twong dic biét: Cac nghién clru trén nhém bénh nhan cé nguy co

dac biét (ngudi cao tudi, bénh nhan suy gan hoic suy than) cho thay khong

can thiét phai diéu chinh lidu cho nhirng bénh nhan nay.

Cachdung:

- Ubng vién thubc véinudc. Ubng trwée biva an.

- Khi quén ubng 1 liéu thuéc: Hay uéng ngay khi nhé ra. Néu thoi gian gan
véilan dung thudc tiép theo, bé qua liéu da quénva ubnglidu tlep theovao
thoi glan thucing 8. Khong tuydung liéu gap doi dé bu vao liéu da quen

Métsé lwuy dac biét vé xwly thuédc trwée va sau khi st dung thube:

Khoéng cé yéu cau dic biét vé xtv ly thubce sau khi st dung.

CHONG CHIBINH:
Di trng véi fexofenadin hydroclorid hodc bt ky thanh phan nao ctia thubc
(xem muc Thanh phan céng thirc thude).

CANHBAO VA THAN TRONG KHIDUNG THUOC:

- Glong nhw hdu hét cac thubc mai, div liéu st dung thudc trén ngudi cao
tudi va bénh nhan suy than hodc suy gan con han ché. Su dung
fexofenadin hydroclorid than trong & nhém bénh nhan dac biét nay.

- Twong tw céc thubc khac nhom khang histamin, khi st dung trén bénh
nhan ¢ tién str hoac dang méc bénh tim mach, c6 thé gay ra mét sé phan
(rng phu, nhip tim nhanh va danh trdng nguc (xem muc Tac dung khéng
mong muén ctia thuéc).

- Cacthéngtin lién quan dén thanh phan cong thire thubc:

+ Thubc cé chira ta dwoc lactose monohydrat, do dé, khéng nén dung
Imexofen 180 cho bénh nhan khéng dung nap galactose do di truyén,
thiéu hutlactase hodc kém hép thu glucose-galactose.

+ Thanh phan FD&C yellow 6 alum lake trong thuéc c6 thé gay di trng.

SU’DUNG THUOC CHO PHU N CO THAIVA CHO CON BU:

Strdung thubc cho phu ni¥ cé thai:

Chuwa c6 dir liéu nghién ctru day du vé viéc st dung fexofenadin hydroclorid

trén phu ni cé thai. Mot sé nghién ctru gi¢i hantrén dong vatcho thay thubc

khong gay hai trwc tiép hodc gian tlep dénkha nang mang thai, sy phat trién

clia phoi thai/ bao thai, sy sinh né hay sy phat trién sau khi sinh. Chi diing

fexofenadin hydroclorid cho phu ni cé thai khi that can thiét.

Strdung thubc cho phu ni¥cho con bu:

Khéng ré thubc co bai tiét qua siva me hay khong, tuy nhién, khi dung

terfenadin da phat hién dwoc fexofenadin (chat chuyén hoa clia terfenadin)

trong stra me. Vi vay, khdng khuyén cao fexofenadin hydroclorid cho phu

n dang cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH

MAY MOC:

Trén co s& duoc lwe hoc va cac tac dung khéng mong muén ghi nhan dwoc

cho thay fexofenadin hydroclorid c6 thé khéng gay &nh hwéng 1én kha néng

14i xe va van hanh may méc. Cac thlr nghiém khach quan cting cho thay

fexofenadin hydroclorid khéng anh hwéng dang ké dén chirc néng cla hé

than kinh trung wong. Vi vay, bénh nhan cé thé lai xe hodc lam cac cong viéc

yéu cau s tap trung. Tuy nhién, can than trong do c6 thé gép phai cac phan

(rng bét thuwdrng tiy theo mirc dd nhay cdm clia ca nhan. Nén kiém tra dap

(rng clia ca nhan trére khi lai xe va thye hién cac cdng viéc phirc tap.
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TUONG TAC, TUONG KY CUATHUOC:

Twong tac cia thuédc:

- Fexofenadin khong bi bién déi sinh hoc & gan va do d6 sé& khong twong
tac véi cac thubc chuyén héa qua gan.

- Erythromycin ho#c ketoconazol lam tang néng do cla fexofenadin
hydroclorid trong huyét twong Ién 2 - 3 1an, nhwng khéng lam thay ddi
khoang QT khi dung déng th&i. Khdng co sw khac biét vé tac dung khéng
mong muén dwoc bao céo khi cac thubc nay duoc dung riéng 18 hodc phéi
hop. Cac nghién clru trén dong vat cho théy sy tang ni‘)ng do fexofenadin
hydroclorid trong huyét twong khi dung ddng thdi véi erythromycin hodc
ketoconazol 14 do tang hap thu & da day - rudt va giam bai tiét 1an lwot qua
matva dwong tiéu hoa.

- Chwa ghi nhan twong tac gitra fexofenadin va omeprazol. Tuy nhién, sinh
kha dung clia fexofenadin hydroclorid giam khi duing sau thuéc khang
acid chtra nhém va magnesi hydroxyd dang gel 15 phut. Vi vay, nén dung
cacthuée nay cach nhau khoang 2 gié.

Twongky cuathubc:

Do chwa co cac nghién clru vé tinh twong ky cta thubc, khong trén 1an

thubc nay véi cac thube khac.

TAC DUNG KHONG MONG MUON CUATHUOC:

- Tan suét dwoc xac dinh nhw sau: Rat thuwdng gap (ADR 2 1/10), thwong
g&p (1/100 < ADR < 1/10), it g&p (1/1.000 < ADR < 1/100), hiém gap
(1/10.000 < ADR < 1/1.000), rat hiém gap (< 1/10.000), khdng rd tan suét
(khong thé wére tinh tir dir liéu sén co).

— Trong m&i nhom tan suét, cac tac dung khéng mong mudn ctia dwoc trinh
bay theo thir ty gidm dan mirc dd nghiém trong.
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chirc dwéi da | suét Ban da, may day, ngia

Théng bao ngay cho bac sy hodc dworc sy nhirng phan trng c6 hai gép
phai khi str dung thuoc.

QUALIEUVA CACH XU TRI:

Qualieu: .

Chong mat, budn ngd, mét mai va khd miéng 1a cac biéu hién dwoc ghinhan
khi qua liéu fexofenadin hydroclorid. Dung liéu duy nhat 1én dén 800 mg va
nhirng lieu Ién den 690 mg x 2 lan/ngay trong 1 thang hoac 240 mg/lan/ngay
trong 1 ndm cho cac doi twong khde manh khdéng ghi nhan thém bat ky tac
dung phu nao so vé&i nhém dung gig’a dwoc. Lidu dung nap toi da cua
fexofenadin hydroclorid chwa duoc thiétlap.

Céch xtr tri:

S dung cac bién phap thong thudng dé loai bd phan thudc con chwa dwoc
hép thu. Didu trj triéu chirng va nang d& tdng trang. ThAm phan mau khéng
c0 hiéu qua trong viéc loai trir fexofenadin hydroclorid ra khéi mau.

QUY CACHBONG GOI:

Hop 3 vix 10 vién nén bao phim.

Hop 6 vix 10 vién nén bao phim.

PIEU KIEN BAO QUAN: Khong qua 30°C, tranh &m va anh sang.

HAN DUNG: 24 thang k& tir ngay san xuét.

TIEU CHUAN CHAT LUQNG CUATHUOC:

Thubc dat theo tiéu chuan co' sé.
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IMEXPHARM
Co sé san xuét: CONG TY CO PHAN DU'Q'C PHAM IMEXPHARM

Sb6 04, Budng 30/4, Phudng 1, TP. Cao Lanh, Tinh Bdng Thap, Viét Nam
Hotline: 1800.555.535 E-mail: imp@imexpharm.com
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