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Fexofenadin hydroclorid 120 mg
Vién nén bao phim

Hép 3 vi x 10 vién nén bao phim

S6 16 SX / Batch No.:

NSX / Mfg. date:
HD / Exp. date:

THANH PHAN:

Mai vién nén bao phim chua:

Fexafenadin hydroctorid. , ... ..oo 00 veviiiina.s

Ta duoc vira du 1 vién nén bao phim.

Xin doc trong to huong dan sirdyng.

BAO QUAN KHONG QUA 30°C, TRANH AM VA ANH SANG. 56 4, duéng 3044, phuang 1, thanh phd Cao Lanh,

DE XA TAM TAY TRE EM.

BOC KY HUONG DAN SU DUNG TRUGC KHI DUNG.
.......... 120mg  TIEU CHUAN CHAT LUQNG: USP (Duac dién My).
SBK /Visa No.:

CHI BINH, CHONG CHI BINH, CACH DUNG VA CAC THONG TIN KHAC: Co 56 san xuat:

Céng ty €& phan Duoc pham Imexpharm

tinh Béng Thap, Viét Nam.
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Fexofenadin hydroclorid 120 mg
Vién nén bao phim
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HD / Exp. date:

Vi tri in ma vach

THANH PHAN:

M&ivién nén bao phim chura:
Fexofenadin hydraclorid. . ..............
Tadugcviradd 1 vién nén bac phim.

CHI BINH, CHONG CHI BINH, CACH DUNG VA
CACTHONG TIN KHAC:

Xin doc trong t& huong dan s dung.

120mg

ANH SANG.

BAO QUAN KHONG QUA 30°C, TRANH AM VA

BE XA TAM TAY TRE EM.

90OC K¥ HUGNG DAN SU DUNG TRUSGC KHI
DUNG.

TIEU CHUAN CHAT LUQNG: USP (Dirge dién My).
SBK / Visa No.:

Co sd san xudt:

Céng ty €6 phén Duoe pham Imexpharm
56 4, dudng 30/4, phudng 1, thanh phs
Cao Lanh, tinh Béng Thap, Viét Nam._
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OFEN®120

LN BAO PHIM

=& Doc k§ hwong din sir dung trwée khi ding.
= Dé xa tAm tay tré em.

THANH PHAN CONG THUC THUOC:

Moi vién nén bao phim chia:

Thénh phin dwgc chit: Fexofenadin hydroclorid............oeeceeeeeereeureeseesseseeessssesessseseesens 120 mg

Thanh phan td dwge: Cellulose vi tinh thé, Lactose monohydrat, Povidon, Natri croscarmellose,

Magnesi stearat, Colloidal anhydrous silica, Hydroxypropyl methylcellulose, Macrogol, Titan

dioxyd, Iron oxide red, FD & C yellow 6 lake.

DANG BAO CHE:
Vién nén bao phim.
Vién nén dai, hai mat tron, bao phim mau h(‘“)ng, canh va thanh vién lanh lan.
CHI PINH:
Imexofen 120 duoc chi dinh dé lam giam triéu chirg cta viém mili dj ing theo muia & ngudi 16n va
tré em tir 12 tudi trd 1én.,
LIEU DUNG - CACH DUNG:
Liéu dung:
- Ngudi I6n:
+ Liéu khuyén ding 1a 120 mg (1 vién)/ 1dn/ ngay.
+ Fexofenadin 1a chit chuyén hoa c6 hoat tinh dugc Iy cta terfenadin.
- Tréem:
+ Tré em tir 12 tudi trd 1én: Liéu khuyén dung 1a 120 mg (1 vién)/ lan/ ngay.
+ Tréem dudi 12 tudi:
* Hiéu qua va dd an toan cua fexofenadin hydroclorid 120 mg khi sir dung cho tré dudi
12 tudi chua duge nghién ciru.
e Tréem tir 6 tudi dén 11 tudi: Ham luong fexofenadin hydroclorid 30 mg 1a lya chon
phtt hop cho tré thuoc nhém tudi nay.

- Céc d6i tugng dac biét: Cac nghién clru trén nhém bénh nhén c¢6 nguy co dac biét (ngudi cao
tudi, bénh nhan suy gan hoac suy than) cho thdy khdng cin thiét phai didu chinh lidu dung cho
nhiing bénh nhan nay.

Ciach dung:

Ubng vién thudc voi nude. Udng trude bira an.

Trudng hop quén ubng mot lidu thude: Bo qua lidu da quén va tiép tuc str dung thube theo lich

trinh. Khong uéng liéu gap doi dé bd sung cho liéu da quén.

Mot s6 lwu v diic biét vé xir ly thudc trwée va sau khi sir dung thube:

Khong c6 yéu cu dac biét vé xir ly thude sau khi st dung.
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4n v6i fexofenadin hydroclorid hoc bét ky thanh phén nao ciia thubc (xem muc Thanh phan
: thiee thuéc).

O VA THAN TRQNG KHI DUNG THUOC:

6ng nhu hiu hét cac thubc mai, dir liéu st dung thube trén ngudi cao tudi va bénh nhan
suy gan hodc suy than con han ché. Cén than trong khi sir dung fexofenadin hydroclorid cho
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Q
NG WP

*

nhém bénh nhén dic biét nay.

- Tuong tu cac thudc khéac nhém khang histamin, bénh nhén c6 tién sir hodic dang mic bénh tim
mach khi diing thubc Imexofen 120 c¢6 thé gdy ra mot sé tic dung khong mong mubn, nhip tim
nhanh va danh tréng nguc (xem muc Tdc dung khong mong muon cia thuic).

- Céc thong tin lién quan dén t4 duoc trong cong thirc thudc:

+ Thudc ¢6 chira ta dugc lactose monohydrat. Do do6, khéng nén ding Imexofen 120 néu bénh
nhan ¢6 cac van dé di truyén hiém gip nhu khong dung nap galactose, thiéu hut lactase hoic
kém hép thu glucose — galactose.

+ Thanh phan FD&C yellow 6 lake trong thudc c6 thé giy dj tmeg.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:
Sit dung thuéc cho phu ni¥ cé thai:
Chua c6 dit lidu nghién ciru ddy du vé viéc st dung fexofenadin hydroclorid trén phu nit ¢6 thai.
Mét s6 nghién ctru gidi han trén dong vét cho thiy thudc khéng géy hai truc tiép hay gian tiép dén
kha nang mang thai, sy phat trién ciia phoi thai/ bao thai, qué trinh sinh n& hay sy phat trién sau khi
sinh. Chi dung fexofenadin hydroclorid cho phu nit ¢6 thai khi that su can thiét.
St dung thudc cho phu ni¥ cho con bii:
Khong c6 dit liéu vé viéc thude co bai tiét qua sita me hay khong. Tuy nhién, khi sir dung terfenadin
da phat hién dugc fexofenadin (chit chuyén hod cua terfenadin) trong sita me. Vi véy, khong
khuyén céo str dung fexofenadin hydroclorid cho phu nir dang cho con bu.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Trén co s& duoc luc hoc va céc tic dung khdng mong muébn duge ghi nhan cho thdy fexofenadin
hydroclorid ¢6 thé khong gdy anh hudng 1én kha nang 14i xe va vin hanh may méc. Cac thir nghiém
khéch quan ciing cho thdy fexofenadin hydroclorid khéng anh huéng déng ké dén chirc niang ciia hé
thén kinh trung wong. Vi vay, bénh nhan c6 thé 14i xe hodc 1am céc cOng viéc yéu cAu sy tap trung.
Tuy nhién, cin than trong do c6 thé gap phai cac phan tng bét thuong tiiy theo mic d6 nhay cam
clia timg bénh nhan. Nén kiém tra ddp ng cta ngudi bénh trude khi 1ai xe va thuc hién céc cong
viéc phirc tap.

TUONG TAC, TUONG KY CUA THUOC:
Twong tic cua thube:
Fexofenadin hydroclorid khong bi bién dbi sinh hoc & gan nén s& khong twong téc véi cic thudc

khac ciing duoc chuyén hoa qua gan.

Erythromycin hoic ketoconazol khi ding ddng thdi véi fexofenadin hydroclorid s& 1am ting ndng
d6 ciia fexofenadin hydroclorid trong huyét trong 1én khoang 2 — 3 14n, nhung khong lam thay ddi
khoang QT. Khéng ghi nhan sy khic biét vé tic dung khéng mong mudn khi cic thude nay duge
dung riéng lé.
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ghién ciru trén dong vét cho thdy sur gia ting ndng dd fexofenadin hydroclorid trong huyét

[y “'\ )

Twong ky ciia thude:

Do chua ¢6 céc nghién ctru vé tinh tyong ky cua thudc, khong trén 1an thude nay véi cac thube

khac.

TAC DUNG KHONG MONG MUON CUA THUOC:

— Céc tac dung khong mong mudn (4dverse drug reaction - ADR) duéi day dugc bo cdo theo
hé co quan va tdn sudt xut hién nhu sau: Rét thuong gip (ADR > 1/10), thudng gip (1/100 <
ADR < 1/10), it gip (1/1.000 < ADR < 1/100), hiém gap (1/10.000 < ADR < 1/1.000), rét hiém
gap (ADR < 1/10.000), chua 13 (khong thé uéc tinh tir dit lidu c6 sin).

— Trong mdi nhém tAn sudt, céc tac dung khong mong mudn cia thude duge trinh bay theo thir ty
giam din mac d6 nghiém trong.

Hé co quan Téan suat Tac dung khong mong mudn

Hé than kinh Thudng gip Pau dau, budn ngi, chong mat

Hg tiéu hoa Thudng gap Bubn nén

Toan thén It gap Mét moi

Hé mién dich Chuard Phan &ng qud min véi cac biéu hién nhu phu
mach, tirc nguc, kho théd, do bing, phan vé toan
thén.

Ta4m than Chua ro Mit ngu, bon chon, rdi loan gidc ngi, 4c mong

Tim mach ' Chua rd Tim dap nhanh, dénh tréng nguc

Hé tiéu hoa Chuard Tiéu chay

Da va tb chirc dudi da | Chua rd Ban da, may day, ngtra

Théng bdo ngay cho bdc si hodc dwoc si nhitng phén teng cé hai gdp phii khi sie dung thudc
hoiic bdo cdo cdc phin ting cé hai ciia thudc vé Trung tam Théng tin thudc va Theo déi phin
rng co hai cia thubc.

QUA LIEU VA CACH XU TRi:
Quii lidu:
Chéng mit, budn ngi, mét moi va khd miéng 13 cac biéu hién dugc ghi nhan khi sir dung qua liéu
fexofenadin hydroclorid. Dung liéu duy nhat 1én dén 800 mg va nhiing lidu 1én dén 690 mg x 2 1dn/
ngay trong 1 thang hoiic 240 mg/lan/ngay trong 1 nam cho cac ddi tuong khde manh ma khong ghi
nhan thém bét k¥ tac dung khong mong mudn nao so véi nhém ding gia duge. Lidu dung nap t6i da
ctia fexofenadin hydroclorid chua dugc thiét lap.
Cach xir tri:
Str dung céc bién phap thong thudong dé loai bo phan thude con chua dugce hép thu. Diéu tri triéu
chimg va hd trg cho bénh nhan. Thdm phan mau khéng ¢6 higu qua trong viéc loai trir fexofenadin
hydroclorid ra khéi mau.
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vi x 10 vién nén bao phim.

i x 10 vién nén bao phim.

] i x 10 vién nén bao phim.

EN BAO QUAN:

qué 30°C, tranh 4m va 4nh séng.

TIEU CHUAN CHAT LUQNG CUA THUOC:
Tiéu chuén chit lugng: USP (Dugc dién My).

gg Co s6 san xudt:
<N > CONG TY CO PHAN DUGC PHAM IMEXPHARM
IMEXPHARM S6 4, duomg 30/4, phudng 1, thanh phé Cao Lanh, tinh Pdng Thép, Viét Nam

Hotline: 1800 555 535  Email: imp@imexpharm.com
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