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THANH PHAN:

- Thanh phin duoc chit: Fexofenadine hydrochloride 60 mg.

- Thanh phin t4 dugc: Microcrystalline cellulose 101, pregelatinised starch, povidone K30,
croscarmellose sodium, magnesium stearate, hypromellose 6 cPs, Polyethylen glycol 400, talc,
titanium dioxide, iron oxide red, quinolin yellow lake vira du 1 vién nén bao phim.

DANG BAO CHE: Vién nén bao phim (Vién nén hinh bau duc, bao phim mau hdng, mot mit cé
s6 “60”, mdt mit tron).

CHI PINH PIEU TRI:

- Lam giadm céc triéu ching lién quan dén viém miii di ing theo muia cho ngudi 16n va tré em tir
12 tudi tré 1én. |
- Didu tri cdc biéu hién ngoai da ndi mé day man tinh v6 cin cho ngudi 16n va tré em tir 12 tudi \
tudi trr 1én.

LIEU LUQNG VA CACH DUNG:

Liéu lwong;

- Ngudi 16n va tré em trén 12 tudi: Udng mdi 1dn 60 mg, 2 14n mdi ngay hozc 180 mg, 1 lan mdi
ngay.

Nguroi gia va ngueoi suy thin:

- Nguoi gia, ngudi 16m va tré em trén 12 tubi bi suy than: Lidu khéi dau ia 60 mg, 1 lan moi ngay,
didu chinh lidu tiy theo chirc ning than.

Cich dung:
Thude diing qua duong udng khong phu thudc bita &n. Khong ubng véi nude hoa qua.

CHONG CHi PINH:
Qué min cam vai fexofenadin hay véi bit ky thanh phan nao cta thude.

CANH BAO VA THAN TRONG KHI SU DUNG:

- Tuy thude it gdy budn ngd, nhung van can thén trong khi lai xe hodic van hanh may méc doi hoi
phai tinh téo. :

- Cén thén trong va diéu chinh 1idu thich hop cho ngudi ¢6 chirc ning thin suy giam vi ndng do
trong huyét tuong ting do nira doi thai trir kéo dai. Can thén trong khi dung cho ngudi cao tudi
(trén 65 tudi) thudng cé suy giam chirc ning than.

- Tinh an toan va lidu dung cho tré em dudi 6 thang tudi chua xéc dinh duge.

- Cén ngung thudc it nhat tir 24 — 48 gid trude khi tién hanh céc thir nghiém khang nguyén tiém
trong da.

- Thudc ¢6 thé 1am ning thém bénh véy nén.
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- Nén dung céch xa it nhit 2 gio ddi voi cac thude khang acid ¢ chita nhdom hay magnesi
hydroxyd.

TRUONG HQP CO THAI VA CHO CON BU:

Phu nit c6 thai

- Do chua ¢6 nghién ciru dy da trén phu nit mang thai, nén chi ding thubc cho phu nit mang thai
khi lgi ich cho ngudi me vugt trdi hon nguy co dbi véi thai nhi.

Phu nit cho con bii

- Do chua ¢6 nghién ciru ddy da trén phu nit cho con bi. Vi nhiéu loai thube duge bai tiét qua sita
me nén cin than trong khi diing thudc cho phu nit dang cho con bi.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
"Tuy thudc it gdy budn ngii, nhung van cdn than trong khi ding thube cho ngudi 1i xe hogc vén
hanh médy méc.

TUONG TAC, TUONG KY VOI CAC THUOC KHAC VA CAC DANG TUONG TAC NG|
KHAC: JU(}(!
- Erythromycin va ketoconazol 1am téng ndng dd fexofenadin trong huyét twong nhung khéng lam | ]}]I
thay déi khoang Q-T. |
- Nong db fexofenadin c6 thé bi tiang do erythromycin, ketoconazol, verapamil, cic chit trc ché P Qj
— glycoprotein.

- Khong dung ddng thoi fexofenadin véi cée thude khéng acid chira nhom hay magnesi vi s& lam
giam sy hip thu fexofenadin.

- Fexofenadin c6 thé Iam ting néng do cdn, cac chit an than hé than kinh trung wong, céc chét
khang cholinergic.

- Fexofenadin ¢6 thé 1am giam ndng 9 céc chét e ché acetylcholin-esterase (& than kinh trung
wong), amphetamin, cdc chit khang acid, nuée ép hoa budi, rifampin.

- Twong ky: Nuoc hoa qua (cam, buol, tdo) co thé 1am giam sinh kha dung cua fexofenadin dén
36%. Tranh dung fexofenadin véi ruou vi lam ting nguy co an than (ng).

TAC DUNG KHONG MONG MUON:
Céc tac dung phu sép xép theo phan loai va tan sudt duoc liét ké trong bang sau:

Phin loai r6i | Thuomg gip it gip Hiém giip
loan (=1/100 - <1/10) (=1/1000 - < 1/100) (>1/10000 - < 1/1000)
Hé mién dich Phian Umg qud man: Phu

mach, tirc nguc, khé théd,
d6 birng, choang phan vé.

Hé than kinh Budn ngu, mét moi, dau
dau, mat ngn, chong
mit.
Tam ly ' So hii, roi loan gic
ngl, 4&c mong.
Dudng tiéu héa Budn ndn, kho tiéu. Khoé migng, dau byng.
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Da va mo dudi da Ban, may day, ngia.

Khac D& bi nhiém virus (cam,
ciim), dau bung trong
ky kinh nguyét, dé bi
nhifm khudn hé hip
trén, ngira hong, ho, s6t,
viém tai gilta, viém
xoang, dau lung.

THONG BAO NGAY CHO BAC Si HOAC DUQC SI NHUNG PHAN UNG CO HAI GAP

PHAI KHI SU DUNG THUOC

QUA LIEU VA CACH XU TRi: 573)
- Thong tin vé ddc tinh cua fexofenadin con han ché. Tuy nhién, budn ngu, chong mét, khé miéng h
da duge bao cdo. YT
- X1r tri: St dung céc bién phap thong thudng dé loai bd phéan thube con chua hép thu & éng tiéu -‘_P.”’H
héa. Diéu tri hd tro va diéu tri triéu chung. Thim phén mau lam giam néng do thubc trong mau ARl
khong dang ké (1,7%). Khong c6 thudc giai doc dic hidu. 1—115]

PAC TINH DUQC LUC HQC:

Ma ATC: RO6A X26

Nhém thube: Thude khang histamin thé hé 2, d6i khéng thu thé H,,

Fexofenadin 12 chét chuyén hoa ctia Terfenadin, 1a mot chét khang histamin thé hé méi.
Fexofenadin 13 thude khang histamin thé hé hai, c6 tac dung déi khang ddc hidu va chon loc trén
thy thé H; ngoai vi. Thubc 12 mot chit chuyén hod cé hoat tinh cua terfenadin, cling canh tranh véi
histamin tai c4c thu thé Hi ctia dudng tiéu héa, mach méu va dudng ho hip, nhung khong con doc
tinh vé&i-tim do khong e ché kénh kali lién quan dén sy t&i cuc € bao co tim. Fexofenadin khéng
¢6 tac dung déng k& dbi khang acetylcholin, déi khéng dopamin va khéng c6 tac dung tc ché cac
thu thé alpha; hoic beta — adrenergic. O liéu didu trj thudc khong gay ngt hay anh hudng dén thin
kinh trung wong. Thube c6 tac dung nhanh va kéo dai do thude gin cham vao thu thé Hy, tao thanh
phirc hop bén vitng va tich ra chim.

PAC TINH DUQC DONG HOC:

Fexofenadin duoc hép thu tdt qua dudmg udng va bit ddu phat huy téc dung sau khi udng 60 phut.
Néng d¢ dinh trong mau dat duge sau 2 - 3 gid, thic &n gidu chét béo 1am giam ndng do dinh
trong huyét tvong khoang 17% va kéo dai thoi gian dat ndng d6 dinh cta thudc (dén khoang 4
gi®). Tac dung khang histamin kéo dai hon 12 gid.

Ty 16 gén két véi protein huyét twong 12 60 — 70%, chi yéu voi albumin va alpha acid
glycoprotein. Khéng rd thudc ¢6 qua nhau thai hogic bai tiét vao sita me hay khéng, nhung khi
dung terfenadin d& phat hién duge fexofenadin la chit chuyén héa cua aterfenadin trong sita me.
Fexonadin khéng qua hang rdo mau ndo. Fexonadin rét it bi chuyén héa (khoang 5% chu yéu &
niém mac rudt. Chi c6 khoang 0,5% - 1,5% duge chuyén héa & gan nhd hé enzym cytochrom
P450 thanh chit khdng c6 hoat tinh). Khoang 3,5% lidu dung chuyén hoa qua phase II (khong lién
quan enzym cytochrom P450) thanh din chit methy! ester. Chit chuyén héa nay chi thiy & trong
phan nén c6 thé ¢6 su tham gia cua céc vi khuén dudng rudt vao chuyén hoa niy. Nira doi thai trir
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khoang 14,4 gid, kéo dai hon (31 -72%) & ngudi suy than. Thudc thai trir chil yéu qua phén (xép xi
80%) va nuée tiéu (11 — 12%) dudi dang khong ddi.

O ngudi suy thén:

Cler 41 -80 ml/phut: Néng dd dinh cao hon 87%, nira doi thai trir dai hon 59%.

Cler 11 -40 ml/phat: Ndng d6 dinh cao hon 111%, nita doi thai trir dai hon 72%.

Cler < 10 ml/phit (& ngudi dang thdm phén): Nong do dinh cao hon 82%, nira doi thai trir dai hon
31% so v6i ngudi khoe manh. Loai b thube biang thdm phan mau khong hiéu qua.

QUI CACH PONG GOI: Hop 1 vi hodic 3 vi hodic 10 vi x 10 vién. Chai 200 vién.
BAO QUAN: Nhiét d6 khong qua 30°C, tranh 4m.
HAN DUNG: 36 thang ké tir ngay san xuét.

TIEU CHUAN: TCCS

NHA SAN XUAT: CONG TY TNHH DUQGC PHAM BV PHARMA.
Dia chi: S6 18 dudmg L& Thi Soc, Ap 2A, X& Tén Thanh T4y, Huyén Ca Chi, Thanh phé
Hb Chi Minh, Viét Nam.
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