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COMPOSITION : Each caplet contains STORAGE : Keep in a dry place,

Fexofenadin HCI 120mg  do ot store above 30°C. SPECIFICATION : USP 34

Excipienis g.s. for 1 caplet Protect from light.

INDICATIONS - CONTRAINDICATIONS - DOSAGE - KEEP OUT OF REACH OF CHILDREN HI

ADMINISTRATION - PRECAUTIONS - SIDE EFFECTS : READ CAREFULLY THE LEAFLET
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TO HUONG DAN SU DUNG THUOC

Vién nén dai bao phim FexodineFast 120

THANH PHAN

= Fexofenadine H Gl o e 120 mg

o R T T T o s e e s 1 vién
(Lactose monohydrat, Cellulose vi tinh thé 101, Tinh bgt
tién gelatin héa, Natri croscarmellose, Tween 80, Silicon
dioxyd dang keo, Bgt Talc, Magnesi stearat, Hypromellose
606, Hypromellose 615, PEG 6000, Titan dioxyd, Oxyd st
do, Oxyd sdt vang).

DANG BAO CHE: Vién nén dai bao phim.

DUQC LY & CO CHE TAC DUNG:

Fexofenadine 1a thudc khéng histamin thé h¢ hai, c6 tac dung
d6i khang dac higu va chon loc trén thu thé H, ngoai vi.
Thudc 12 mdt chdt chuyén héa c6 hoat tinh cua terfenadin
nhung khdng cdn dgc tinh dbi véi tim do khong tc ché kénh
kali lién quan dén sy tai cyc té bdo co tim. Fexofenadine
khéng c6 tdc dung déng ké ddi khang acetylcholin, dbi khéng
dopamin va khéng c6 téc dung (rc ché thy thé alpha,- hoic
beta-adrenergic. O liéu diéu trj, thuéc khong giy ngi hay anh
hudng dén than kinh trung vong. Thudc c6 tic dyng nhanh va
kéo dai do thudc gén cham vao thy thé H,, tao thanh phic
hgp bén vitng va téch ra cham.

DUQC PONG HOC:

Thubc hép thu tot khi ding dudng udng. Sau khi udng | vién
nén 60 mg, ndéng do dinh trong méu khoang 142
nanogam/ml, dat dugc sau 2 - 3 gid. Néu ufmg fexofenadine
60 mg, 2 lan mdt ngdy, ndng do dinh trong méu & trang thai
cin bing khoang 286 nanogam/ml, dat dugc sau khoang 1,42
giv. Thirc an [am giam ndng do dinh trong huyét wong
khoing 17% nhung khéng 1am cham thdi gian dat ndng dé
dinh cia thudc.

Ti 1€ lién két véi protein huyét tvong cua thubc 12 60 - 70%,
cht yéu 12 v6i albumin va alpha,- acid glycoprotein. Thé tich
phan b 12 5,4 - 5,8 lit/kg. Khng rd thudc ¢6 qua nhau thai
hofic thdi trr vao sta mg¢ hay khong, nhung khi diung
terfenadin da phét hi¢n dugc fexofenadine 14 chit chuyén héa
cua terfenadin trong stra m¢. Fexofenadine khong qua hang
rao mdu-ndo.

Xdp xi 5% li¢u dung cua thubc duge chuyén hod. Khoang 0,5
- 1,5% dugc chuyén ho & gan nh&r hé enzym cytochrom Piso
thanh chit khong c6 hoat tinh. 3,5% dugc chuyén hoa thanh
din chit este metyl, chi yéu nhd hé vi khudn rudt.

Niura dbi théi trir cia fexofenadine khodng 14,4 gid, kéo dai hon &
ngudi suy thin, Thudc thdi trir chi yéu qua phan (xdp xi 80%),
11 - 12% lidu dung duge thai trir qua nudc tidu dudi dang khong ddi.

CHI DINH PIEU TRI

Fexofenadine dugc chi dinh ding didu trj triéu ching trong
viém mii dj Ung theo miia & ngudi l6n va tré em trén 12 tudi.
Céc triéu ching bao gom nhur : hét hoi, chdy nuée mii, ngira
mii, ngra vdm miéng va hong, méit ngira do va chay nuéc
mét,

Fexofenadine dugc chi dinh ding diéu trj tridu chirng trong
bénh ndi mé day v6 cin man tinh biéu hién ngoai da khéng
bién chimg & ngudi lén va tré em trén 12 tudi. Lam giam
déng ké cam gidc ngira va sb lugng mé day.

LIEU LUQNG VA CACH DUNG

Cdch ditng:
Thudc ding dudng ubng, thoi diém ubng thuée khdng phy
thuc vao bira &n. Nén ding thudc céch xa 2 gio ddi vdi cic
thudc khéng acid c6 chira gel magnesi hogc nhom.

Liéu lugmg :

Viem mili di itng:

Ngudi 16n va tré em trén 12 tudi : Lidu d& nghj 13 ubng
120mg, 1 lin mdi ngdy.

Liéu cao hon (c6 thé tang t6i 240 mg x 2 Ian/ngay) khong
Iam tdng thém tdc dung diéu tri.

May day man tinh vé cdn:

Ngudi 16n va tré em trén 12 tudi : Lidu dé nghj 14 udng
120mg, 1 1dn mdi ngay.
Neguoi suy than:

Ngudi 16n va tré em trén 12 tudi bj suy thin hay phai thdm
phin méu : nén st dyng sin phim fexofenadine cé him
lugng 60mg, ubng 1 vién/ldn, ngdy 2 lin hogc theo su ké don
cua béc si.

Ngwoi lom tudi va nguoi suy gan:

Khéng cén diéu chinh liu.

CHONG CHI PINH

Qu4 mén véi fexofenadine

CANH BAO VA THAN TRQNG KHI SU DUNG

Tuy thuéc khéng c6 déc tinh trén tim nhu duge chét me
terfenadin, nhung vén cén phai than trong theo dai khi ding
fexofenadine cho ngudi d4 c6 nguy co tim mach hoic di c6
khoang Q-T kéo dai tir trude.

Cin khuyén bénh nhin khéng ty dung thém thudc khén
histamin nao khdc khi dang sir dung fexofenadine.

Tuy fexofenadine it gdy budn ngi, nhung vin cin than trong
khi 13i xe hogc diu khién may méc ddi hoi phai tinh téo.

Chn thén trong va didu chinh lidu thich hop khi ding thubc
cho ngudi giam chirc ning thin vi ndng do thude trong huyét
tuong ting do nira doi thai trir kéo dai. Cén thin trong khi
ding thubc cho ngudi cao tudi (trén 65 tudi) thudmg cé suy
giam sinh 1y chitc ning than.

Do an todn va tinh hidu qua cla thudc & tré em dudi 6 tudi
chua xac dijnh dugc.

Cén nging fexofenadine it nhét 24 - 48 gid truéc khi tién
hanh céc thir nghi¢m khang nguyén tiém trong da.

TUONG TAC THUOC:

Erythromycin va ketoconazol 1am ting ndng do va dién tich
duéi dudng cong ndng do-thdi gian cia fexofenadine trong
mau, co ché cé thé do 1am tang hdp thu va gidm thai trir thude
ndy. Tuy nhién, twong tic ndy khéng c6 y nghia trén lam
sdng.

Thubc khdng acid chita nhém, magnesi néu diing dong thoi
véi fexofenadine s& [Am giam hap thu thude, vi vy phai ding

c4c thudc ndy cach nhau (khoang 2 gidy).
TRUONG HQP CO THAI VA CHO CON BU: W/
Trudng hop cé thai
Do chua cé nghién ciru ddy di trén ngudi mang thai, nén chi
dung fexofenadine cho phy nir mang thai khi lgi fch cho me¢
vuot trdi nguy co dbi véi thai nhi.
Truong hop cho con bii
Khong rd thudc c6 bai tiét qua sra hay khdng, vi vdy cén
thin trong khi ding fexofenadine cho phy nit dang cho con
bu.
TAC PONG CUA THUOC KHI LAI XE VA VAN
HANH MAY MOC
Tuy fexofenadine it gdy budn ngu, nhung vin can thén trong
khi 14i xe hoac diéu khién may méc doi hoi phai tinh tdo.
Théng bdo cho Bdc sT nhitng tdc dung khong mong mudn
gdp phai khi sie dung thude

TAC DUNG KHONG MONG MUON (ADR)
Trong céc nghién ciru [dm sang c6 kiém sodt, ti I8 gap téc
dung khéng mong muén & nhém bénh nhdn ding




fexofenadine tuong ty nhém ding placebo. Céc tdc dung
khong mong muén cta thuéc khéng bj dnh huéng béi lidu
ding, tudi, giéi va ching tdc cia bénh nhan.

Thuong gép, ADR >1/100

Thén kinh: Buén ngi, mét moi, dau diu, mét ngu, chéng
mat.

Tiéu hod: Budn nén, khé tiéu.

Khéc: Nhiém virus (cam, ciim), dau bung kinh, nhiém
khuan hé hdp trén, ngira hong, ho, sét, viém tai gilta, viém
xoang, dau lung.

It gap, 171000 < ADR <1/100
Thin kinh: S¢ hai, réi loan gi4c ngt, 4&c mdng.
Tiéu hod: Khé miéng, dau byng.

Hiém gép, ADR < 1/1000

Da: Ban, may day, ngira.

Phan tmg qud min: Phu mach, tirc ngue, khé thd, do
birng, chodng phén v§.

Hurdng dén cdch xiv tri ADR :

Céc téc dyng khong mong mubn cia thubc thudmg nhe,
chi 2,2% bénh nhan phai ngimg thubc do céc tic dung khong
mong mudn cta thudc.

QUA LIEU;

Théng tin vé ddc tinh cip cua fexofenadine con han ché.
Tuy nhién, budn ngt, chéng mit, khd miéng da dugc béo
céo.

X tri qud liéu: Sir dung céc bién phap thong thudmg dé
logi bé phan thubc con chua duge hép thu & éng tiéu hod.
Diéu trj hé trg va diéu trj trigu chimg.

Thim phén miu lam gidm ndng d9 thudc trong médu
khong déng ké (1,7%). Khdng c6 thudc giai doc dic hiéu.

PONG GOI :

Hop 3 viva hgp 10 vi — Vi 10 vién

Hép 1 chai 250 vién

BAO QUAN:

Noi khd, nhiét d§ khong qué 30°C. Tr4nh 4nh sing
TIEU CHUAN AP DUNG :

Tiéu chuin USP 34.

HAN DUNG :

36 thang ké tir ngdy san xuét.
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TRACH NHIEM TRON VEN

Dé xa tim tay ciia tré em.
Doc ky hueéng din sir dung tricée khi dang.
Néu cin thém théng tin, xin héi y kién Bdc si.

CTY CO PHAN DUQC PHAM SA VI ( Sawipnagns. /.

Sén xuit tai:

L6 Z.01-02-03a KCN/KCX Tén Thugn, Q.7, TP.HCM AN
Dién thoai : (84.8) 37700142-143-144 :
Fax :(84.8) 37700145




